
Mitigation Plan for Resuming In-Person Human Subjects Research 

Investigators are required to submit a mitigation plan that details a proposal for how in-person 
human subjects research will be resumed during the COVID-19 pandemic. Steps to minimize 
risk to research participants must be described in detail and once approved, the mitigation plan 
must be distributed to the research team. The mitigation plan is to be maintained with the 
research records and attached to the Amendment application in Tick@Lab.  It should also be 
made available upon request to the IRB, compliance agencies, or sponsors, if applicable.  

COVID-19 screening procedures for research personnel and research participants should be 
consistent with those being used on campus, recommended by the Centers for Disease Control 
and Prevention (CDC), and/or the personal protection requirements of the location in which you 
are conducting research. 

1. If there are activities remaining on your study that still require in-person
interactions/interventions, please explain how your approved study will be modified to
decrease or eliminate in-person activities or implement remote visits or procedures.

2. Please justify the benefits of your study given the increased risk to research participants
during this pandemic.

3. Explain why the study visits cannot be postponed or completed remotely until restrictions
are lifted.

4. Describe the potential harm to subject or value of data lost if in-person visits are to cease
or be delayed until restrictions are lifted.

5. Describe how you will incorporate additional COVID-19 screening procedures for
research participants or study personnel. Detail how these procedures will be completed
prior to recruitment and enrollment.



 

 
6. Explain how you will regularly communicate with the research team, sponsor, study sites, 

and research participants to ensure safety and compliance. 
 
 
 
 

7. Describe how you will coordinate with data collection sites (if used) to follow any new 
guidelines or procedures for interacting with participants and determine whether any 
coronavirus cases have been identified at the site.  

 
 
 

 
8. Please explain how you will adhere to physical distancing guidelines and how you will 

provide personal protective equipment (PPE) and handwashing supplies to your research 
personnel and research participants. [If PPE is needed, please visit the UTRGV 
Environmental Health, Safety & Risk Management webpage for guidelines on how to 
request disposable face masks and sanitizing materials.] 

 
 
 

 
9. Describe procedures for daily decontamination of lab, clinic, or research-space including 

the cleaning of all work benches, door handles & lock keypads, keyboards/mice/desks for 
shared equipment computers, telephones, printer, cameras, microscopes, control panels, 
etc.  If the research takes place on campus outside a lab or office (e.g., classrooms), 
provide documentation that you have made a request to UTRGV facilities to sanitize the 
facilities on a frequent basis. 

 
 
 
 

10. If applicable, please describe the plan to implement a staff rotation that maintains 
restricted use of the research facility to a limited number of persons at any given time. 
Describe how you will handle a reduction in study staff if needed. 

 
 
 

 
11. If applicable, please explain if it is necessary to enroll persons at higher risk of severe 

illness from COVID-19 or whether these individuals should be excluded from the 
research at this time.  

 
 
 

https://www.utrgv.edu/ehsrm/


 

 
12. Explain what will happen if you become aware of a research staff member or research 

participant that has developed COVID-19 (e.g. rescheduling visits, study withdrawal, 
consult with Environmental Health, Safety & Risk Management, etc.) and describe how 
you will notify others that  may have been exposed because of their participation in the 
research. 
 

 
 
 

 
 

 

https://www.utrgv.edu/ehsrm/
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