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Investigator Considerations for COVID-19 Impact on Research 

As institutions implement COVID-19 response plans, it is likely that the conduct of 
human research will also be impacted.  The following are HQ USAMRDC IRB 
considerations and expectations during this period.   
 
1.  HQ USAMRDC IRB Operations.  We will make every effort to maintain continuity of 
operations, with IRB meetings conducted as scheduled. IRB Office staff are telework 
ready and should remain reachable during the regular workday.    
 
2.  For studies not yet enrolling: Consult with your institutional HRPP Office and 
consider delaying study initiation if study enrollment may pose additional COVID-19 
exposure risks to study subjects and/or staff. 
 
3. For research currently enrolling or collecting research data from subjects:   
 

 Consider amending protocols as needed to improve participant and/or staff safety.   
 
For example: 

 
 Reducing direct contact with subjects where possible (e.g. substituting 

phone interviews for in-person interviews) and adjusting recruitment 
strategies to reduce direct or in-person contact 

 Introducing COVID-19 phone screening to identify whether the subject is at 
higher risk per public health guidance prior to scheduling on-site interactions  

 Decreasing the number of protocol-mandated in-person study visits to 
healthcare facilities (e.g., replacing with home visits or telemedicine 
encounters) 

 Limiting specimen collections to safety assessments required in clinical trials  

 Allowing blood draws and/or imaging at remote facilities or commercial 
laboratories  

 You must obtain IRB approval for changes to ongoing research except when 
necessary to eliminate apparent immediate hazards to the subject, as allowed 
by both the Common Rule (32 CFR §219.108(a)(3)(iii)) and FDA regulations (21 
CFR §56.108(a)(4)).  In such cases, the IRB must be notified promptly (no later 
than 5 calendar days). 
 

 If you anticipate that immediate changes made to eliminate immediate 
hazards will be sustained for a duration that would practicably allow for an 
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amendment to be developed and reviewed by the IRB, then approval of a protocol 
amendment must be sought.  

 
 As always, minor deviations must be documented and reported to the IRB at the 

time of continuing review, as applicable.  Deviations that may affect subjects’ 
safety or rights, or impact study integrity must be promptly reported to the 
IRB as major deviations. 
 

 NOTE: Be mindful of procedural deviations that may have an impact on the 
scientific integrity of the study. Researchers should evaluate how disruptions or 
protocol changes may impact study validity and data collection procedures. 

 
4.  Due to potential impacts on study staff availability, for protocols with IRB approval 
expiring within the next 6 months, you may wish to consider submitting the continuing 
review early (e.g., up to 90 days ahead of expiration) in order to avoid potential 
expirations while study staff are away.  
 
5. Investigators should consult with their local human research protections team to 
ensure that they continue to adhere to institutional requirements, including any new or 
changing requirements that arise due to the COVID-19 pandemic. 
 
6.  Questions regarding the IRB’s requirements should be addressed to the Acting 
Director, HQ USAMRDC IRB Office at Amanda.K.Sachtleben.civ@mail.mil or 301-619-
1021 (301-466-3506 when teleworking). 
 


