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• Prior to a scheduled research visit, discuss COVID-19 risks and responsibilities as described in the “Research Participant 
Information Sheet - Important Information about the COVID-19 Pandemic and Research Participation,”  (Yale Information 
Sheet) with the research participant.  (If possible, send the Yale Information Sheet to the participant in advance of the 
research visit.)  
 

• Provide the information contained in the Yale Information Sheet in a language that is understandable to the research 
participant (e.g. use an interpreter, provide a translation of the document, etc.).  
 

• If certain research locations have specific safety measure requirements, discuss that information with the research participant 
in advance of the visit.  
 

• Confirm that the research participant received and understands the information contained in the Yale Information Sheet and 
any additional safety measure requirements for the research location.  
 

• Unless the requirement to document informed consent or to obtain written consent has been waived by the IRB, document 
the communication(s) with the research participant in the participant’s research record or in the study file. Note in the 
research file when and with whom the communication took place and if there were any questions or issues discussed.  

 
 
Examples of documentation of the informed consent process are found below.  If the participant’s primary language is not English, the 
language of the consent discussion and of the consent document should be noted in the research record.  In the event that the participant’s 
primary language is one that the Yale Information Sheet on COVID-19 has not been translated into, the information should be conveyed 
orally to the participant in their primary language and the verbal discussion should be documented in the research record.   

 
Documentation of the consent process by PI in a physician note: 
<Patient name> is a candidate for protocol IRES IRB # <insert number>, involving treatment with <insert description>. I personally 
presented the protocol rationale, treatment and potential risks and benefits to <patient name> on <date>. I discussed the treatment 
design, possible treatments and alternatives, including options not related to study participation, and their rights as a participant. 
Information about COVID-19 and how it may impact subject participation was also discussed. The participant understood the 
discussion and all questions were answered. An ICF was given to the participant for further review and they consented to treatment.  
In addition, the Yale Information Sheet regarding the COVID-19 pandemic and research participation was provided to the participant.   
 
< Patient name> is eligible for IRES IRB# <insert number> as they meet all inclusion criteria and none of the exclusion criteria for this 
study. 
 
Documentation of the consent process in a non-clinical research record: 
I met with <name> on <date> and reviewed risks, benefits, alternatives and expectations of participation in IRES IRB protocol # <insert 
number>. The participant was given ample time to ask any questions, and agreed to participate in the study. Information about COVID-
19 and how it may impact subject participation was also discussed.   The participant was given a copy of this consent form and a copy 
of the Yale Information Sheet regarding the COVID-19 pandemic and research participation to take home. They understand that they 
can withdraw from the study at any time without penalty.  
 
Note to file in research record for participants previously enrolled and still active: 
I met/spoke with <name> on <date>.  Information about COVID-19 and how it may impact their continued subject participation was 
also discussed. The participant was given a copy of the Yale Information Sheet regarding the COVID-19 pandemic and research 
participation to take home. The participant was given ample time to ask questions, and agreed to continue participating in the study. 
 
Documentation of Informed Consent Process in a language other than English: 
The participant’s primary language is <language>.  The consent process included [select as appropriate] discussions, consent form, 
short form consent process, information Sheet, in <language>.   
[select as appropriate]: <The Yale Information Sheet regarding the COVID-19 pandemic and research participation was provided to the 
participant in <language>> OR <The Yale Information Sheet regarding the COVID-19 pandemic and research participation was not 
provided to the participant in <language>, but instead was discussed verbally in <language>.>                                  


