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	                                NASA IRB
       COVID-19 PI Guide and Reporting Summary




The NASA IRB recognizes that swift changes in research may be necessary in response to the COVID-19 pandemic. This form has been created to facilitate consistent and complete notification of COVID-19 effects on research 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.

	General Information

	Today’s Date:      

	eIRB Protocol Number (or, Name the IRB of Record):      

	Protocol Title:      

	Study PI:      
Name of Study Contact:       
Email:      
Phone:      

	Study Location (list the NASA Center or other research site):      

	IRB Review Level
	|_| Full Board
|_| Expedited
|_| Exempt



	COVID-19 Risk Mitigation and Screening 

	IF testing or screening results are incorporated into the research protocol, appropriate Amendments or Modifications to NASA IRB Approved Research are required. Ex: If COVID-19 Screening/Testing causes subjects to be excluded from the study, an Amendment is required to modify inclusion/exclusion criteria. 

	Indicate NASA Center / local site Risk Mitigation procedures:
    |_|  COVID-19 testing [indicate test(s)]:      : 
    |_|  Questionnaire -attach questionnaire
    |_|  Subject COVID-19 Risk Information Sheet
    |_|  Temperature [state temperature alert level and test procedures – location, timeframe]:       
    |_|  6 Foot Social Distancing Minimums [define implementation protocol]:      
    |_|  PPE use by subjects and research personnel [list PPE use and by whom]:      
    |_|  Handwashing [define protocols]:      
    |_|  Cleaning Protocol(s):      
    |_|  Other:      

	Check one of the following: 

	 |_| Able to Comply
	Research staff or subjects are able to comply with Center-specific COVID-19 Risk Mitigation procedures listed above. 

	|_| Unable to Comply
	Research staff or subjects are not able to comply with Center-specific COVID-19 Risk Mitigation procedures listed above. 
|_| Research –specific procedures do/did not* allow for compliance (e.g. 6 foot minimums could not be maintained). List rationale:      
*PIs must weigh risks and benefits of participation and assess if the subject population, Protocol, or Consent Form may require modification and Amendments to the NASA-IRB approved study. 




	COVID-19 Impact on Research Summary

	One box must be checked. 

	|_|
	If COVID-19 restrictions and Risk Mitigation had/have NO impact on the research. Brief explanation:     
· Form is complete. Please sign and email to Jennifer.l.christensen@nasa.gov

	|_|
	COVID-19 restrictions and Risk Mitigation impacted/ will impact the research. Brief summary of the impact on research:      



	IRB Submission Timing

	Choose one
Preferably, changes to research should be submitted to the NASA IRB prior to implementation. 
However, the NASA IRB recognizes that the regulations allow changes to eliminate apparent immediate hazards to subjects to be implemented prior to NASA IRB review (FDA 21 CFR 56.108(a)(4), HHS 45 CFR 46.108(a)(3). These changes must be submitted to the NASA IRB within 5 days after implementation. 

	|_|
	Changes submitted will be implemented after IRB review and approval. 

	|_|
	Changes submitted have already been implemented. Date of implementation:      
If changes were implemented more than 5 days ago, you must provide an explanation for the delay in reporting to the NASA IRB:      
· Appropriate documentation must be submitted to NASA IRB.




	COVID-19 Impact on Research 

	Complete each Row

	Study Status
	|_| No changes.
|_| Site suspended / will suspend all or some study activities during the pandemic period with plans to resume when feasible. 
· Date study activity was / will be suspended:      
· Projected date study activities will resume:      

List all study activities that were put on hold or modified. eIRB Amendment may be required.  [e.g. cancellation of subject visits, telecommunication visits, procedures postponed or rescheduled, lab visits moved to another location]:      
OR if your study does not involve subject contact, indicate how your study was affected due to your NASA Center remote work mandates:       
Note: Minor one-time protocol deviations (ex: allowing a wider visit window) put in place to accommodate COVID-19 restrictions do not need to be reported as an RNI. Record the information only on this form, eIRB submission is not required. 

|_| Site is withdrawing completely from the study (also referred to as closing/terminating) with no plans to resume. 
· Submit a Study Closure on eIRB. All subjects must be safely withdrawn and/or transfer procedures complete at the time of submission. 

Provide a brief summary of the COVID-19 study plan with rationale:      

	Study Subjects
	|_| Study subjects remain actively participating in research. Number of active subjects:      
· Describe subject interactions during COVID-19. eIRB Amendment may be required. [e.g. phone calls, telemedicine, non-clinical follow up appointments moved to zoom or phone calls, informational letters]:      
· Specify the telemedicine platform (e.g. Zoom, Teams, etc.):      
|_| There are no subjects on study OR the only subject interaction is limited to follow-up calls or questionnaires. Brief Explanation:      

	Subject Letters
	|_| Letters or directives to subjects have been/ will be sent via___________ (email, mail, etc.). eIRB Amendment may be required. 
· Summarize the reason for the letter:      
|_| N/A

	Informed Consent Document
	|_| Revised Consent Form (eIRB Amendment required)
Indicate the subject population you plan to provide the revised Consent Form: 
            |_| All current subjects and all future subjects
            |_| Only future subjects
            |_| Other:      
Summarize the changes to the Consent Form AND the plan for re-consent:      
or
|_| N/A - no changes to ICD.

	Informed Consent Process
	|_| Transition to oral consent (eIRB Amendment must include a request for waiver of consent documentation)
Summarize the study risk (indicate if the study is greater than minimal risk) and the revised plan for consent (phone call, zoom meeting, etc.):      
Make clear in the protocol Amendment submission whether the proposed alteration to the consent process will only be used during COVID-19 restrictions or will continue after the restrictions are lifted. 
The change in research should describe the new consent process and new documents (e.g. oral script). 

Summarize changes to the Informed Consent Process and the plan for implementation:      
|_| Other change to the Consent Process. eIRB Amendment may be required:      
|_| N/A - no changes to the Informed Consent Process. Explanation (e.g. study is on hold during the COVID-19 restrictions and the IC Process will resume as approved by the NASA IRB when feasible):      

	Data
	|_| COVID-19 did NOT result in missing data points.
|_| COVID-19 resulted/will result in missing data points. eIRB Amendment may be required. 
· Verify that an assessment of study futility has been conducted with the following conclusions:      
|_| Other:      

	Risk Assessment
	|_|  Continued participation in research poses no change to subject risks. Rationale:      

|_|  Continued participation in research may change the risk/benefit to subjects. Rationale:      

· 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.

	Applicable eIRB submission documents. Check all that apply. 
Submission documents must indicate that changes are being made to accommodate COVID-19 risk mitigation.

	|_|
	*Protocol Amendment – necessary risk/benefit, Protocol, and Consent Form changes resulting from COVID-19 risk mitigation. 
Brief Summary with rationale:       

	|_|
	One-time Protocol Deviation – missed study visits, procedures, laboratory visits, etc. 
· Report in accordance with current minor protocol deviation policies 
Brief Summary with rationale:      

	|_|
	Other change in research documentation (e.g. change in risk, or a change in Exempt or Expedited status or category):      




	Additional Investigator Comments

	     





	Investigator SIGNATURE

	Sign Here:
	Date:














__________________________________________________________________________________________________


	IRB Manager or Chair Comments

	     
	Date:
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