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Checklist for Human Subject Research During the COVID-19 Pandemic1 
 

Researchers: 

• Use this Checklist to meet all UMass Amherst requirements before conducting research with 
human subjects—on-going or resuming research—during stage 3 and following stages of campus 
restarting research. 

• The Checklist is meant to minimize COVID-19 related risks in research with human subjects. 

• The Checklist will help you to write your Research and Library Operating Plan (RLOP) available on 
the Research and Engagement (R&E) COVID-19 resource page. 

• In a Word document, list information to each of the 15 categories/check points and identify action 
to be taken to mitigate the risk of COVID-19 transmission. Please document clearly the specific 
health and safety standards and risk mitigation strategies implemented to your research project. 
Attach the Word document to the RLOP. Additionally, for Research Activities C fill out the EH&S 
Screening Tool and attach it to the RLOP.  

• This Checklist is not meant for and does not take the place of IRB protocols and approvals. 
 
 
Before using this Checklist,  
1. First go to the Resuming Human Subject Research Guidelines on the Research and Engagement 

COVID-19 webpage. If your data collection activities can be done without any in-person interaction 
(Research Activity A), then you do not need to use this Checklist. 

2. If your data collection involves any in-person interactions (Research Activities B, C, or D), use the 
Checklist below to develop and implement a plan for reducing or eliminating the COVID-19-
related risk of transmission, as feasible for the research participants and location of research.  

3. Check EH&S guidelines as well as other available guides. 
4. Note, your specific research activities may not require addressing all categories/check points. 
 
 
Research Activities: 
A: NO in-person interactions 
B: In-person but with appropriate physical distancing 
C:  In-person interactions that do not allow physical distancing to be maintained at all times (e.g., for 

the purpose of measurement or exam) and involve low coronavirus risk according the guidelines 
provided. 

D: All other research with human subjects involving higher coronavirus risk. 
  

 
1 We will update this Checklist as new or revised health and safety guidelines or campus-wide requirements arise. The 

current version can be found at https://www.umass.edu/research/covid-19-resources-guidance.  

https://www.umass.edu/research/covid-19-resources-guidance
https://www.umass.edu/research/sites/default/files/resuming_human_subject_research_7-20-2020.pdf
https://www.umass.edu/research/covid-19-resources-guidance
https://www.umass.edu/research/covid-19-resources-guidance
https://ehs.umass.edu/covid-19-information-labs
https://ehs.umass.edu/covid-19-training-labs#overlay-context=
https://www.umass.edu/research/covid-19-resources-guidance
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 Category Action Consider/Follow… 
 1. IRB Review Determine if the research needs 

to be reviewed by (a) UMass IRB, 
(b) non-UMass IRB (external IRB), 
or (c) both and because it is a 
new study, you made changes in 
the procedure of the research, or 
requirements at the non-UMass 
site lead to changes in the 
procedure. 
IRB approval letters (UMass 
and/or non-UMass must be 
attached to the RLOP. 

• Follow the requirements of the UMass Human 
Subjects Protection Office and IRB  

• For local non-commercial IRBs, follow the 
requirements of the local IRB (e.g., Baystate 
Medical IRB, Springfield Public Schools IRB.) 

• If the UMass IRB is reviewing non-UMass sites, 
the non-UMass sites should follow the 
requirements of their own institution. 

• Pre-screening of human subjects is mandatory 
(see #14 below); keep records with the Informed 
Consent. 

 2. Conducting 
Research at 
other 
Institutions 
and 
Organizations 

Safety protocol of other 
institutions/organization must be 
submitted with RLOP and 
followed in addition to 
appropriate UMass protocols. 
 

• Review additional requirements that are 
mandated by the institution/organization. For 
example, you may be required to be escorted 
into and out of the facility by a research staff 
member, or stay in a designated room during 
the research visit.  

• If organizations have protocols that are less 
strict than UMass’ safety protocols, UMass 
investigators must comply with UMass safety 
protocols. 

• Before reporting to the institution/organization, 
the researcher and/or any research team 
member should complete the UMass COVID-19 
Daily Self Checklist. If the researcher or a team 
member answers “Yes” to any questions, that 
individual should skip the work that day and 
notify their supervisor and the COVID-19 HR 
Response Team at 413-687-2283 or 
COVID19HR@umass.edu.  

• The individual should not return to the 
institution/organization until cleared to do so by 
medical provider or their supervisor. 
Researchers should notify UMass COVID-19 HR 
Response Team at 413-687-2283 or 
COVID19HR@umass.edu if they or a team 
member have been notified by public health 
officials that they are a in close contact of 
someone who tests positive for COVID-19 and 
need to be quarantined. Researcher should keep 
the institution/organization informed about any 
symptoms and follow the institution/ 
organization guidance as well as UMass 
guidance. 

 

 

 

https://www.umass.edu/research/compliance/human-subjects-irb
https://www.umass.edu/research/compliance/human-subjects-irb
https://www.umass.edu/research/compliance/human-subjects-irb/irb
https://www.umass.edu/coronavirus/news/covid-19-daily-self-checklist-site-employees
https://www.umass.edu/coronavirus/news/covid-19-daily-self-checklist-site-employees
mailto:COVID19HR@umass.edu
mailto:COVID19HR@umass.edu
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 Category Action Consider/Follow… 
 3. In-person 

interactions 
 

Identify the minimal number of 
in-person interactions with 
participants that are essential for 
the research purpose and that 
cannot be postponed or occur in 
some other way. 
For Research Activity C and D: 
Identify the time of interactions 
that doesn’t allow physical 
distancing. Use the EH&S 
Screening Tool for Human 
Subject to answer these 
questions. 

• How many people will be in the space?  

• How long is the interaction?  

• For Research Activity C and D: What length of 
time will you have in-person interactions during 
which physical distancing cannot be maintained 
or source control equipment cannot be worn? 
What risk mitigation strategies will be 
implemented to ensure the safety of both 
researchers and participants? 

• Are all the originally-planned measurements/ 
data collection points during an intervention 
necessary to assess the effectiveness of the 
intervention? Can any of these done remotely 
instead of in-person?  

• If changes are to be made to approved protocols 
amendments must be approved by the IRB. 
 

 4. Nature of in-
person 
interaction 

For Research Activity C and D:  
Identify the nature of the 
interaction that doesn’t allow 
physical distancing to be 
maintained at times or if a 
procedure necessitates that 
source control be removed. Use 
the EH&S Screening Tool for 
Human Subject to answer these 
questions. 

Outline appropriate risk mitigation strategies, if your 
research: 

• requires participants to engage in moderate-to-
vigorous physical activity intensities; 

• results in increased expiratory droplets above 
levels observed during rest or normal talking 
(e.g., induced salivating); 

• leads to increased expiratory aerosols above 
levels observed during rest or normal talking 
(e.g., singing, sustained exercise, some 
spirometry techniques); 

• involves biospecimen sampling, measurements, 
or examinations in a person diagnosed with 
COVID-19 or who received a positive COVID-19 
antibody test and has recovered or finished with 
self-quarantine; or your research involves on site 
storage of biospecimens collected from this 
population. 

• Risk mitigation strategies: 
 Implement pre-exercise COVID-19 screening 

procedures, with guidance from UHS 
(Activity C and D); or  

 Other, please specify (Activity C or D). 
 

  

 

https://www.umass.edu/research/covid-19-resources-guidance
https://www.umass.edu/research/sites/default/files/ehs_screening_tool_for_human_subject_research.pdf
https://www.umass.edu/research/sites/default/files/ehs_screening_tool_for_human_subject_research.pdf
https://www.umass.edu/research/sites/default/files/ehs_screening_tool_for_human_subject_research.pdf
https://www.umass.edu/research/covid-19-resources-guidance
https://www.umass.edu/research/covid-19-resources-guidance
https://www.umass.edu/research/sites/default/files/ehs_screening_tool_for_human_subject_research.pdf
https://www.umass.edu/research/sites/default/files/ehs_screening_tool_for_human_subject_research.pdf
mailto:corey@uhs.umass.edu
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 Category Action Consider/Follow… 
 5. Location/ 

facilities 
Identify any restrictions or 
requirements at the specific 
research location, and how to 
meet them. Use the EH&S 
Screening Tool for Human 
Subject to answer these 
questions. 

• How will participants get to the research 
location? (EH&S strongly discourages studies 
from allowing participants to use mass transit, 
allowed only under exceptional circumstances.) 

• How will researchers get to the research 
location? (Check and follow travel guidance for 
field research and UMass guidelines for national 
and international travel.) 

• Is physical distancing possible at the location? 
For Research Activity B: all interactions must 
maintain 6 ft of physical distance between all 
persons at all times. 
For Research Activities C and D: All interactions 
should maintain 6 ft of physical distance 
between all persons at all times, except when 
not possible due to the nature of a specific 
research procedure. See additional health & 
safety guidelines for such activities and the 
following risk mitigation strategies: 

 Ensure separation of 6 feet or more between 
individuals (e.g., use visual physical distancing 
markers) and/or reconfigure spaces to allow 
physical distancing (see MA guidelines for 
indoor and outdoor events) 

 Incorporate robust hygiene protocols (e.g., 
keep cleaning logs; disinfect high traffic areas 
and high-touch surfaces after every human 
subject interactions) 

• Will there be individuals in the space who are not 
the participants or study team members (e.g., 
accompanying family members)? Reduce 
accompanying family member to one per 
participant. 

• Surfaces touched by participants need to be 
disinfected between each participant. (e.g., 
chairs, desktop, research equipment and devices, 
doorknobs, elevator buttons.) See EH&S cleaning 
guidelines. 

• What is the availability of hygiene measures such 
as handwashing facilities? 

  

 

https://www.umass.edu/research/sites/default/files/ehs_screening_tool_for_human_subject_research.pdf
https://www.umass.edu/research/sites/default/files/ehs_screening_tool_for_human_subject_research.pdf
https://www.umass.edu/research/sites/default/files/ehs_screening_tool_for_human_subject_research.pdf
https://www.umass.edu/research/sites/default/files/travel_guidance_for_fieldwork_approved_by_rlwg_06_12_2020.pdf
https://www.umass.edu/research/sites/default/files/travel_guidance_for_fieldwork_approved_by_rlwg_06_12_2020.pdf
https://www.umass.edu/coronavirus/news/updated-international-university-related-travel-policy
https://www.umass.edu/coronavirus/news/updated-international-university-related-travel-policy
https://ehs.umass.edu/covid-19-information-labs
https://ehs.umass.edu/covid-19-information-labs
https://www.mass.gov/info-details/safety-standards-and-checklist-indoor-and-outdoor-events
https://www.mass.gov/info-details/safety-standards-and-checklist-indoor-and-outdoor-events
https://ehs.umass.edu/sites/default/files/Cleaning-Instructions-forSharedSpaces%20v.5%20FINAL%206.10.pdf
https://ehs.umass.edu/sites/default/files/Cleaning-Instructions-forSharedSpaces%20v.5%20FINAL%206.10.pdf
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 Category Action Consider/Follow… 
 6. Participant 

population 
Obtain the best available current 
information about the study 
population and the risks of 
serious COVID-19 symptoms or 
COVID-related impairments (e.g., 
kidney damage) and fatalities, 
compared with the general 
population. See CDC information. 
As appropriate while considering 
the research purpose, modify the 
nature of the participant 
population, or the 
inclusion/exclusion criteria, to 
reduce the number of high-risk 
participants. 
Use the EH&S Screening Tool for 
Human Subject to answer these 
questions. 
 

• Is it possible (depending on the research 
purpose) to exclude individuals above a certain 
age, or with specific diagnosed medical 
conditions?  

• Unless COVID is the focus of the study (Research 
Activity D), avoid all participants with confirmed 
or presumptive positive COVID-19 or SARS-CoV-2 
infection. 

• If your research involves participants who are, 
per CDC guideline defined as ‘People Who Need 
Extra Precautions’, or ‘People at Increased risk 
for Severe Illness’ should they contract COVID-19 
(Research Activity C and D), then implement 
various risk mitigation strategies such as: 

 Implement required engineering and/or 
administrative controls (including safe work 
practices) or the use of research-specific PPE, 
with guidance from EH&S (Activity C and D). 

• If your research involves recruiting human 
subjects who have received a confirmed 
diagnosis of COVID-19, then address appropriate 
risk mitigation strategies such as: 

 Implement required engineering and/or 
administrative controls (including safe work 
practices) or the use of research-specific PPE, 
incorporate robust hygiene protocols and/or 
biosafety standards with guidance from 
EH&S and the IBC (Activity C and B). 

 Seek guidance from UHS on the inclusion of 
this population group within the research 
(Activity C and D). 

• If you change your participant populations even 
temporarily because of the current pandemic, 
you have to amend your IRB protocol. Contact 
Human Subject Protection Office at: 
humansubjects@ora.umass.edu. 

• If you choose to focus data collection on only a 
less vulnerable cohort within your already 
approved protocol you do not need to submit an 
amendment.  

  

 

https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/index.html
https://www.umass.edu/research/sites/default/files/ehs_screening_tool_for_human_subject_research.pdf
https://www.umass.edu/research/sites/default/files/ehs_screening_tool_for_human_subject_research.pdf
https://www.cdc.gov/coronavirus/2019-ncov/need-extra-precautions/index.html
https://ehs.umass.edu/covid-19-information-labs
https://www.umass.edu/research/biological-safety-and-ibc
https://www.umass.edu/research/biological-safety-and-ibc
https://ehs.umass.edu/covid-19-information-labs
https://www.umass.edu/research/biological-safety-and-ibc
mailto:corey@uhs.umass.edu
mailto:humansubjects@ora.umass.edu
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 Category Action Consider/Follow… 
 7. Research 

Equipment 
Outline how you disinfect the 
equipment or devices that you 
will use with multiple 
participants (e.g., virtual reality 
headset, computer used to 
administer a questionnaire, a 
sensing or measurement device.) 
 

• How will you disinfect such equipment before 
and after every contact? See EH&S guidelines or 
the EPA guidance for information. 

 8. Personal 
Protective 
Equipment 
(PPE) or 
Source 
Control (SC) 

Determine what PPE or SC both 
participants AND researchers will 
need. 
As a minimum face covering will 
be required. Additional control 
measures may be required 
depending on research 
procedures. 

• Will sufficient and appropriate PPE or SC be 
available? 
Note: PIs are responsible for getting PPE or SC 
and materials that are necessary for their lab 
personnel. If you are having difficulty obtaining 
specific items, EH&S may be able to assist.  

• All research team members and participants 
must wear face coverings during all in-person 
interactions (Research Activities B, C, and D), 
except when not possible due to the nature of a 
specific research procedure (Research Activity D). 
Additional PPE or SC maybe needed for Research 
Activities C and D.  
(See EH&S GUIDE for information about the 
proper use of face coverings and supply 
arrangements). 

• Research staff who reported concerns about in-
person interactions will not participate in any 
aspects of the research that do not allow for 
physical distancing (Activity C and D). 

 9. Public Health 
Authority 

Determine if a public health 
authority is involved in the 
activity and consider the possible 
regulatory effect of this 
involvement. This is significant 
for the type of IRB review 
required (if any). (Note that NIH 
is rarely considered to be acting 
as a public health authority, even 
for activities related to COVID-
19.) 
 

• Provide the IRB with documentation that 
describes the specifics of the involvement.  

o a brief description of their role (e.g., 
design; coordination; direction);  

o whether they plan to use the data to 
make decisions; and, if yes, when and for 
what purpose. 

  

 

 

 

https://ehs.umass.edu/sites/default/files/CleaningProcedures%20For%20Labs%20and%20Offices.pdf
https://www.epa.gov/pesticide-registration/list-n-disinfectants-use-against-sars-cov-2-covid-19
https://docs.google.com/forms/d/1vcjf9DOjoxhl2i98h2opSqx2k5cf_XfHTkxRtvT8hlI/viewform?edit_requested=true
https://ehs.umass.edu/covid-19-information-labs
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 Category Action Consider/Follow… 

 10. Testing for 
SARS-CoV-2 or 
serological 
antibodies 

If participants will be tested for 
screening or research 
purposes, identify any 
restrictions or requirements 
that apply. (This is a challenging 
issue that is subject to state 
mandatory reporting 
requirements as well as federal 
and state laboratory 
certification requirements.) 
 

• If there are positive results, who must you tell? 
Who are you allowed to tell?  

• Who is allowed/required to tell the participants?  

• Does the Institutional Biosafety Committee need 
to review handling COVID-positive specimens? 

 11. Consent 
Forms 

We strongly discourage putting 
COVID-related risk information 
in consent forms unless it is 
directly relevant to the study 
procedures (e.g., the study 
involves deliberate exposure of 
participants). 

 

 

 12. UMass generic 
requirements 
for Returning 
to In-Person 
Research 

Complete all requirements, 
which include actions MA Gov. 
Baker requires for allowing 
staff to resume work. 

• Review the document entitled Resuming Human 
Subject Research 

• Submit a Research & Libraries Operating Plan 
(RLOP) in Kuali as outlined on our COVID-19 
resource page and clearly indicate in the RLOP 
the number of human subjects (including 
accompanying family members) coming on camps 
and on which days/time. 

• Make use of the topic-specific Guides available at 
EH&S website: 

• Plan for On-site Facilities and Social 
Distancing 

• PPE/Facemask Use 
• Cleaning and Disinfecting Your Workplace 
• Personal Hygiene and Hand-washing 
• Reporting of Infection and Exposure 
• EH&S Human Subject Guide   
  

 13. Bringing 
research 
participants 
on campus 

Coordinate visits with building 
manager. 

• Outline how social distancing and dedensification 
requirements are being maintained at all times 

• Outline and maintain a coordinated schedule for 
disinfecting common spaces across all buildings 
used by research team and participants. 

  

 

 

 

 

https://www.umass.edu/research/biological-safety-and-ibc
https://www.umass.edu/research/sites/default/files/resuming_human_subject_research_7-20-2020.pdf
https://www.umass.edu/research/sites/default/files/resuming_human_subject_research_7-20-2020.pdf
https://www.umass.edu/research/covid-19-resources-guidance
https://www.umass.edu/research/covid-19-resources-guidance
https://ehs.umass.edu/umass-amherst-covid-19-control-plan
https://ehs.umass.edu/umass-amherst-covid-19-control-plan
https://www.umass.edu/coronavirus/news/face-coverings-labs-faqs
https://ehs.umass.edu/sites/default/files/CleaningProcedures%20For%20Labs%20and%20Offices.pdf
http://ehs.umass.edu/sites/default/files/Be_Health_Smart_Poster.pdf
http://ehs.umass.edu/onsite-personnel-covid-19-checklist
https://ehs.umass.edu/sites/default/files/Human%20Subject%20Research%20Guidelines.pdf
https://ehs.umass.edu/sites/default/files/Human%20Subject%20Research%20Guidelines.pdf
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 Category Action Consider/Follow… 
 14. Screening 

research 
participants 

Prescreen all research 
participants (and 
accompanying family member) 
24 hours prior to coming to 
campus and screen participants 
(and accompanying family 
member) when arriving on 
campus.  

• See Human Subject Participant Health & Safety 
Screening 

• Keep screening records with the other 
identifiable records for the participant (with the 
Informed Consent); these may be subject to post-
approval monitoring. 

 15. Promoting a 
Culture of 
Health and 
Safety 

Establish guidelines for 
participants to promote health 
and safety. 

• Prevent human subjects from different 
households from waiting together in a shared 
waiting room or common building spaces. 

• Have participants call when they arrive and wait 
to be escorted into UMass buildings. 

• Remove or close off waiting room furniture to 
prevent gathering 

 
 
 
Resources: 
University of Washington: https://www.washington.edu/research/hsd/covid-19/ 
Penn State: https://www.research.psu.edu/covid#human 
University of Colorado Boulder: https://www.colorado.edu/researchinnovation/return-campus-
research-and-creative-work-resources 
University of Denver, Colorado: https://www.du.edu/coronavirus/return-work/protocols 
UNC Greensboro: https://keepresearching.uncg.edu/ 
University of West Virginia: https://research.wvu.edu/covid-19-guidance/non-hsc-human-subject-
research 
 
 

 

 

https://www.umass.edu/research/sites/default/files/participant_health_screeing_final_.pdf
https://www.umass.edu/research/sites/default/files/participant_health_screeing_final_.pdf
https://www.washington.edu/research/hsd/covid-19/
https://www.research.psu.edu/covid#human
https://www.colorado.edu/researchinnovation/return-campus-research-and-creative-work-resources
https://www.colorado.edu/researchinnovation/return-campus-research-and-creative-work-resources
https://www.du.edu/coronavirus/return-work/protocols
https://keepresearching.uncg.edu/
https://research.wvu.edu/covid-19-guidance/non-hsc-human-subject-research
https://research.wvu.edu/covid-19-guidance/non-hsc-human-subject-research

