Informed Consent Protocol

1. Introduction

The informed consent protocol outlines the procedures for obtaining and documenting informed
consent from research participants. This ensures that participants are fully informed about the
research and their rights, and that their consent is obtained voluntarily and ethically.

2. Purpose
The purpose of this protocol is to:

e Ensure that participants understand the nature, purpose, and risks of the research.
e Protect the rights and welfare of participants.
e Comply with ethical guidelines and regulatory requirements.

3. Key Elements of Informed Consent
Informed consent must include the following key elements:

¢ Information: Provide comprehensive information about the research.
e Comprehension: Ensure participants understand the information.
e Voluntariness: Ensure consent is given voluntarily, without coercion.

4. Information to be Provided
Participants must be provided with the following information:

e Research Purpose: Explain the purpose of the research and its significance.

e Procedures: Describe the procedures involved in the research, including what
participants will be asked to do.

o Risks and Benefits: Outline any potential risks and benefits to participants.

e Confidentiality: Explain how participants' data will be kept confidential and how their
privacy will be protected.

¢ Voluntary Participation: Emphasize that participation is voluntary and that participants
can withdraw at any time without penalty.

e Contact Information: Provide contact information for the research team and the REC for
any questions or concerns.

5. Consent Process
The consent process involves the following steps:

e Initial Contact: Introduce the research to potential participants and provide them with
the informed consent document.



e Discussion: Discuss the research with participants, answering any questions and ensuring
they understand the information provided.

e Consent Form: Ask participants to read and sign the informed consent form if they agree
to participate.

e Documentation: Document the consent process, including any discussions and the
signed consent form.

6. Consent Form
The informed consent form must include:

o Title of the Research: The title of the research project.

e Research Team: Names and contact information of the principal investigator and
research team.

e Purpose: A brief description of the research purpose.

e Procedures: Detailed description of the research procedures.

o Risks and Benefits: Explanation of potential risks and benefits.

e Confidentiality: Information on how data will be kept confidential.

e Voluntary Participation: Statement emphasizing voluntary participation and the right to
withdraw.

e Signature: Space for participants to sign and date the form, indicating their consent.

7. Special Considerations

e Vulnerable Populations: Additional safeguards must be in place for vulnerable
populations (e.g., minors, individuals with disabilities).

e Language and Literacy: Ensure the consent form is written in a language and at a
literacy level that participants can understand.

e Cultural Sensitivity: Be aware of and respect cultural differences that may affect the
consent process.

8. Ongoing Consent

e Re-consent: Obtain re-consent if there are significant changes to the research protocol
or if new information arises that may affect participants' willingness to continue.

¢ Monitoring: Regularly monitor participants' understanding and willingness to continue
participating in the research.

9. Documentation and Record Keeping
e Consent Forms: Keep signed consent forms securely and confidentially.
e Consent Process: Document the consent process, including any discussions and
interactions with participants.

e Audit: Ensure consent documentation is available for audit and review by the REC.

10. Training and Support



e Training: Provide training for research team members on the informed consent process
and ethical guidelines.

e Resources: Make available resources such as templates, guidelines, and best practices for
obtaining informed consent.

11. Review and Improvement

e Periodic Review: Regularly review the informed consent protocol to ensure it remains
effective and up-to-date.

e Continuous Improvement: Implement changes based on feedback and lessons learned
to continuously improve the informed consent process.
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