
 

 

COVID-19 Risk Mitigating Measures for Human Subjects Studies with In-
Person Interaction/Intervention 

The public emergency created by the COVID-19 outbreak may have affected the risk/benefit 
determination by the IRB when a study was originally approved.  To minimize the impact of the 
increased risks to participants vs the benefit of the study, investigators are required to submit a 
Risk Mitigation Plan (RMP) feasible for the research participants and location.  An IRB-
approved RMP will be required to continue with in-person interactions/interventions that are part 
of the study procedures. 

Below is a list of potential mitigating measures that can be implemented depending on the type 
of in-person intervention/interaction.  The list is not exhaustive and other measures not listed 
may be more appropriate to the circumstances of a study.  This list serves as general guidelines 
based on CDC’s recommendations. 

General Recommendations for Study Personnel and Research Participants: 

1. Wear face masks where appropriate; investigators should plan to provide disposable 
face masks to study participants. [Environmental Health, Safety and Risk 
Management is providing face masks to investigators engaged in research.]  

2. Frequently wash hands for 20 seconds or use alcohol-based hand rub (sanitizer) with 
greater than 60% ethanol or 70% isopropanol; investigators should plan to conduct 
the in-person activities close to washbasin with soap and water or in the alternative, 
provide alcohol-based hand rub. 

3. Maintain physical distancing of 6 feet or more if practicable; provide markings where 
appropriate.  

4. Investigators/study personnel should disinfect all surfaces, equipment, and other 
materials (e.g., pen/pencils) in shared spaces touched by researchers or between each 
interaction/intervention if multiple participants are seen in succession in the same 
site/room.  

5. Reduce the number of study personnel and research participants that need to be 
present at the same time to the minimum necessary to conduct the in-person 
interaction/intervention. 

6. Study personnel and research participants should be screened prior to the scheduled 
in-person intervention/interaction by verbally confirming that they have not 
experienced COVID-19 symptoms or have not been diagnosed within the past 
fourteen days and have not been in close contact with a person who is lab-confirmed 
to have COVID-19.  

7. Maintain separate logs of all in-person interactions and contact information, including 
visitors who accompany research participants, for contact tracing purposes. 

8. Investigators should ensure there are adequate supplies to support healthy hygiene 
behavior during the in-person interactions/interventions.  Discourage the sharing of 
items that are difficult to clean, sanitize, and disinfect.  

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


 

 
Study Location-Specific Restrictions and Requirements:  
 
Some recruitment/study locations (parks, schools, stores, offices, clinics, etc.) may have stringent 
restrictions, include the most stringent measure as part of the risk mitigation plan.  General 
recommendation measures: 
 

1. Provide signage and instructions to participants on how to approach the study site to 
avoid unintended gatherings.  

2. Where physical distancing is not possible and depending on the type of study, consider 
the use of face shields or barriers between participants (e.g., plexiglass or partitions).  

3. Where possible, modify layouts to ensure physical distance.  If site is not big enough, 
allow subjects to wait in another area (e.g., inside vehicle).  Allow for cell phone calls, 
texts, and instant messaging to alert subject to approach area. 

4. If the interaction/intervention takes place at UTRGV in a closed area that is not a lab or 
clinical setting, confirmation from Facilities will be needed that the room(s) will be 
sanitized on a frequent basis. 

Research Participant Specific-Recommended Measures: 

1. Provide information to research participants before the scheduled in-person 
visits/meetings on how to protect themselves from COVID-19.  

2. Modify your exclusion criteria where appropriate to exclude research participants that 
need extra precautions because of COVID-19 or at a higher risk for severe illness.  

3. Inform research participants of safety protocols that have been implemented prior to the 
scheduled intervention/interaction. 

4. Consider how research participants will get to the research location, are they using 
personal vehicle or mass transportation. 

Other Recommended Mitigating Measures: 

1. Principal Investigators must communicate with his/her study personnel on a frequent 
basis to review compliance with mitigating measures. 

2. Consider whether in-person activities can be postponed or substituted by alternative 
means (e.g., phone, virtual). 

3. If the study requires human touch of a research participant, investigators should wear 
disposable gloves and discard them after each intervention/interaction. 

https://www.cdc.gov/coronavirus/2019-ncov/prevent-getting-sick/prevention.html
https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/index.html
https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/index.html
https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/people-at-higher-risk.html

