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PLAIN LANGUAGE TEMPLATE CONSENT FORM – SOCIAL-BEHAVIORAL STUDY
CONSENT TO PARTICIPATE IN A RESEARCH STUDY
Key Information [EXAMPLE]
· You are being invited to participate in a research study. A research study is a project done to learn more about a certain topic.
· Participation in research is completely voluntary. This document will give you more information so you can decide if you want to take part in this project or not. 
· This project is being done to learn about how we can make consent forms easier to read.
· The study will take a total of one hour and you will be asked to read the consent form and answer questions about it.
· Risks and/or discomforts may include a loss of privacy.
· There is no direct benefit to you. The results from the study may help others in the future who need to read consent forms.
Key Information*
· You are being invited to participate in a research study. A research study is a project done to learn more about a certain topic.
· Participation in research is completely voluntary. This document will give you more information so you can decide if you want to take part in this project or not. 
· This project is being done to learn about [one sentence explanation of why in plain language].
· The study will take a total of [total time commitment] and you will be asked to [one sentence explanation of study procedures in plain language].
· Risks and/or discomforts may include [list possible risks and/or discomforts in plain language].
· There is no direct benefit to you [or list possible direct benefits]. The results from the study may [one sentence explanation of societal benefits of study].

*Key information is required for consent forms over two pages in length, where a page is one side of a standard 8.5x11 inch document.

	Study Title
	


	[Choose 1:] Principal Investigator OR Faculty Advisor (Person in charge of this study)
	Name, degree, title  
UC Berkeley department
Email and phone

	[bookmark: _Hlk128899539][If applicable:] Student Investigator 

	Name
UC Berkeley department
Email and phone





1. Why have I been given this document?

We would like to see if you are interested in taking part in our research study.

2. Do I need to take part in this research study?

No. Taking part in research is voluntary. You will not lose any benefits that you may have if you choose not to take part.

3. Why is this study being done? 
[Explain the purpose of the study is plain language in 1-2 sentences, and how many participants will be enrolled, e.g.:]

This study is being done to learn more about [topic]. Up to [number] people will take part in this study.

4. This section will describe what will happen if you decide to participate in this research study.
[If you have screening procedures, edit as applicable. If there are no screening procedures, go to 4b, below:]

4a.	Screening: Am I eligible to participate?

Before you can join the main part of the study, you will have a screening visit to determine if you are eligible. Screening procedures will include: 

[List and describe tests/procedures, as appropriate, as well as the time commitment for the screening procedures. If more than one screening procedure will be done, use bulleted format.]

4b. 	[Choose the statement that applies to your study:]
[Option 1: If screening procedures are described above] During the main part of the study, your study involvement will include:

[Option 2: If there are no screening procedures] If you choose to join the research study, your study involvement will include:

[List tests and procedures as appropriate. Use bulleted format, or if all procedures may not necessarily be done on all participants, place a checkbox before each procedure for selection according to individual subject.]  

[Add this statement if the study involves audio recording:] Audio Recording: With your permission, I will record and take notes during the interview. The recording is to make sure that our notes about what you tell us are accurate. After the interview, we will listen to the recording to create a text document without any information that could be used to reidentify you. If you choose not to be recorded, I will take notes instead. If you agree to being recorded but feel uncomfortable or change your mind for any reason during the interview, I can turn off the recorder at your request. Or if you don't wish to continue, you can stop the interview at any time.

4c. 	How much of my time will this take? 

[Provide a detailed breakdown of visits and duration of visits or procedures. In addition to the narrative explanation of study procedures as above, a simplified calendar (study chart) or schema (study plan) may be inserted here.]  

4d. 	[If applicable:] Follow-up procedures

The study team will follow up with you [insert reason here, e.g., for further clarification, to ask additional questions, etc.]
[For example:]

· [List follow-up procedures and how often.]

4e. 	Where will the procedures happen?
[Specify where the study procedures will take place, or explain if they will occur online or remotely, e.g.:]

The interview will take place at [location]. Or [provide an alternate location or option (e.g., over phone/Zoom at a time of your choice)].
 
5. Are there benefits to taking part in this study?
[Explain possible benefits of the study, both direct (individual) and indirect (general benefits to society or scientific knowledge), e.g.:]

There are no direct benefits to you for being in this study. The information learned from this study may help researchers better understand [topic].

6. What are the risks in this study?
[Explain the risks in plain language, e.g.:]

· Psychological Risks: Explain the emotional distress, anxiety, fear, worry, embarrassment, or sadness (e.g., when discussing sensitive topics, receiving unexpected test results, or undergoing stressful procedures).

· Interviews and Surveys: You might be asked sensitive questions in the [interview/survey]. You can skip any questions that you do not want to answer or stop at any time.

· Social Risks: Explain the negative impact on relationships, job, or reputation (e.g., if participation or results become known to others).

· Economic Risks: Explain the direct costs (if the participant must pay for anything) or loss of income due to time spent in the study.

· Breach of Privacy and Confidentiality: There is a chance that someone who shouldn't see your private information could see it. (See detailed section 8 below).

· [Add this statement if the study involves undocumented participants:] Legal Risks: If you tell us that you are undocumented, and your status is disclosed or becomes public, there may be legal consequences.

7. Will I be paid if I take part in this study?
[Describe any pro-rating or bonuses and specify method and timing of payment. If any participant information needs to be collected to facilitate payment, such information should be disclosed. Choose the statement that applies to your study:]

[Option 1:] In return for your time and effort, you will be paid [$XXX] for taking part in this study. You will receive $[Amount] for each completed [study visit/survey/interview]. If you complete all [X] visits/surveys/interviews, you will receive a total of $[Total Amount]. Payment will be made [e.g., by check, electronic payment, gift card (name the vendor)] within [timeline].

[Option 2:] You will not be paid for taking part in this study.

7a. 	[If applicable:] Will the study pay for my expenses (like parking or travel)?

[Choose the statement that applies to your study:]

[Option 1:] You will be reimbursed for expenses if you take part in this study. 		

[Describe what expenses, e.g., travel, meals, lodging, parking, and specify method and timing of reimbursement.]

[Option 2:] You will not be reimbursed for expenses if you take part in this study.

8. How will my information be kept private?
We take every step to protect your identity and your study information.
· Protecting your data: We will use a code or number instead of your name whenever possible. When we share or publish the results of this study (like in a journal or at a conference), we will never use your name or any information that could identify you [if applicable].

· Loss of Privacy: While we do our best, we cannot guarantee total privacy. There is always a small risk that someone outside the study team could see your information.

· [Add this statement if the study involves the collection of sensitive/reportable research information:] Reportable Information: We may have to share your personal information if required by law (like for certain health tests). Duty to Warn: We must also share information with authorities if you tell us about child or elder abuse or if you plan to harm yourself or others.

· [Add this statement if the study collects information about activities that are illegal where the participants live, e.g., abortion care, gender affirming care for minors, collection of fetal tissue, etc.:] Collection of Potentially Prohibited Data: Some studies may collect information about activities that may be illegal where you live. We have taken special precautions, and we will do our best to protect the information we collect from you. It is rare but possible that there could be a loss of confidentiality. For some people, this may have no negative effects. For others, it could put their personal relationships, reputation, employment, or housing at risk. It could also present legal risks. Take the time you need to carefully consider the risks of a confidentiality loss to you.

· [Add this statement if the study involves focus groups:] Limits to confidentiality for focus groups: The researchers will ask you and the other people in the group not to talk about anything that is said in the group after it ends. However, the researchers cannot guarantee that everyone will keep the discussions private. Therefore, please do not share any information inf the group that you do not want to be made public.

9. 	How will my information be used in the future?

Researchers will use your information to do this study. We will retain this study information for up to [XX months/years] after the study is over. We may use your information for other research studies in the future. We may share it with other researchers (both inside and outside of UC Berkeley) to be used in their studies. We will not share your name or other information that could identify you. We cannot promise that this will prevent future researchers from figuring out who you are. We will not ask you for more permission to share this information after we have removed all identifying details.

[If the study involves audio or video recordings, state when the files will be deleted.]

9a. 	Who may review my research information?

Authorized representatives from the following organizations may review your research data for the purpose of monitoring or managing the conduct of this study: 
· Representatives of the University of California
[Delete any bullet points below that do not apply to your study.]
· Representatives of the Sponsor [List Sponsor(s), as applicable]
· Representatives of the Food and Drug Administration (FDA) [remove if this is not an FDA-regulated study]
· Representatives of the Office of Human Research Protections (OHRP) [remove this if the study is not conducted or supported by an HHS entity, e.g., NIH, CDC, FDA, AHRQ, CMS, HRSA, etc.] 
· [List other agencies – in or outside the US – that might inspect research records]
9b. 	NIH Certificate of Confidentiality

[Mandatory if the study is NIH/DHHS funded or received a Certificate of Confidentiality:]

For certain studies, where especially sensitive information will be sought from subjects (e.g., about possible use of illegal substances or other illegal activities), investigators may wish to obtain a federal Certificate of Confidentiality to protect their research records from subpoena. These Certificates are issued by the National Institutes of Health (NIH) and can be given regardless of whether the research is federally funded.  If the Certificate is obtained, the end of the consent form’s confidentiality statement should discuss it, using such wording as: 

“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 9a, above) 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.”

10. What are my rights if I take part in this study?

You may choose to take part or not to take part in this study. It’s your choice. If you decide to take part in this study, you may stop at any time. No matter what decision you make, there will be no penalty to you. 

11. Who can answer my questions about this study?

You can contact the study team with any questions, concerns, or complaints you have about this study. Their contact information is on the first page of this form.
UC Berkeley has an office that can answer questions about your rights as a research participant. This office is called the Institutional Review Board (IRB). The IRB is available to talk about any problems or concerns you have about the study. The UC Berkeley IRB’s phone number is 510-642-7461 or you can email subjects@berkeley.edu.

12. Consent:

You will be given a copy of this form to keep. 

PARTICIPATION IN RESEARCH 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.

											
Date			Participant's Signature for Consent


											
Date			Participant's Name (Written)

											
Date			Person Obtaining Consent

[Alternatively, if verbal (unsigned) consent will be obtained, use:]
“If you wish to take part in this study, please say so now.”
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