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INFORMED CONSENT CHECKLIST

Listed below in checklist format are the general requirements of informed consent as outlined in the Code of Federal Regulations 46.116.  The basic elements of informed consent are presented below.  Not all items will be applicable to every project, but the language used in every consent form should be understandable to the subject or representative.  An incomplete or poorly written consent form is the most common problem with material submitted to the IRB for review.

Basic elements of informed consent


Introduction of the researcher by name, and affiliation with the University of 
Illinois at Springfield

Statement that the study involves research


Explanation of the purposes of the research


Expected duration of the subject’s participation


Description of the procedures to be followed


Identification of any experimental medical treatments or procedures


Statement that participation is voluntary


Statement that refusal to participate will involve no penalty or loss of benefits 

(e.g. no negative consequences)

Statement that the subject may discontinue participation at any time without

 penalty or loss of benefits (e.g. negative consequences)

Explanation of any compensation and, if appropriate, procedures to pro-rate 

compensation for subjects who withdraw prior to completion of the study


Description of any reasonably foreseeable risks or discomforts


Description of any benefits to the subject or to others which may reasonably be 

expected from the research


Disclosure of appropriate alternative procedures or courses of treatment, if any, 

that might be advantageous to the subject


Statement describing the extent, if any, to which confidentiality of records 

identifying the subject will be maintained


Name and telephone number of person to contact for questions about the research, 

and name and telephone number of responsible project investigator, if different (students should include their own contact information plus that of their faculty 

advisor)

Name and telephone number of person to contact for questions about research subjects’ rights (Note: Dr. Lynn Pardie, the Human Subjects Review Officer, PAC 

525, 206-6614, is the contact for such questions)

Statement that subjects may have a copy of the consent form


Language used is understandable to the participant (the IRB recommends an 8th 

grade reading level for documents given to the general public)

No language is included through which the subject is made to waive any of her or his legal rights, including any release of the university or its agents from liability or negligence

Avoid using the following statements:
· Information gathered will remain anonymous and confidential. (must be one or the other).

· Participation in the project involves no risks.

