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Subject:  The Informed Consent Process

Policy: In studies for which informed consent must be obtained, no investigator 
may involve a human being as a subject in research unless the investigator has 
obtained the legally effective informed consent of the subject or the subject’s 
legally authorized representative.  An investigator shall seek such consent only 
under circumstances that provide the prospective subject or the representative 
sufficient opportunity to consider whether or not to participate and that 
minimize the possibility of coercion or undue influence. 
 
This SOP describes, in general terms, the requirements for the informed 
consent process. Additional requirements may also apply in certain instances, 
such as the inclusion of vulnerable populations, and are described in UAMS IRB 
SOP Nos. 17.1 through 17.13. 
 
 
Procedure: 
 
1. In the initial IRB submission, the PI will explain in detail the consent process, both 

initial and ongoing.  Investigator should identify at a minimum: 
• Who will conduct the consent interview;  
• The timing of obtaining informed consent;  
• The waiting period between providing information about the research and 

obtaining consent;  
• Whether the medical or research record will be noted; and  
• How the Investigator will assure that there will be ongoing communication 

between the research team and participant regarding issues related to ongoing 
informed consent to participate. 

 
The IRB may request further clarification of or amendments to the informed 
consent process as part of its study review.  

 
2. The PI or study staff is also required to document the informed consent process in 

either the subject’s research record or medical record.   
 

A note separate from the consent form itself that includes, at a minimum, the 
following items is appropriate documentation of the informed consent process: 

 
 ●  The date the subject was entered into the study 
 ●  The title of the study 
 ●  The name of the Principal Investigator 
 ●  The name of the person obtaining the informed consent 



 ●  A statement that the subject had an opportunity to ask questions about the 
 research and have those questions answered and that they were given a copy 
 of the signed form. 
 
The person who obtained consent should sign and date this note. 
 
Note:  CAVHS has special requirements for documentation and filing of informed 
consent.  The Investigator should consult the VA R&D Standard Operating Procedures 
for complete information. 
 
At the time of the informed consent process, each subject must be given a copy of the 
signed and dated informed consent document.  For those subjects that have a medical 
record, a copy of the subject’s informed consent should be placed in the medical 
record.  The original should be retained by the PI. 
 


