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GUIDELINES FOR HUMAN SUBJECTS RESEARCH OVERSEEN BY THE ISU IRB 

Face-to-Face Human Subjects Research during the COVID-19 Pandemic 

 

 
Basic Principles/Assumptions: 

1. To be approved under federal guidelines, human subjects research must (a) have a 

higher benefit than risk ratio (the benefit can be to society rather than the individual if 

risks are low) and (b) minimize risks to the extent possible. A positive benefit to risk 

ratio is also the ethical way to assess the viability of human subjects research. 

 
2. COVID-19 adds a risk to all human interactions. Human interactions always involve 

some risk of infection, but given that we do not yet understand fully the means or rate of 

COVID-19 infection, do not have effective treatments, and its lethality to some people, 

the risk from COVID-19 is higher than the usual risk of potential infection. The IRB has 

to take this potentially higher risk into account when assessing the risk/benefit ratio. 

 

Policies for Approving Face-to-Face Human Subjects Research 

The IRB at Indiana State University, as is the practice at IRBs across the country, has issued a 

pause on face-to-face human subjects research except in some circumstances. At ISU, most 

current research does not meet the conditions for continuing face-to-face. Unless ISU-approved 

or exempted research has received permission since March 2020 to be conducted face-to-face, 

it still should be paused or conducted virtually. The pause has been in effect since mid-March 

2020. 

The IRB extended blanket approval for any approved or exempted research to transition to 

virtual methods as feasible, without requiring PIs to submit a modification request. The IRB 

believed this policy would best facilitate continuation of research in the safest manner possible. 

 

 
Pathways to Resumption of Face-to-Face Research 

As institutions, including Indiana State University, move toward resumption of regular activities, 

the IRB stipulates the following policies will govern human subjects research until the COVID- 

19 threat has receded to a level comparable to that of other infectious diseases. 

1) Research that can be conducted virtually without harm to data collection or findings 

should continue to be done virtually. 

 
2) The pause on face-to-face human subjects research remains in effect as the default.  In 

most circumstances, PIs will need to demonstrate that their research can only be done 

face-to-face, that the benefit of this research outweighs the risk of potential exposure to 

COVID-19, and the PI has both alerted subjects about this risk and taken steps to 

minimize it. 
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3) If the research is taking place in a setting where the potential subjects and the PI are 

already gathering face-to-face, then the research may not increase the risk of getting 

COVID-19 for either subjects or the researchers.  Some examples of settings that may 

qualify include educational institutions, health care settings, and residential care 

facilities.  Face-to-face research may be able to be approved in these settings under some 

conditions.  Please consult the IRB chair or vice chair for guidance. 

 

4) In addition, research about COVID-19 and its effects, including social, behavioral or 

educational in additional to medical, may have enhanced individual and especially 

societal benefits.  This kind of research may be able to be approved to be conducted face-

to-face. 

5) For the types of research discussed in #3 and #4, as well as research that must be 

done face-to-face, the PI should consult the COVID-19 Guidelines for Protection of 

Research Personnel Returning to Work at Indiana State University developed as a 

collaborative effort by the ISU Research Oversight Committees, and approved by 

the Provost for guidance about how to ensure a safe environment for themselves 

and their subjects, or the guidelines set forth by the PI’s respective institution.1 

 
6) Existing protocols involving face-to-face research must submit a modification request 

(Form D) before returning to face-to-face research. On Form D, stipulate why the 

research needs to be conducted face-to-face, provide a statement of risk and benefit 

demonstrating that benefit is higher than risk, and state how you are providing 

information about and protection from exposure to COVID-19. 

 
7) New protocols involving face-to-face research and requesting an immediate start date 

must also stipulate as part of the application why the research should be conducted face- 

to-face, provide a statement of risk and benefit demonstrating that benefit is higher than 

risk, and state how you are providing information about and protection from exposure to 

COVID-19. These protocols can also be prospective, asking for conditional approval at 

this time, with a start date after the research pause is lifted. In that case, they do not need 

to address COVID-19. 

 
8) All requests (modifications and new applications) for face-to-face research may be 

reviewed, as the IRB leadership team deems necessary, by relevant experts in public 

health, infectious disease, and/or bio-safety in addition to the regular review. 
 

 

                                                      

1 For Rose-Hulman Institute of Technology, please visit https://rosehulman.sharepoint.com/sites/ 

COVID19/SitePages/Home.aspx, or consult the Office of Academic Affairs in conjunction with 

the Strategic Learnings Team. 

For Union Hospital’s Division of Nursing, please visit the Intranet Home Page: Coronavirus 

Section http://uhsweb/home/page/diseases/corona_virus. 
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