University of Wyoming Institutional Review Board
[bookmark: _GoBack]Addendum for Face-To-Face Human Subjects Research (8-6-2020)
Instructions: 
1) Please complete all fields, indicating those that are not relevant for individual projects using the check boxes below. - Note that responses to each item are fillable. See helpful reference links and language at end of document prior to starting.  Examples of completed forms will be posted on the UW IRB webpage.  Also note that for the purpose of this addendum, "contact" refers to directly touching a participant (e.g., obtaining blood pressures, applying electrodes or equipment, performing lab draws, etc.) or indirectly coming in contact with an item that either a participant or a researcher has touched (e.g., pens, paper, keyboards, doorknobs, chairs, blood pressure cuffs, etc.). 
2) Add the following statement to the risk section of your informed consent form, “The level of risk for transmission of COVID-19 is unknown. The research activities will utilize accepted guidance standards for mitigating the risks of COVID-19 transmission.”
3) Submit your completed addendum and revised informed consent form to irb@uwyo.edu.  
4) The IRB office will contact you when your when addendum and revised consent have been approved.  Do not resume face-to-face research until you receive this approval. 

1.  Principal Investigator
Click or tap here to enter text.


2.  Study Title:
	Click or tap here to enter text.



3.  Protocol Number: 
	Click or tap here to enter text.



4.   Current level of review:
	Accepted & Active				    		Not Yet Accepted/Inactive
☐ Exempt		☐ Expedited				☐ Submitted 
☐ Full Board		

5.   Participants are:
☐ UW Students/Faculty/Staff		☐ Community Members	☐ Both

6.  What is the maximum number of individuals (i.e., total number of research staff, participants, etc.) who will share a common physical space at any point during the study?  (Note: masks should be worn by everyone and whenever possible, 6 feet distancing should be maintained between individuals.)
	Maximum #:
	Click or tap here to enter text.


· If more than two (i.e., one researcher and one participant), please explain:
	Click or tap here to enter text.



7. RECRUITMENT: Do any recruitment activities for this protocol involve in-person contact?
☐ NO		☐ YES
· If YES, indicate how you will screen participants for recent travel (past 14 days), COVID-19 symptoms (see COVID-19 Screening Tool below), and presence of fever ( 100.4° F or 38° C; email irb@uwyo.edu for information on receiving UW provided thermometers).
	Click or tap here to enter text.

· If YES, what protections will be put in place to assure the safety of participants and research staff? Protections may include (but are not limited to) requiring masks for both participants and researchers; maintaining 6’ distance from participants whenever possible; etc.
	Click or tap here to enter text.


8. ARRIVAL: Will researchers have contact with participants when individuals arrive for the study?
☐ NO		☐ YES
· If YES, indicate how you will screen participants for recent travel (past 14 days), COVID-19 symptoms (see COVID-19 Screening Tool below), and fever ( 100.4° F or 38° C; email irb@uwyo.edu for information on receiving UW provided thermometers).
	Click or tap here to enter text.

· If YES, what protections will be put in place to assure the safety of participants and research staff? Protections may include (but are not limited to) requiring masks for both participants and researchers; maintaining 6’ distance from participants whenever possible; etc. 
	Click or tap here to enter text.



9. CONSENT: Will researchers have contact with participants during consenting procedures?
☐ NO		☐ YES
· If YES, what protections will be put in place to assure the safety of participants and research staff? Protections may include (but are not limited to) requiring masks for both participants and researchers; maintaining 6’ distance from participants whenever possible; obtaining informed consent via electronic documents; securing physical forms in secure, no-touch files; seating participants in easily sanitized locations (e.g., plastic vs. cloth chairs); using disposable or easily sanitized writing materials; etc. . 
	Click or tap here to enter text.



10. DATA COLLECTION: Will researchers have contact with participants during data collection?
☐ NO		☐ YES
· If YES, what protections will be put in place to assure the safety of participants and research staff? Protections may include (but are not limited to) requiring masks for both participants and researchers; maintaining 6’ distance from participants whenever possible; obtaining self-report measures using electronic forms; securing physical forms in secure, no-touch files; seating participants in easily sanitized locations (e.g., plastic vs. cloth chairs); using disposable or easily sanitized writing materials; etc.
	Click or tap here to enter text.
	



11. DEBRIEFING: Will researchers have contact with participants during debriefing procedures?
☐ NO		☐ YES
· If YES, what protections will be put in place to assure the safety of participants and research staff? Protections may include (but are not limited to) requiring masks for both participants and researchers; maintaining 6’ distance from participants whenever possible; obtaining measures using electronic forms; securing physical forms in secure, no-touch files; seating participants in easily sanitized locations (e.g., plastic vs. cloth chairs); using disposable or easily sanitized writing materials; etc.  
	Click or tap here to enter text.



12.  With what materials/equipment (e.g., experimental equipment, sensors, touchscreens, clipboards, keyboards, paper forms, writing materials) will participants have direct contact?
contact?
	Click or tap here to enter text.

· If any, what steps will put in place to sanitize materials? Protections may include (but are not limited to) disposing of materials; quarantining materials in a secure location; sanitizing contacted materials using CDC approved cleaning agent [see References]; etc. 
	Click or tap here to enter text.



13.  Please describe how shared spaces (rooms, furniture, doorknobs, etc.) will be cleaned/sanitized following the conclusion of participation.  Include cleaning efforts between subjects, at the end of the day, at the end of the study, and any other critical time points. Protections may include (but are not limited to) sanitizing contact areas using CDC approved cleaning agent [see References].
	Click or tap here to enter text.



14.  Please describe the protocol for screening/monitoring health of research staff. Protections may include (but are not limited to) following University-wide protocols for health monitoring; permitting leave time for staff experiencing symptoms; restricting access to facilities for individuals with a positive test for COVID-19 until staff are symptom free for 72hrs, having a current negative test, or having a written healthcare provider’s note releasing staff to return.
	Click or tap here to enter text.



15. Will data collection involve in-person return appointments or follow-up sessions?
☐ NO		☐ YES
· If YES, Please describe the protocol for screening/monitoring health of return participants. Protections include (but are not limited to) verification of current status using University-supported app; verbal screening for recent (past 14 days) symptoms or travel; rescheduling participants at risk for current symptoms or recent exposure to COVID-19.
	Click or tap here to enter text.





	I recognize that best-practice guidelines for federal and/or University protections for COVID-19 transmission may change over the course of the study. I agree to remain current on ongoing health recommendations and am prepared to make changes to participant and staff protections or participation as needed or required.


☐ AGREE	☐ DISAGREE

REFERENCES

Center for Disease Control
https://www.cdc.gov/coronavirus/2019-ncov/community/clean-disinfect/index.html

University of Wyoming
http://www.uwyo.edu/alerts/campus-return/index.html




Example COVID-19 Screening Tool
1. Have you traveled outside of the state or country in the last 14 days? If yes, where have you traveled?
2. Have you been exposed to anyone that has tested positive for COVID-19 or demonstrated COVID-19 symptoms? If yes, when did that occur?
3. Have you or anyone in your household had any of the following symptoms in the last 21 days: sore throat, cough, chills, body aches for unknown reasons, shortness of breath for unknown reasons, loss of smell, loss of taste, or fever at or greater than 100.4° F or 38° C?

	If the participant has answered YES to questions 2 or 3, the individual will not be able to participate in the study at this time. When the participant has been non-symptomatic for 14 days, they may be considered for inclusion. Responses to question 1 should be assessed for risk according to the CDC’s travel guidance (https://www.cdc.gov/coronavirus/2019-ncov/travelers/index.html) and the applicable state’s department of health (i.e., for face-to-face research being conducted in Wyoming, see https://health.wyo.gov/publichealth/infectious-disease-epidemiology-unit/disease/novel-coronavirus/covid-19-orders-and-guidance/).



Resources for COVID-19 Screening Questions:

The American Medical Association
https://www.ama-assn.org/practice-management/sustainability/use-covid-19-screening-script-when-reopening-your-practice

South Dakota Department of Health
https://doh.sd.gov/documents/COVID19/BusinessScreening_Q&A.pdf

Washington State Department of Health
https://www.doh.wa.gov/Portals/1/Documents/1600/coronavirus/Employervisitorscreeningguidance.pdf

Wyoming Department of Health
https://health.wyo.gov/wp-content/uploads/2020/06/WDH-Guidance-for-Employee-Screening_COVID-19_6.15.2020.pdf

