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1. Purpose 

1.1 This guidance is to aid Research Personnel in obtaining informed consent in a manner 
that respects the autonomy of individuals with low literacy skills.  

2. Background 

2.2  As required for any consent process, the Principal Investigator (PI) or delegated 
Research Personnel are ultimately responsible for assessing the person giving consent’s 
literacy level.  

As for any informed consent process, the informed consent process must adhere to the 
requirements of CW SOP 216, including: The person obtaining consent must provide the 
person giving consent with sufficient information in language understandable to them 
to ensure that they can reach a truly informed decision about whether to participate in 
the research. The informed consent process should be a conversation. It should be clear 
to the person obtaining consent that the person giving consent understands that 
participation is voluntary and that they have the right to withdraw their consent at any 
time during the study.  

3. Guidance 

NOTE: Researchers must adhere to CW AHC 216 SOP Informed Consent Process and Written 
Documentation of Informed Consent. 

NOTE: IRB recognizes that each situation is unique. Please contact the IRB with any specific questions. 

3.1  Low Literacy Subjects  

When an individual can converse but may have difficulties with reading, comprehension, 
or writing they are considered to have a low level of literacy. Low literacy participants 
must not be confused with subjects who have a physical, cognitive, or decisional 
impairment. The person giving consent is likely to communicate their low literacy early 
in the consent process, if this is not already noted in their medical record or 
communicated by the PI or another investigator. 

When a person giving consent has low literacy the following steps should be taken: 

1. It is ultimately the responsibility of an investigator to assess whether the person 
giving consent is suitable for enrollment.  

2. The person obtaining consent should be respectful when communicating with or 
regarding the person giving consent 

3. An Impartial Witness must observe the entire consent process.  
4. Research Personnel delegated to obtain consent should present the consent 

materials to person giving consent and explain the information. 
5. The entire consent form may not be understandable to them. It is the responsibility 

of the person obtaining consent to ensure the person giving consent understands 
the information provided to them. Encourage the person giving consent to ask 
questions and ensure that the person giving consent’s questions are answered to 
their satisfaction. Use of illustrated tools and teach-back methods may help in 
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instances where low literacy may be anticipated within the patient population being 
recruited.  

6. When the IRB requires written documentation of consent: 
a. If the person giving consent verbally agrees to participate in the study, 

the person giving consent should sign the consent, and in some cases 
could make their mark on the consent form by adding an “X” on the 
signature line. The person obtaining consent should print the name of 
the person giving consent and date on the consent form. 

b. The Impartial Witness is required to sign and date the consent form. By 
doing so the witness attests that the consent information was 
accurately explained and that the person giving consent apparently 
understood the information, and informed consent was given freely. 

c. The person obtaining consent signs and dates the consent form. 
7. When documenting the consent process consider describing the following as 

applicable to provide a full picture of the situation: 
a. The person giving consent’s literacy skill limitations 
b. The names of all the individuals who were present for the consent 

process 
c. The method used to communicate with the person giving consent and 

the specific means by which the person giving consent communicated 
agreement to participate 

d. Who completed the person giving consent’s printed name and date 

4. Definitions 

Low Literacy: When an individual can converse but may have difficulties with reading, comprehension, 
or writing. Low literacy participants must not be confused with subjects who have a physical, cognitive, 
or decisional impairment. 

Impartial Witness: A person, who is independent of the trial, who cannot be unfairly influenced by 
people involved with the trial, who attends the entire consent process and reads the consent document, 
and any other written information supplied to the subject as part of the consent process. This 
specifically excludes Research Personnel on the study. 

 

 

 

 


