[bookmark: _Hlk42763651][bookmark: _GoBack]In-Person Research Activity
Agreement Form
[bookmark: _Hlk42763711]IRB Protocol Number:  ______________
Effective 19 June 2020
Purpose: This agreement form lays out the protocol that will be required to resume in-person research activities for previously approved studies that included in-person research activities. This protocol is intended for participants who do not have COVID-19 and are not suspected of having COVID-19: 
Signing your name at the bottom of this form indicates you have agreed to implement the following protocol in your study. Please understand if you are unable to uphold this protocol in-person activities will not be permitted and other methods will need to be in place until normal operations can resume.
[bookmark: _Hlk42765623]In-Person Research Activity Protocol:
In-Person Research Activity Protocol:
1. Remote COVID-19 screening (via phone or teleconference) on participants must take place within 24 hours before each in-person study visit. Remote screening must include:
a. [bookmark: _Hlk42759376]Inquire if the participant has been diagnosed with COVID-19 or has been in the presence of someone diagnosed with COVID-19. If yes, then they are not permitted to participate. 
b. A temperature may be taken with a thermometer or noted subjectively by the participant to the research personnel. Body temperature should read <100.4°.
c. Subjective symptom assessment: inquire about COVID-19 symptoms (cough, shortness of breath or difficulty breathing, fever, chills, muscle pain, sore throat, new loss of taste or smell).
d. During the remote 24-hour screening, research personnel should instruct participants to wear a mask or face covering to the study visit. 
i. If they do not have a mask or face covering, research personnel may provide a mask or face covering. If not available, the in-person screening and study visit cannot proceed.
ii. Consider providing information to the participant so they know what to expect during the remote screening and prior to engaging in the study activities.
e. Upon completion of the remote pre-screening:
i. If a participant screens positive for COVID-19 on any criteria, the in-person screening and research visit must be postponed. 
ii. Research personnel should instruct the participant to contact their primary care provider for further screening and testing.  
2. [bookmark: _Hlk42764877]On-Site Screening: COVID-19 screenings must be conducted when the participant arrives on-site (assuming they screen negative during the remote screening within 24 hours in advance).  
a. Instruct the participant to call the research staff upon on-site arrival to be greeted and screened outside of the building or in their car. Research personnel may consider bringing a mask or face covering for the participant in the event the participant does not have a mask or face covering.
b. Research personnel and participant(s) should wear face masks or face coverings, and stringent handwashing and social distancing (6ft) are to be followed.
c. Personnel can wear gloves and a gown (if available) if the visit requires close contact due to necessary research procedures or facility constraints. 
d. [bookmark: _Hlk42765004]Hand sanitizer should be freely available.
e. In-person screenings must include the following:    
i. A tympanic or forehead thermometer should be used for measuring body temperature. Body temperature should read <100.4°.
ii. Subjective symptom assessment: inquire about COVID-19 symptoms (cough, shortness of breath or difficulty breathing, fever, chills, muscle pain, sore throat, new loss of taste or smell).
3. Upon completion of the in-person screening: 
a. If a participant screens negative and is afebrile (<100.4°), he or she can be directed to a waiting area or directly to a research room but should maintain social distance (6ft) with other participants and personnel at all possible times, and continue to wear their mask or face covering. 
b. If a participant screens positive for COVID-19, the participant will not enter the building and be instructed to contact their primary care provider for further screening and testing. 
i. If participant is tested and there is positive test result, the participant should be informed to follow the guidelines of their primary care provider.  
ii. Participants who screen positive but then test negative should be instructed to conduct a subjective symptom assessment and check their temperature with a thermometer and document screening negative for 8 additional days following the negative test. 
iii. If the self-assessment screenings have remained negative for 8 days the participant will notify the research personnel and proceed with the remote screening procedure and on-site screenings before proceeding with in-person research activities.
4. Conducting in-person research activities
a. Following a negative on-site COVID-19 screening the following procedures must be in place for participants to proceed with the in-person research activities:
i. Waiting areas should be arranged to allow for 6 feet of social distancing between seating. 
ii. Hand sanitizer should be freely available in all waiting and research areas. 
iii. Attention must be given to following the facility disinfection and cleaning protocol after the presence of an individual known or suspected of being COVID-19 positive.
iv. If participants and researchers are physically able, encourage stairs rather than elevators. 
v. Participant visits should be scheduled to stagger visits and minimize waiting room occupancy. This will promote social distancing and allow time between visits to clean spaces appropriately.
vi. When conducting focus groups or educational sessions as part of the study:
1. Participants and research personnel must wear mask or a face covering 
2. The space must be able to accommodate for social distancing (6ft) with other participants and personnel at all possible times.
3. Hand sanitizer should be freely available.
vii. For in-person research activities occurring in the hospital or ambulatory clinic setting the participants and the research personnel will also follow the policies and guidance in place for those areas. 
5. Completion of all in-person research activities
a. Participants who have complete all in-person research activities will be asked to notify research personnel if they receive a COVID-19 positive test following their participation in the study. 
I have reviewed the In-Person Research Activity Agreement Form and will implement this protocol.

______________________________                     __________________
PI signature                                                                   Date
