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UNIVERSITY OF CALIFORNIA AT BERKELEY

PLAIN LANGUAGE TEMPLATE CONSENT FORM – BIOMEDICAL 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].
· [If applicable, list appropriate alternative procedures or courses of treatment.]

*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

	[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, identify any investigational drug(s) or device(s) to be used, and state 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, e.g.:]

· Physical exam: You will have a physical examination, like a regular exam you might have at your doctor’s office.

· Medical chart review: Your medical chart will be reviewed by the study doctors.

· Urine sample: You will be asked to give a urine sample for lab tests.

· Blood drawing:  You will be asked to give a blood sample for lab tests. Approximately [XX] ml [XX teaspoons or other commonly understood unit such as ounces] of blood will be drawn by inserting a needle into a vein in your arm for these tests.

· Pregnancy testing: Because the drugs/procedures in this study can affect a fetus, pregnant people may not participate in this study.  If you are a person who can get pregnant, a urine [or blood] test will be done at the initial visit [or other time] to make sure you are not pregnant. [See, CPHS Guidelines on MRI in Research for more detail regarding pregnancy screening in MRI/fMRI studies, including procedures and consent language with minors, etc.]

·  HIV testing: Some of your blood sample will be used to test for HIV (human immunodeficiency virus). You will receive the test results in person and will be counseled about the meaning of these results before and after the test [or as accurate/appropriate].

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, e.g.:]  

· [For randomized studies:] You will be “randomized" into one of the study groups described below.  Randomization means that you are assigned by chance to a group (like flipping a coin). Neither you nor your doctor can choose the group you will be in.  You will have an [equal/one in three/etc.] chance of being placed in any group.
· If you are in Group 1 [Explain what will happen for this group with clear indication of which procedures/ interventions depart from routine care.]
· If you are in Group 2 [Explain what will happen for this group with clear indication of which procedures/interventions depart from routine care.] 
· [For studies with more than two groups, an explanatory paragraph containing the same type of information should be included for each group.]
· Placebo: Define as "an inactive substance."
 
· Blood drawing: [Describe frequency,] a blood sample will be drawn by inserting a needle into a vein in your arm. Each sample will be approximately XX ml (XX teaspoons or other commonly understood unit such as ounces); a total of about XX ml (XX teaspoons or other commonly understood unit such as ounces) will be drawn for the whole study. 

· X-ray: You will have an x-ray of your [___________], [e.g., done once at the beginning of the study, and again at the end of the study,] to check ___________. Each x-ray will take about [XX minutes/ hour(s)].
 
· CT scan: You will have a CT scan (a special type of X-ray that makes detailed pictures of your body). For the CT scan, you will be asked to lie still on a table with your [XXX] inside a large doughnut-shaped machine. The table will move and the machine will make clicking and whirring noises as the pictures are taken. [If appropriate: An iodine dye (contrast material) will first be [injected into a vein/given to you orally/rectally]. The dye makes tissue and organs more visible in the pictures.] Each CT scan will take about 15 to 30 minutes. 

· MRI: You will have a Magnetic Resonance Imaging (MRI) exam done [note frequency/at what point(s) in study]. The MRI uses a powerful magnet and radio waves to create detailed pictures of your body. 
 
For the MRI scan, you will be asked to lie down on a platform that can be slid into the center of a large magnet. A plastic coil will be placed around your head and foam pads will be placed to limit head movement during the study. You will then be slid into the magnet and asked to lie still for approximately 60 to 90 minutes, while the MRI images are acquired. The machine makes loud noises while it takes the images. [See, CPHS Guidelines on MRI in Research for more detail, including consent language, etc.]
 
· DNA/genetic/genomic sampling: [See, CPHS Guidelines on Genetic/Genomic Research for detail on consent language, etc.]

· [If the research involves biospecimens, one of the following is required. Choose the statement that applies to your study:]
[Option 1:] DNA whole genome sequencing
The research [will or might] include looking at every part of your DNA. (This process is called “whole genome sequencing”). Your DNA controls your traits, like the color of your eyes and hair, and how tall you are. You inherit this DNA from your parents.

[Option 2:] RNA sequencing
The research [will or might] include RNA sequencing which tells researchers which genes in a cell are actively being used. 

[Option 3:] The research will not include whole genome DNA or RNA sequencing.

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 to see how you are doing.
[For example:]

· [List follow-up procedures and how often.]
· [The study team will continue to review your medical records for [insert length of time] to see how you are doing.]

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 study procedures will take place at [location]. [Or, provide an alternate location or option (e.g., over phone/Zoom at a time of your choice)].

4f.	[If applicable:] Alternatives to the research

If you choose not to participate in this study, you have several options:
[Select as applicable:]
· You can continue with your standard care or treatment for your condition. This means you 
would receive treatment outside of a research study setting.
· You can choose to get no treatment for your condition at this time.
· You may be able to enroll in a different experimental treatment or study.
The study staff or investigators are available to discuss all your options with you and answer any questions you have about alternatives to this research.
[Note: If your study enrolls RPP participants, there is specific language required for alternatives, depending on which pool you use. Please consult with your OPHS staff analyst for assistance.]

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 others in the future.
6. [If applicable:] Will results of the research be shared with me?

[Choose the statement that applies to your study:]
[bookmark: _xl18zix82rhq][Option 1:] Individual Results Will Be Shared
If we find any information about your health that your regular doctor needs to know about (because it could impact your medical care). We will share those individual results with you [describe the conditions under which results will be returned - e.g., "by contacting you and your doctor"].
[bookmark: _gh3pdepemtec][bookmark: _smd6nttrxohn][Option 2:] Only Group (Aggregate) Results Will Be Shared
We will only share the overall findings of the study (results that summarize the whole group). We will not give you your individual results.
[bookmark: _5rbrn43hcq8i][bookmark: _c7weii6urfb9][Option 3:] No Research Results Will Be Shared
We will not share any of the research results, including individual results, with you.
7. What are the risks in this study?

[Explain the risks in plain language, e.g.:]

· Physical Risks: Explain the physical harm, injury, or discomfort from the study procedures (e.g., pain, bruising from a blood draw, side effects from a drug, risk during surgery).

· Blood Draw Risks: The risks of having blood taken are minor and temporary. You may feel brief pain or a pinch where the needle goes in. You might have bruising, swelling, or minor bleeding afterward. In rare cases, people feel dizzy or faint, or they could get a minor infection where the needle was placed.

· Randomization Risk: This study uses a “chance assignment” (like flipping a coin) to decide whether you get the study drug, the standard treatment, or the placebo. Because of this, you cannot choose which treatment you receive. You may receive a treatment that turns out to be less effective than the other option.

· Investigational Drugs/Devices: For some investigational drugs/ interventions/ devices there may be side effects that have been noted during treatment, but not enough data is available to determine if the side effect is related to the drug/ intervention/ device. Inclusion of this information in the informed consent document is not mandatory, but it may be prudent to mention the most serious effects.

· Placebo Risk: A placebo is an inactive substance (like a sugar pill or saline injection) that has no medicine in it. If you are assigned to the placebo group, you will not be receiving any active study treatment for your condition during this time. Your condition may not improve, or it could get worse.

· MRI Scan Risks: An MRI uses a powerful magnet and radio waves. Because of the magnet, the main risk is to people who have metal objects in their body (like a pacemaker, metal clips, certain implants, or shrapnel). The magnet could heat up, move, or damage the device. Also, the machine is a small, noisy tunnel, which can cause anxiety or claustrophobia (fear of small spaces). If a contrast dye is used, there is a small risk of an allergic reaction.

· CT Scan/Radiation Risks: A CT scan uses X-rays to take pictures inside your body. X-rays expose you to a small amount of radiation. Exposure to radiation carries a very small, long-term risk of cancer. We try to keep this amount as low as possible. If a contrast dye is used, there is a small risk of an allergic reaction or kidney problems.

· HIV Testing Risks: The primary risk is to your privacy. If the results of your HIV test are accidentally shared, this could cause social harm, emotional distress, or discrimination (in employment or insurance). We follow strict laws to protect your results. There is also a small chance the test could give a false result (telling you that you have HIV when you don’t, or vice-versa).

· Unexpected Risks: We have listed all the known risks and side effects of the study treatment. However, since this treatment is still being tested in people, we are still learning about it. This means there is a chance that you could experience a side effect or risk that no one has experienced before. If we discover new risks while the study is ongoing, we will tell you right away.

· 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 9 below).

8. 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.

Note: Compensation should not include any study costs reimbursed to participants such as parking, transportation, meals, etc. Enter all reimbursable expenses under point 8a, below.

8a. 		[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.

8b. 	[If applicable:] Will I share in any profits from this study?
[Mandatory if the study involves biospecimens or data derived from biospecimens.]
 
No. Your samples and information may be used to develop products that are sold for profit. If this happens, you will not share in any profits.

9. 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 medical 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 experimental or clinical genetic tests:] Doing a genetic study may be harmful on family or other relationships. It could help people who are like you in terms of race, ethnicity, sex, or gender in the future. But it could also connect certain traits to these categories. In some cases, this could reinforce harmful stereotypes. 
10. 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.]

10a. 	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]
10b. 	How will my genetic information be shared?
 
[Mandatory if this study is subject to the NIH Genomic Data Sharing Policy.]
 
We may use your genetic information and some medical record data to do research in the 
future. We will remove your name and other personal information before sharing it with 
other researchers. We may share this information with other scientists or companies not 
at UC Berkeley. This information may be put into an unrestricted or controlled access government    health research databases. Even though no personal information will be included, we cannot guarantee that no one will ever be able to use this information to identify you.
 
[Include the following paragraph if IDENTIFIABLE genetic data will be stored for future 
research. This should be very rare. Best practice is to anonymize or de-identify data 
whenever possible.]
 
If you change your mind about your genetic data that can be linked to you being used for future research, tell the Principal Investigator. This person’s contact information is on Page 1 of this form. The study team will destroy any data they still have that can be linked to you. We cannot destroy data that has already been shared with other researchers.

10c. 	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 10a, 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.”
 
10d. 	Does this study involve testing of diseases and conditions that must be reported to the public health department?

This section refers to the testing of reportable diseases and conditions such as, but not limited to, HIV, tuberculosis, hepatitis B, hepatitis C, COVID-19, etc., for research purposes. See link for full list of legally reportable diseases and conditions.
[Choose the statement that applies to your study:]
[Option 1: Use if the study does not involve testing of reportable diseases and conditions for research purposes]
No, this study does not involve testing for reportable diseases and conditions.
[Option 2: Use if the study DOES involve the testing of reportable diseases and conditions for research purposes]
By California law, some medical test results must be shared with the county public health department. This is done so health experts can keep track of these diseases. The report we share with the health department will include information like your full name and social security number. The researchers can tell you what kinds of tests in this study will be shared.
[Include these additional 2 paragraphs if the study involves HIV testing for research purposes (including screening for study eligibility):]
Positive HIV test results will be shared with the county public health department. This applies even if it is not a new HIV diagnosis. When someone tests positive for HIV, we share this information with the [name of] Department of Public Health:
· CD4+ count (or T-cell count)
· Viral load
· Viral genotype

10e.	[If applicable:] GDPR 
If collecting identifiable data from subjects located in the European Economic Area (EEA), 
mandatory GDPR language will apply. See, CPHS template language.

11. Treatment and compensation for injury 

[If the study involves greater than minimal risk, the following statement is required by UCOP:]
 
It is important that you promptly tell the researcher, [investigator’s name], if you believe that you have been injured because of taking part in this study. You can tell the researcher in person or call him/her at [telephone number].
 
If you get injured as a direct result of being in this study, UC Berkeley will provide reasonably necessary medical treatment, if it is available at that location. You can also seek medical treatment at a non-UC facility. Who pays for the treatment depends on different factors. The costs of medically necessary treatment may be handled in one of the following ways:

1. The costs may be covered by the University of California (for example, this may occur if you receive treatment at a University of California facility),
2. The costs may be billed to you or billed to your insurer, just like other medical costs, or
3. The costs may be covered or reimbursed by the University [if applicable, include: “or the study sponsor, (sponsor name)”].
 
The University [if applicable, include: “and the study sponsor”] [does/do not] normally provide any other form of compensation for injury. For more information, visit https://cphs.berkeley.edu or call OPHS at (510) 642-7461.
 
[Include, if applicable, otherwise delete.] If the study sponsor pays for any of your medical expenses, we may have to give the sponsor your:
· Name,
· Gender,
· Date of birth, and
· Medicare ID or social security number.
 
[Include, if applicable, otherwise delete.] The study sponsor uses this information to check if you have Medicare. If you have Medicare, the study sponsor must report the payment they made to Medicare. The study sponsor will not use this information in any other way. For more information, call OPHS at (510) 642-7461.

12. Where can I find more information about this clinical trial?

[Mandatory if the study is a clinical trial and will be registered on clinicaltrials.gov.]
A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law.  This Web site will not include information that can identify you.  At most, the Web site will include a summary of the results. You can search this Web site at any time.
The National Clinical Trial (NCT) number for this study will be listed on the first page of this form. If the NCT number is not yet available, the study team will give it to you when it is available.

13. 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. 

14. 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.

15. Consent:

You will be given a copy of this consent form and of the Medical Research Subject's Bill of Rights to keep.

[If Protected Health Information as defined by HIPAA will be accessed, used, created, or disclosed, add: “You will be asked to sign a separate form authorizing access, use, creation, or disclosure of health information about you.”  See, CPHS Guidelines on HIPAA and Human Subjects Research for more detail in this regard.]

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.”

[If third party consent is requested and has been addressed in the CPHS application:] (Note: Adapt if applicable; delete if not applicable.)
 
 
                                                                    	        	_______________
Legally Authorized Representative                        	Date
 
                                                                    	        	_______________
Person Obtaining Consent                                      	Date
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