[bookmark: _GoBack]PROCEDURE:  Face-to-Face Research with Human Participants
**The following information is excerpted from the Research Website: COVID FAQs**
https://www.yorku.ca/research/researchers-faqs/
As researchers are aware, the COVID-19 pandemic has affected the standard related to minimal risk. Consequently, research involving face-to-face contact with human participants requires additional considerations. 
If you can continue to conduct your research remotely, it is advisable to continue to do so.  Resumption or commencement of in-person research with human participants will only be considered on an exceptional, case-by-case basis.
If your previously approved or new/proposed research involves face-to-face contact with human participants, please review the following.  
PREVIOUSLY APPROVED STUDIES
If your previously approved research (i.e. pre-COVID) involves face-to-face contact with participants, you will be required to re-apply to HPRC and provide a compelling reason for the need to resume in person, non-invasive research involving low-risk participants. (Non-invasive data collection procedures include studies where participants are asked to do simple tasks with or without instrument monitoring as per an approved HPRC protocol.) If you can continue to conduct your research remotely, we advise you to keep doing so. Changes to such research will only be considered on an exceptional case-by-case basis.
NOTE: Resumption of 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.
If your research involves face-to-face contact with low-risk human participants using non-invasive procedures for which there are no other options, and you are seeking to renew your protocol, researchers must submit the following for review and approval):
1. Amendment form: The amendment application and revised project protocol should provide details as follows:
· Include COVID-19 screening process, precautions, collection of personal contact information, as required by public health and the University.
· Risks and benefits – changes to risk from coming to campus or research site, including commuting; collection of identifiable information and risk of breach of their personal information.
· Privacy and confidentiality – limits to confidentiality because of duty to report positive COVID-19 cases, may need to provide personal information for contact tracing.
· Participant withdrawal – personal information cannot be withdrawn or destroyed, as may be needed to re-contact ex-participants.
· Risk level – vulnerability of participants, impact of COVID-19 and changes to level of risk.
2. ADDENDUM “Checklist:  In-Person Research with Human Participants”
3. An informed consent form that includes COVID-19-specific consent language (see Template - COVID-19 consent language).
4. Health and Safety Plan for review by the BSO/HS Advisor which includes:
· Review of Health and Safety Guidelines for Returning to Campus during the COVID-19 Pandemic
· Completion of COVID-19 Health and Safety Risk Assessment Form - Planning for Returning to Campus
· Completion Return to Campus Checklist for Labs, Research and Machine Shops
· Confirmation that all personnel have completed the Return to Campus COVID-19 Training
· Infection control SOP, which outlines:
1. PPE requirements
2. Precautions prior to coming onto campus/entering research location
3. Lab/research location entry protocol
4. Precautions specific to the study
5. Lab/research location exit protocol
6. Cleaning and disinfection protocols
These documents can be found on the YU Better Together website.
NEW STUDIES
New research that involves face-to-face contact must provide a compelling reason as to why there are no other options. You will be required to provide a clear rationale for the need to conduct in person, non-invasive research involving low-risk participants.  Such research will only be considered on an exceptional case-by-case basis.
NOTE: Resumption of 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.
If your research involves face-to-face contact with low-risk human participants using non-invasive procedures for which there are no other options, researchers must submit the following for review and approval:
1. HPRC Protocol:
The new Protocol submission must include consideration of the following ethical considerations regarding COVID-19 in the following sections:
· Consent – consent documents should include language as per the template. Link to forms.
· Project details – include COVID-19 screening process, precautions, collection of personal contact information, as required by public health and the University.
· Risks and benefits – changes to risk from coming to campus or research site, including commuting; collection of identifiable information and risk of breach of their personal information.
· Privacy and confidentiality – limits to confidentiality because of duty to report positive COVID-19 cases, may need to provide personal information for contact tracing.
· Participant withdrawal – personal information cannot be withdrawn or destroyed, as may be needed to re-contact ex-participants.
· Risk level – vulnerability of participants, impact of COVID-19 and changes to level of risk.
2. ADDENDUM “Checklist:  In-Person Research with Human Participants”
3. Researchers must also append a Health and Safety Plan for review by the BSO/HS Advisor.  Health and Safety Plan, should include where applicable:
· Review of Health and Safety Guidelines for Returning to Campus during the COVID-19 Pandemic
· Completion of COVID-19 Health and Safety Risk Assessment Form - Planning for Returning to Campus
· Completion Return to Campus Checklist for Labs, Research and Machine Shops
· Confirmation that all personnel have completed the Return to Campus COVID-19 Training
· Infection control SOP, which outlines:
1. PPE requirements
2. Precautions prior to coming onto campus/ entering research location
3. Lab/research location entry protocol
4. Precautions specific to the study
5. Lab/research location exit protocol
6. Cleaning and disinfection protocols
These documents can be found on the YU Better Together website.
Please ensure that the following documents are appended to your research ethics application, for any research study involving in-person research with human participants:
1. Protocol form or Amendment application form
2. ADDENDUM :  “Checklist:  In-Person Research with Human Participants”
3. An informed consent form that includes COVID-19-specific consent language (see Template - COVID-19 consent language).
4. Health and Safety Plan /infection control procedure
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