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                      COVID-19 PI Guide 




The NASA IRB recognizes that swift changes in research may be necessary in response to the COVID-19 pandemic. This information form has been created to provide guidance to investigators and a pathway to communicate changes and notifications to the NASA IRB. 

Ensuring the safety of study subjects and research staff is paramount. PIs and the NASA IRB must consider each circumstance, focus on the potential impact, and modify the conduct of the study accordingly.


NASA Investigators and PIs with protocols currently under review by NASA IRB must submit a COVID-19_NASA IRB_Form to the IRB at Jennifer.l.christensen@nasa.gov. The form has been created to collect information on the impact of COVID-19 on NASA research and to help PIs assess when documentation should be submitted to the NASA IRB. 

Guidance for Investigators: 
· PIs should follow all institutional NASA Center requirements and take the necessary precautionary measures recommended.
· PIs must evaluate each active study and develop study-specific plans for continuity of operations. These plans should take in to account the necessity of continuing the research (direct benefit to participants and/or risks of discontinuing the research) and any necessary modifications to study procedures. 
· PIs should consider subject population awareness and education about COVID-19 and subsequent risks to determine when more detailed information to subjects may be required. 
· Any change to research protocols require a NASA Amendment Review and Approval prior to implementation
· Exception: any measures needed to avoid an immediate apparent hazard to a research subject (45 CFR 46.108(3)(iii) and FDA 21 CFR 56.108(a)(4)). These exceptions must be promptly reported to the IRB.
· Eliminating immediate hazards may include actions to reduce potential exposure to COVID-19, or to continue to provide medically necessary care (including study procedures or drug) to subjects who have been placed in isolation or quarantine because of suspected or known exposures. 
· Ethical principles of research and federal regulations for the protection of human subjects require an acceptable risk/benefit ratio. Each protocol should be assessed to determine the risk/benefit ratio for in-person contact associated with research activities. 
· If the research does not offer participants direct benefit or if study interactions place the study team and/or subjects at risk of viral exposure, consider whether changes in study procedures to limit the risk or a pause in the research is prudent. 

· COVID-19 Screening procedures that are mandated by the NASA Center do not need to be submitted to NASA IRB eIRB unless the PI is incorporating the data as part of the research. 
· NASA Center or Site specific requirements for COVID-19 testing are only required to be submitted to the NASA IRB if the procedures directly affect the research and/or if the test results will be incorporated in to the research protocol. 
· NASA IRB approval is not required for the administration of a short COVID-19 screening for exposure questionnaire* prior to face-to-face contact with research participants.
· Expedited Research
· If the COVID-19 response changes the risk/benefit analysis and/or may change the expedited/exempt category or expedited/exempt status of the protocol, that information must be submitted to NASA IRB via a Protocol Amendment on eIRB.


Research Site Considerations:
· Anticipate delays in recruitment for new participants, consider remote enrollment and interactions whenever possible
· How delayed or missed participant contacts/visits for participants may impact on-going study participation (e.g., whether a missed safety assessment might impact the ability of the participant to continue in the study or receive the next procedure / round of therapy)
· If the sponsor anticipates any drug or equipment shortages or delays in shipping and the subsequent impact on study conduct
· Any changes to biospecimen/sample storage and shipping requirements
· Changes in any reporting requirements to the sponsor or funding source
· Changes in monitoring (implementation of remote monitoring procedures)

Possible actions in response to COVID-19 could include:
· Addition of pre-screening questionnaires* to identify subjects who display symptoms of COVID-19 or are at high risk of having been exposed to COVID-19. [This may trigger screening/ testing, delay of study visits, or exclusion of subjects who display symptoms of COVID-19.]
· Decrease protocol mandated in-person study visits
· Allow wider visit windows
· Replacing protocol-mandated in-person study visits with one or more of the following:
· Phone calls
· Home visits
· Telemedicine virtual visits
· Implementation or broaden use of digital technology to record symptoms. 
· Allow blood draws at remote or commercial laboratories
· Dissemination of COVID-19 related information


NASA IRB Documentation Requirements:
· If PIs have questions about what must be submitted to the NASA IRB when considering how your research might be affected by COVID-19, or, if you need the NASA IRB submission reviewed urgently, please send an email to the NASA IRB at Jennifer.l.christensen@nasa.gov.
· If the NASA Center or the PI’s institution where research is conducted has placed restrictions on human subject research related to COVID-19, PIs must take appropriate action to report those changes to the NASA IRB. 
· Examples of changes that must be submitted to the NASA IRB
· Protocol Amendments/ Modification: any permanent changes to the protocol or study plan that are made to the protocol related to COVID-19.
· Ex: exclusion of subjects who screen or test positive, changes to the consent form process, changes in risk/benefit analysis, moving in-person visits electronic questionnaires or phone calls.
· Consent Form changes
· Changes to the Consent Form must be submitted to NASA IRB as an Amendment. 
· Consent Process changes: If the NASA IRB has approved a written consent process requiring a signature, the process may only be transitioned to an oral consent (waiver of documentation of consent, i.e. without signature) if it meets the regulatory requirements (HHS, FDA). Generally, a written consent is required if a study presents greater than minimal risk. PIs may not transition such studies to an oral consent process. 
· Continuing Reviews: include all activities (e.g. accrual) that are/were affected by COVID-19 restrictions in your CR submission.
· If the study does NOT require CR but COVID-19 restrictions affected the research, you should complete only the COVID-19_NASA IRB_Form

External IRBs Reliance: If your study relies on an External IRB (NASA IRB is not the IRB of Record)
· Contact the Reviewing IRB to determine if changes to the IRB approved research are necessary 
· As a NASA investigator, you must also submit the COVID-19_NASA IRB_Form. 

International Research: All NASA IRB approved research is subject to the requirements noted in this document. PIs are strongly advised to confer with and rely on local international partners to ensure appropriate decision-making for local context. 
· As a NASA investigator, you must also submit the COVID-19_NASA IRB_Form.

Analog Studies: All NASA IRB approved research is subject to the requirements noted in this document. PIs must assess whether changes to the research protocol (including changes to subject commitments and the consent form) are necessary based on COVID-19 restrictions and risk mitigation management. 
· As a NASA investigator, you must also submit the COVID-19_NASA IRB_Form





















*Example Questionnaire:
· Within the last 30 days, have you had a fever, cough, sore throat, difficulty breathing, or any other respiratory symptoms?  Do you have any of these symptoms now?
· Have you returned from international travel within the last 30 days?  If so, to what countries did you travel?  During your travel, did you pass through or lay over in any of the following countries:  China, Japan, South Korea, Iran, or Italy? (Note, this list of CDC Level 2 - 3 countries may change and should be updated with the countries on the CDC Level 2 and 3 lists at the time of screening.)
· Within the last 30 days, have you been in close contact with someone who has a confirmed case of COVID-19 (Coronavirus), or have you been in close contact with someone who will be or has been tested for COVID-19?  If so, and the person was tested, did they test positive for COVID-19?
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