ADDENDUM: In-Person Research with Human Participants COVID-19 Risk Checklist

This checklist is intended to guide researchers in assessing the specific risks for research with human participants in the context of the COVID-19 pandemic. Please answer each question to the best of your knowledge.
Researcher:      
Project Title:      
Certificate# (if an amendment):      
1. Please provide a rationale as to why this research must proceed at this time:      
2. Why there are no other options other than in-person?      
3. Does the research involve low-risk participants and non-invasive data collection methods? (Non-invasive data collection procedures include studies where participants are asked to do simple tasks with or without instrument monitoring; none to minimal contact to some contact and where physical distancing can be achieved most of the time) as per an approved HPRC protocol.)   
       FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

Please describe what participants will be asked to do and how the research team will be interacting with them:        
4. Please describe the proposed changes to your research (recruitment, methodology etc) in light of the additional risks posed by COVID-19 in face to face research.  (For more information on what considerations should be included, please review “Procedures – Face to Face Research with human Participants”)        
5. Please describe what you feel are the additional risk of COVID exposure is based on the activities you will be conducting?       
6. Is the research site in an Indigenous community, a remote or isolated location, or a setting with high COVID-19 risk (e.g., long-term healthcare facility, shelter, homeless settlement)?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

Please describe:      
NOTE:  Face-to-face research involving vulnerable persons and/or invasive data collection methods is not permitted at this time. Please contact ORE (ore@yorku.ca) for further information regarding the re-establishment or update of your ethics protocol.

7. Where will the research be conducted? (check all that apply)

 FORMCHECKBOX 
 York University  

 Please provide location:      


 FORMCHECKBOX 
  Off-Campus/community or public spaces?
Please describe location(s):      
8. Where will the research take place?

 FORMCHECKBOX 
 Private (e.g. office; lab) 
 FORMCHECKBOX 
 Common/public space
 FORMCHECKBOX 
 Other

Please describe:      
9. How will participants get to the research site? (check all that apply)
 FORMCHECKBOX 
 Personal transportation (e.g., car, other personal vehicle, bike, foot)
 FORMCHECKBOX 
 Public transportation (e.g., bus, taxi)
 FORMCHECKBOX 
 Research will be in their home

10. Who will be present in the space during research interactions?

 FORMCHECKBOX 
 One participant and one researcher only 
 FORMCHECKBOX 
 One participant with multiple researchers 
 FORMCHECKBOX 
 Multiple participants with one or more researchers 
Please describe:      
 FORMCHECKBOX 
 Bystanders may be present in addition to participant(s) and researcher(s)

Please describe:      
11. Is there adequate ventilation in the space? 

 FORMCHECKBOX 
 Yes, outdoors
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Unknown

 FORMCHECKBOX 
 Yes, indoors
If indoor, please describe:      
12. Do you anticipate that the target participant population has physical or physiological attributes that make those individuals vulnerable to becoming seriously ill if exposed to the coronavirus (e.g., elderly, underlying medical condition, immunocompromised)? See Vulnerability factors.
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Unknown 

Comments:      
13. Do you anticipate that the target participant population has psychological or emotional attributes that may be exacerbated by the pandemic? See Vulnerability factors.
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Unknown 

Comments:      
14. Do you anticipate that the target participant population is at increased social risk due to the pandemic (e.g., unemployment, dependents, lack of space)? See Vulnerability factors. 
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Unknown 

Comments:      
15. Will you ask that participants confirm that no members of the participants’ social circles are at high risk for contracting/negative outcomes with COVID-19 (e.g., elderly, immunocompromised)? See Vulnerability factors.
 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 n/a 

Comments:      
16. I confirm that:
	a. In determining risk, I have considered the infection rate in the community or region where the research will take place. 
	 FORMCHECKBOX 
 Yes

	b. If the research is to be conducted in a different region or country, I have confirmed my ability to enter the region or country and have prepared for any mandatory quarantine period (away and home) and associated requirements
	 FORMCHECKBOX 
 Yes

	c. If research is to be conducted away from York University Campuses, I have confirmed that standard COVID-19 protection measures are implemented at the site.
	 FORMCHECKBOX 
 Yes

	d. I am aware of and am prepared to meet all York University and public health requirements of the location in which the research is to take place. 
	 FORMCHECKBOX 
 Yes

	e. I will comply with all relevant sector-specific guidance documents. Specify the relevant documents and attach with this application:      
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 n/a

	f. Participants and researchers will complete the York University Self-Screen Survey each day prior to in-person interaction on- or off-campus.
	 FORMCHECKBOX 
 Yes

	g. All participants will be informed of additional risks of participation in the research due to potential exposure to COVID-19 and provide contact information for contact tracing.
	 FORMCHECKBOX 
 Yes

	h. All participants will be advised about necessary precautions to enhance their own and others’ safety during travel, if applicable.
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 n/a

	i. There is a plan in place to shut down the research in the event of public health directive (e.g., tightening of restrictions related to the control of COVID-19).
j. I have provided the necessary COVID-19 specific information in the consent document(s)                                                               

k. All Necessary COVID-19 protocols will be taken as per the attached Health and Safety/Infection Mitigation plan
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 Yes


Document Checklist 

In addition to Appendix A:  “Checklist In-Person Research With Human Participants”
I have included with my submission:

 FORMCHECKBOX 

HPRC Protocol form (and Amendment application (if applicable))

 FORMCHECKBOX 

An informed consent form that includes COVID-19-specific consent language (see Template - COVID-19 consent language);

 FORMCHECKBOX 

Health and Safety Plan, outlining infection control procedures.
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