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[SOP Title - version#]

This guide is for researchers to use in developing their standard operating procedures (SOPs) and contains language applicable to most studies. Please read through and make the appropriate changes to ensure the information applies to your study and fill in details for each section. General advice and information about what to include in each section is written in italics and should be deleted before finalizing and submitting the SOP. Instructions to the researchers written in [square brackets in bold italics] need to be replaced with details specific to the SOP and removed from the square brackets.
	Title
	[Title of the SOP]


	Effective Date
	[DD-MMM-YYYY]


For revisions and versions please see [Section I] – Revision Log 
General advice: SOPs should be written in plain language. Visit the using plain language guideline for guidance incorporating plain language into the SOP: 
· Use an active voice 
· Use short, clear, and direct statements 
· Avoid jargon and acronyms 
· Present information in a sequential and logical order 
· Avoid overuse of headings, subtitles, and bold type 
· Provide information in list form when possible 
· Number pages (e.g., Page X of Y)

A. PURPOSE AND BACKGROUND 
[bookmark: _Hlk187141906]If controlled acts are involved, please include this information in the background description and see the University of Waterloo research ethics website for controlled acts and medical directives for further details and instructions. 
· Describe in detail the purpose and background of the procedures to be used. E.g., This SOP describes the procedures for… these procedures are used to measure…. 




B. PROCEDURES/STUDY PROTOCOL 
· Detail the procedures step by step (including set-up, cleaning/sanitizing, safety, etc.) using a numbered list with sub-headings.
· Include diagrams/photo(s) of how equipment will be used by and/or placed on study participants.

C. EQUIPMENT
When equipment has been built or modified by the researchers to be used on or by participants, please contact the Safety Office to determine if an equipment or device safety assessment review form or other approval is required. 
· List and describe the equipment that will be used with the participants (i.e., used by or on participants).

D. INFORMATION FOR STUDY PARTICIPANTS 
 In this section, outline what participants are told about the procedure(s) and what details researchers may need to ask about or confirm with participants as part of the study steps.
 Information and questions may include:  
Information in advance of study session: 
· Elements of the procedure(s) that need to be described in advance in participant materials (e.g., specific clothing requirements, food or water fasting, sleep requirements, etc.).
· Standardized wording that will be included in the information and consent materials (e.g., certain standard risk descriptions for brain stimulation, virtual reality equipment, etc.).







Information during study session: 
· Description of how participants prepare for procedures and equipment use (e.g., changing facilities, placement of electrodes, post-procedure clean-up, etc.). 
· Confirming eligibility criteria related to contraindications, exclusions, etc. (e.g., history of motion sickness, implanted active medical devices, changes in health status, etc.).
· Questions about any sensitivities (e.g., latex gloves, gels, adhesives, food products, etc.).
· Checking if participants have any concerns with any of the procedures or equipment. 
· Confirming that participants know how to signal that they want a procedure to stop (e.g., put up a hand, verbally indicate, etc.). 
· Description of any relevant post-participation instructions (e.g., what to monitor for).

E. RISKS 
1. Risks to Participants
· Describe all possible risks (e.g., physical, psychological, emotional, etc.) that a participant may experience from these procedures and equipment.
2. Risks to Researchers
· Describe all possible risks, if any, that a researcher could experience from the procedures or use of the equipment.

F. SAFEGUARDS / SAFETY PROCEDURES 
Describe the safeguards and safety procedures that will be put in place to mitigate risks to researchers and participants such as:
· Safety equipment (e.g., AED, harness, etc.) and procedures (e.g., spotters).
· Training (e.g., equipment specific, university required, safety, etc.), or other certifications (e.g. operator courses, first-aid).




G. MAINTENANCE / CLEANING 
· Outline equipment maintenance and/or certification schedule.
· Outline the protocol for sanitizing and/or cleaning equipment and spaces between participants.

H. REFERENCES (if applicable) 

I. REVISION LOG 
The revision log should be used to summarize changes made to the SOP, the date these changes are effective by, and who made the changes. The SOP name should be updated in the page headers and the table below to reflect the most recent version.  The current contents of the table are examples and should be changed to reflect the SOP being created or updated (e.g., there may not be a second version yet if this is a newly created SOP. 
	SOP Title - Version
	Effective Date
	Summary of Changes
	Revisions Made By

	[SOP Title - 01]
	[DD-MMM-YYYY]
	Original
	N/A 
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