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INFORMED CONSENT FORM

The following document should be used for Minimal Risk studies meeting Expedited study criteria or Convened studies. Follow the instructions below. Delete this page before submitting to IRB.

1. Include information specific to your project in the bracketed areas below [].
2. Text in black should not be changed.
3. Instructions are in red and guidelines. Be sure to complete with the appropriate information and delete brackets, instructions, and notes before submitting to IRB.
4. Change font color to black.
5. Delete any sections that are not applicable to your research.
6. The Consent Form should be written in simple language, easily understood, approximately on an 8th grade level, similar to newspapers or magazines, not scholarly journals.
7. The page numbering inserted must be maintained.
8. Your IRB number and expiration date will be provided by the IRB Administrator in your letter of approval. This information must be included on Informed Consent Forms. 
9. A copy of the Informed Consent Form must be provided to the participant.
10. If collecting consent via Qualtrics, provide participants a downloadable copy or print instructions. Review Qualtrics help for adding information sheet as a downloadable file linked here. 
11. If collecting consent via Qualtrics, include signature lines for the participant and person obtaining consent. Review Qualtrics help for building a consent form and adding a signature line linked here.

Text for the Informed Consent Form follows on the next page.





University of West Georgia
Consent to Participate in a Research Study

Study Title: [insert study title here]
IRB Approval ID: [insert approval number here]

Principal Investigator: [faculty PI name and title]
Department/School: [department or school name]
Contact Information: [phone number and email address]

Co-Investigator(s): [researcher name and title]
Program: [program name]
Department/School: [department or school name]
Contact Information: [phone number and email address]


Summary Statement: You are being asked to take part in a research study. Your participation is optional. The research is about [in plain language, use 1-3 sentences to explain what the study is about]. If you agree to participate, you will be asked to [list what the participant will be asked to do or to complete and approximately how long it will take them to do so]. The risks or discomforts may include [identify foreseeable risk – if the study is Minimal Risk state so instead of listing risks]. The potential benefits to you are [identify foreseeable benefits – if there are no direct benefits state so instead of listing benefits]. A copy of this form will be given to you for your records.

Please read this entire form and ask questions before deciding if you want to be part of this study.


Purpose of this Document: You are being given this document to see if you are interested in taking part in a research study. A research study is a planned project done to learn more about a topic.

Optional Participation: Taking part in this study is voluntary. You are being asked to participate in this study because [in plain language, explain eligibility criteria]. If you choose to participate, you will be one of [insert sample number from approved IRB application]. If you do not want to take part, there will be no penalty. You will not lose your current benefits. You may stop participating in the study at any time with no penalty. The Principal Investigator (above), or another team member, will explain this study to you. Take your time deciding if you want to be in this study. You can talk to your family, friends, or other trusted individuals before deciding. 

Purpose of the Study: This study is being done because [use 1-3 sentences in plain language to explain why this study is being conducted].

Procedures: If you agree to take part in this study, you will be asked to [briefly describe what the subject will be required to do to participate]. This [procedure] will happen [identify location of study procedure]. Your information will be used to [explain what the researcher will do with the data collected from the subject].

Delete if not applicable: Audio or Video Recording: I would like to [audio or video] record the [procedure]. I want to [audio or video] record the [procedure] to be sure that your responses are accurately documented. If applicable: If you do not want to be recorded, you cannot participate in this study. If applicable: If you do not want to be recorded, you can still participate in this study. If applicable: I will transcribe the recording using [identify any technology that will be used during transcription. If technology is GenAI, state so]. If applicable: Once [transcription or the study] study is complete, I will delete the [audio or video] recording and save only the de-identified transcript. De-identified means that all data that could identify your or personal information is not included in the transcript. Please initial below to indicate your consent to be [audio or video] recorded.

___ I consent to allow the researcher to [audio or video] record my [procedure] during this study.

___ I do not consent to allow the researcher to [audio or video] record my [procedure] during this study, but I would still like to participate. Delete this statement if they have to be recorded to participate in the study.

Time Commitment: Participation in this study should take about [xx minutes or xx hours]. If applicable: After you complete [data collection procedure] you may be contacted for a follow-up [procedure] which will last about [xx minutes or xx hours].

Risks: The risks associated with being in this study are [Minimal or More Than Minimal]. Choose the appropriate statement: Minimal Risk means that the likelihood that you will be harmed or distressed by being in this study are not more than what you would experience during your daily routine and life. OR More than Minimal Risk means that you are likely to experience more harm or discomfort that you would during your daily routine and life. By being in this study you may experience: [provide likely risks in a bulleted list].

Include this statement if you plan to put participant data into a GenAI program (including AI functionalities in a QDAS). Entering participant data into GenAI software is only allowed for Minimal Risk Studies and researchers are expected to educate themselves, stay informed, and understand their responsibilities to research participants: In this study, I would like to use [name of software], a Generative AI program, to [list ways that this software will be used in the study]. If I enter your data into [name GenAI program], it may put you at additional risk. For instance, GenAI programs are owned by third parties and sometimes the confidentiality, integrity, or availability of your data may be compromised. I will make every effort to protect your data in the GenAI platform. These are explained below in the Confidentiality section. Please initial below to indicate your consent to allow your data to be entered into [GenAI program name].

___ I consent to allow the researcher to use [GenAI program name] to [list what you will use the program for, e.g. transcription, analysis, etc.] my data.
___ I do not consent to allow the researcher to use [GenAI program name] to [list what you will use the program for, e.g. transcription, analysis, etc.] my data.

Risk Management: I have [list ways the researcher has worked to minimize risk in plain language. If applicable, also list the support services provided for the participant].

Benefits: You may benefit by being in this study because [insert potential benefits. If there are no direct benefits state so]. The information learned from this study may help others in the future.

Compensation: [Describe any compensation for taking part in the study. Gift cards, extra credit, etc. OR state “You will not receive anything for taking part in this study.”]

Delete if not applicable: Alternatives: [Describe alternatives to taking part in the study].

Confidentiality: I will take every precaution to protect your information. This means I will [in plain language, describe how the research team will maintain confidentiality of the data or if the data will be anonymous. Include what you will do to protect data in GenAI programs. Include information such as replacing names with codes/numbers, storing consent and data separately, data stored in locked cabinets or password protected computers. Describe when the data will be destroyed or if the data will be maintained indefinitely. Describe who will have access to the data and if they will be available to anyone outside of the research team (e.g., a transcriptionist). Describe how the research results will be presented; aggregate, without identifying information, etc.]

If you are conducting interviews online or sharing files between researchers electronically: I will use [identify technology] to [identify purpose] in this study. While I will take the precautions listed above to protect your information, I cannot guarantee that data will not be interrupted if it is sent via the internet. 

If you are conducting focus groups: Because you will be in a focus group, I cannot guarantee that all participants will maintain confidentiality. All participants should respect the privacy everyone in the focus group. Do not repeat what is said in the focus group to others. Please do not share anything in the focus group, you are not comfortable sharing with others.

There are some situations where we will have to release your information. If we learn that you intend to harm yourself or others, we must report that to the authorities. There are also times where studies are reviewed by the University of West Georgia to make sure that they are being conducted safely. In the event that this occurs, the reviewers will be responsible for protecting your information.

Include if the study has a Certificate of Confidentiality, otherwise delete this section: Certificate of Confidentiality: This study has something called a Certificate of Confidentiality. This helps keep your information private. Researchers can’t be forced to share your information with others like courts or law enforcement. 

There are some things that the certificate does not stop:
· Reporting abuse of children or elders, or if you or someone else is in danger.
· Reporting of certain diseases.
· Groups (like those listed in 12.1) from checking the research records to make sure the study is going okay.
· Agencies from getting information if they need it for safety reasons.
· Your information from being used in other research if it follows the rules.

The certificate doesn't stop you from:
· Talking about being in this research study.
· Looking at your own medical records. 

Withdrawal: You may withdraw or stop participating in this study at any time. To do so, please contact the Principal Investigator [and student researcher if applicable]. Once you withdraw, [explain what will happen to the participant’s data. Explain any conditions after which a participant cannot with draw their data, such as an anonymous survey where participants can only withdraw prior to submitting the survey, or if the identifying code will be destroyed after analysis.] 

Future Research: Once this study is complete, I [will or will not] save [anonymous or de-identified] data to use for future research studies. If data will be used for future research: Once your identifying information has been removed, we will no longer be able to identify you. You will not be contacted if these data are used for future research.

Rights as a Research Participant: It is important to tell the Principal Investigator if you feel you have been harmed or injured because you took part in this study. The contact information is on the first page of this form. If you would like to discuss concerns about the study with someone other than the researchers, you can contact the UWG Institutional Review Board (IRB) at 678/839-6119 or by email at irb@westga.edu.

STATEMENT OF CONSENT

You will be given a copy of this form to keep. YOUR PARTICIPATION IS VOLUNTARY. You have the right to say “NO” to this study now or at any point without penalty. 
If you wish to take part in this study, please sign below to certify that you consent to participate in the research, understand that you are not waiving any legal rights, understand that you can ask any questions about the study at any time, and are at least 18 years old.


____________________________________________________________________________________
Name of Adult Participant		Signature of Adult Participant			Date


Researcher Signature: I have explained the research to the participant and answered all of their questions. I believe that the participant understands the information described in this consent form and freely consents to participate.

____________________________________________________________________________________
Name of Research Team Member	Signature of Research Team Member		Date
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