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INFORMED CONSENT FORM CHECKLIST




Prior to participation in a study and only after IRB approval in which there is any risk to a human subject, the human subject must sign or agree to an informed consent in one of the following forms:
1. A document of all information for informed consent that is signed by the subject.
1. [bookmark: _GoBack]An oral presentation witnessed by a third person who signs a written summary of the presentation.
1. A document of all information for informed consent that is not signed by the subject.

According to Office for Human Research Protections (OHRP) 46.116, an informed consent must have the following basic information in an informed consent. Some items may not be applicable to the proposed research protocol. This checklist serves as a guideline of items to consider in the development of an Informed Consent document. Additional resources for informed consent are provided. 
1. |_| GCU IRB provides an informed consent template for researchers to use. The template includes the guidelines listed below:
a) |_| Title of study
b) |_| Name of the primary researcher
c) |_| Contact information for the primary researcher
d) |_| Name of the human subject or participant

4)  |_| A statement that the human subject or participant is not asked to relinquish the right to hold the researcher, institution, and/or funding agency liable for negligence
a) |_| Contact information for questions about the research
b) |_| Contact information for questions about a subject’s rights

5) |_| A clear statement of the research
a) |_| An explanation of the purpose of the research
b) |_| A description of research procedures
c) |_| Identification of any procedures or treatments that are experimental
d) |_| The approximate number of study participants involved in the research
e) |_| The expected duration of the research

6) |_| A clear description of any reasonably foreseeable risks and/or discomforts to the subject, an embryo, or a fetus associated with routine or experimental procedures 
a) |_| Whom to contact in the event a research-related injury occurs
b) |_| Compensation and/or medical treatment in the event of injury
c) |_| Description of the medical treatment
d) |_| Where to obtain further information

7) |_| A clear statement of confidentiality that under no circumstances will information be disclosed to another entity for any purpose without specific and expressed agreement from the subject and a description of methods for assuring confidentiality 

8) |_| A statement that participation is voluntary and refusal to participate or withdrawing from the study at any time involves no penalty or loss of benefits to which the subject is otherwise entitled
8. |_| Anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent
a) |_| The consequences, if any, of a participant’s decision to withdraw from the research
b) |_| Procedural instructions for how the participant withdraws from the research

9) |_| Disclosure of any alternative procedures or courses of treatment that might be advantageous to the subject

10)  |_| Details regarding reasonable benefits of the research and/or participation in the research

11)  |_| Any cost that may be incurred by the subject as a result of participation in the research

12) |_| A statement assuring that if significant findings are developed that may relate to the subject’s willingness for continued participation, the information will be provided to the participant who may choose to withdraw from the study

13)  |_| For research using medical records, the following are addressed:
13. |_| Time limit of review of the record (e.g., two months following consent)
a) |_| The data or information that will be extracted from the record
b) |_| A clear description of how the data or information will be used in the study
c) |_| Permission language for contacting the subject in the event that the subject meets the research criteria

14) |_| The paragraph immediately preceding the signature/date line includes the following verbiage: 

By signing this consent form, I verify that I understand this research protocol and the risks that I may be exposed to as a participant the study. I have had the opportunity to ask questions for clarification about all aspects of the study. I realize that I have the right to ask questions and/or withdraw from the study at any time without penalty. If the study protocol changes in a way that would significantly affect the participants, I will be notified and asked to sign a new Informed Consent. Signing this form does not imply that I give up any legal rights in relation to the study. I will receive a copy of the signed consent form. 
 
________________________________               _______________________ 
Subject's Signature				  Date
 

________________________________               _______________________ 
Witness (if necessary)				  Date

Investigator’s Affidavit

The subject has been provided with the research study information detailed in this Informed Consent and has been given the opportunity to ask questions and receive clarification regarding any component of the study. I attest that the subject appears to understand the ramifications and risks of participating in the study. To the best of my knowledge, a medical, language, or other communication barrier has not hindered the subject’s understanding of the proposed involvement in the research.


________________________________               _______________________ 
Signature of Investigator			  Date
 
Additional Protections for Vulnerable Populations

Incompetent adults cannot give consent. This may include the developmentally disabled, the cognitively-impaired elderly, and unconscious or inebriated individuals. Only legally authorized representatives (LAR) in accordance with state law can give consent for incompetent adults to participate in research.
Additionally, when some or all of the subjects are likely to be vulnerable to coercion or undue influence, such as children, prisoners, pregnant women, mentally disabled persons, or economically or educationally disadvantaged persons, additional safeguards shall be included in the study to protect the rights and welfare of these subjects.
OHRP strongly discourages use of the "first person" statement, "I have been fully informed about...," in consent documents. Such statements unacceptably ask subjects to make statements that the subject is not in a position to verify (e.g., the subject has no way to verify that the investigator has provided full and complete information).
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