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APPENDIX B: How to Write an Informed Consent Form

This appendix is designed to help investigators write a clear, complete, and ethically informed consent form for research involving human participants.

Guidelines for Obtaining Informed Consent

The ethical principle of respect for persons requires that human research participants be given the opportunity to choose what shall and shall not happen to them.

Valid informed consent requires:
1) disclosure of study procedures and potential risks to prospective research participants;
2) comprehension of the information; and
3) voluntary agreement, free from coercion and undue influence, to participate.

The informed consent document must be complete and clearly written so that participants may make an informed decision.

Requirements for Informed Consent

Unless otherwise waived by an IRB-approved protocol, researchers must obtain valid informed consent from all participants (or their legally authorized representatives) engaged as participants in any research conducted under the sponsorship of Avila University.

In most cases, after the researcher explains the study, the participant’s informed consent is documented by signing a written consent form or affirming consent electronically (such as clicking “Yes” on an online survey consent page).

Participants should receive a copy of the consent information, and signed consent documents should be stored in a manner that preserves confidentiality.

Basic Elements of Written Informed Consent Documents

Unless otherwise authorized by the IRB, participants must be offered at least the following information in writing before participating:
· A statement that the study involves research
· An explanation of the purpose of the research and the expected duration of participation
· A description of the procedures to be followed and identification of any procedures that are experimental
· A description of foreseeable risks or discomforts, an estimate of their likelihood, and steps that will be taken to minimize or prevent them
· A description of benefits of the research to the participant and/or to others
· A disclosure of any appropriate alternative procedures or courses of treatment that might be advantageous to the participant (when applicable)
· A statement describing to what extent records will be kept confidential, including who may have access to the records
· For research involving more than minimal risk: an explanation of compensation and medical treatments available if research participants are injured (when applicable)
· An explanation of whom to contact for answers to pertinent questions about the research participant’s rights
· A statement that participation is voluntary and refusal to participate or withdrawal involves no penalty or loss of benefits

Before You Start: Quick Checklist

☐ Write in plain language (avoid jargon and technical terms).
☐ Use clear headings so participants can skim and understand.
☐ Explain what participants will do and how long it will take.
☐ Be honest about risks (even small ones like discomfort or loss of privacy).
☐ Explain how you will protect confidentiality and store data.
☐ Make it clear participation is voluntary and participants can stop at any time.
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