Additional Elements of Consent
Instructions

This document contains additional information that may need to be included in your consent form depending on the type of project you are conducting. Should your consent form require this language, copy and paste the relevant content from this document to your consent form. This document provides some sample wording, however, as always, make sure that the content of your consent form is accurate to your project and IRB requirements. In particular, be sure to address capitalized phrases in brackets. Please remember, you must have Institutional Biosafety Committee (IBC) approval prior to completing procedures with bodily fluids in a human subject research project at Chapman University. This may be different if you are completing the collection at a site off campus.
What you will do in the study: 
Brain wave recording (EEG):  An elastic cap with sensors attached to it will be placed on your head and the sensors will be filled with a gel. You will also have sensors attached around your nose and eye area. You will sit in front of a computer while pictures and words will be shown to you, or you will listen to sounds on headphones. You will be asked to make decisions about the information presented to you.  The EEG takes about 1-2 hours.
fMRI: This study uses functional magnetic resonance imaging (MRI) to look at the brain. Functional magnetic resonance imaging is a type of brain scan that uses magnetic fields and radio waves to make an image of changes in blood flow in your brain while you do certain tasks.
In order to make sure the MRI procedure will be safe, you will be asked to fill out a screening form before starting the study. It is important that you tell the researchers in this study if you have any history of:

· Metal fragments in your eyes or face.

· Implantation of any electronic devices such as (but not limited to) cardiac pacemakers, cardiac defibrillators, cochlea implants or nerve stimulators.

· Surgery on the blood vessels of your brain or the valves of the heart

· Claustrophobia (fear of enclosed places)
· Body piercing or tattoos 
You will be given instructions outside the MRI scanner about the scanning. Next you will be asked to lie still on the MRI patient table and your head will be placed in a specially-designed head holder. Your head will be cushioned by a firm foam pillow. The table will then slide into the enclosed space of the MRI scanner. Some people feel tired, uncomfortable or claustrophobic (afraid of small spaces) in the MRI scanner. The MRI scanning session will take (put in length of time) minutes to complete once you are in the scanner. (Note: if more than one session will be needed be sure this is stated—e.g., two sessions in the scanner for 20 minutes each.)
The information from the MRI scanner is only useful if you are able to complete the whole imaging session, and hold your head very still the whole time. Therefore you will be encouraged to hold as still as possible, and to let the investigators know if you are uncomfortable in any way as soon as possible after the imaging session begins.

The front of the head-holder will be open, which lets you look through a special mirror and see pictures presented to you on a projection screen near your feet. Sounds may also be presented to you using specially designed headphones. You will be asked to hold your head as still as possible and to respond to the pictures or sounds by pushing a button or thinking quietly to yourself.
Transcranial Direct Current Stimulation (TDCS):  TDCS is a low electrical current that slightly changes the way the brain works for a short period of time.  TDCS applied to the head does this by giving a very weak electrical current through your scalp and into your brain.  Electrodes will be placed on your scalp and upper arm using a special conductive gel. The electrodes are kept in place with a cap or sticky tape.  The electrodes will give a very weak electrical current for 30 minutes, which may briefly result in a tingling and/or itching feeling at the electrode sites. 

Saliva Collection: We will ask you for a saliva sample to collect genetic material (genes or DNA). We will provide you with a small cup and ask you to fill it with saliva up to a certain line (less than half a teaspoon). [For studies with children, consider: "We get saliva from young children by touching the inside of the cheek with a sterile cotton swab."] We ask for your saliva to help us study [complete this sentence]. Your saliva will be labeled only with a special number or code, which will remain linked to your identity [IF DATA ARE ANONYMIZED: “…which will be de-linked from your name as soon as data collection is complete”]. We will store this sample until we are ready to analyze it. If you agree, we may keep your saliva for [SPECIFY TIMELINE OR indefinitely] for future research. 
Blood Draw: We will collect a 20 milliliter blood sample (approximately 3 tablespoons) from a vein in your forearm during your visit. The blood draw will be done by trained personnel. The blood sample will be collected the morning following an overnight fast, which means no food or drink, except water, after 10pm the night before the scheduled test. We will analyze your blood to check [SPECIFY WHAT IS BEING INVESTIGATED]. This procedure will take approximately 20 minutes. 
Risks: 
EEG:  There is a very small possibility that if you have sensitive skin (e.g., contact dermatitis) you may experience some skin irritation from the EEG gel or metal sensor. Throughout the sessions, assistants will be attending to you to keep you from becoming uncomfortable. 
fMRI: The MRI scanner makes loud banging noises while taking a measurement, so either ear plugs or specially designed headphones will be used to reduce the noise. The researchers will be in communication with you through an intercom system to tell you how the study is going.  The earplugs or headphones should not get in the way of communicating with the researchers.

Some people cannot have an MRI because they have some type of metal in their body.  For instance, if you have a heart pacemaker, artificial heart valves, metal implants such as metal ear implants, bullet pieces, chemotherapy or insulin pumps or any other metal such as metal clips or rings, they cannot have an MRI. During this test, you will lie in a small closed area inside a large magnetic tube. Some people are scared or anxious in small places (claustrophobic). The MRI scanner makes loud banging noises while taking a measurement, so either ear plugs or specially designed headphones will be used to reduce the noise.

If the test is being done only for research purposes then add: The MRI pictures from this study will not be in a form readable by either you or your doctor. Therefore, a copy of the MRI pictures or the results of your individual study will not be given either to you or your doctor. While the MRI pictures in this study are not formally reviewed by a radiologist, if in the course of processing the images we notice any abnormality that would be possibly important to your health we will tell you and a doctor you name.
TDCS:  We will be using a weak electrical current called TDCS to non-invasively stimulate your brain (or your arm). At the TDCS dose used in this study, no long-term harmful  effects are known. TDCS has been safely administered to many people for the last several decades.  Most subjects report only mild, transient tingling at the stimulation site.  In a few cases, people have reported minor skin damage or irritation at the electrode site.  In rare cases, the skin damage resembles a burn, much like a sunburn, that may result in a scab or skin discoloration (resembling a suntan) at the electrode site that can last several days.  If any of these are observed, we will postpone or terminate your participation in the study. 

In addition to the tingling feeling at the start of TDCS, there may also be a warming sensation on the scalp. You will be encouraged to tell us about any pain or discomfort at the electrode sites throughout the TDCS procedure. If you tell us that the warming sensation becomes a burning sensation, the TDCS procedure will be stopped. If there are any signs of redness or irritation of the scalp, the TDCS will also be stopped.  There is the chance of receiving a small shock and a sensation of a short light flash if TDCS is stopped suddenly.  To help keep this from happening, we will ask you to keep as still as possible during the experiment.  Also, if the electrodes are placed where they are uncomfortable in any way, please ask the research assistant to move the electrodes; do not try to do this by yourself.
Genetic Testing: The risks associated with genetic (DNA) tests are unknown. Genes may be shown at some point in the future to be related to disease, mental illnesses, or tendency to addiction. In some cases, the results of these genetic tests may allow us to predict the risk of getting an illness, so we will keep the results confidential (only scientists working on this research project will know the results). There may also be unexpected risks connected with this type of testing. At some time in the future, your genetic information could be used to identify you; however, we have put precautions in place to help reduce this risk. We will take every measure to protect you from the risks of other people finding out about the results of your genetic tests, which include people like insurance companies or future employers. 

There are risks of loss of privacy, difficulty getting insured or being employed, and stigmatization (treated badly due to your genetic testing results). There are some protections afforded by the Genetic Information Nondiscrimination Act (GINA). For more information, please visit: http://www.genome.gov/Pages/PolicyEthics/GeneticDiscrimination/GINAInfoDoc.pdf. 
Blood draw: The risks associated with blood draw include discomfort at the site of the blood draw, feeling dizzy and nauseated, and bruises and blot spots under the skin. Clotting of the blood, blocking of arteries, and infections are very rare but also potential risks. These risks will be reduced or eliminated by having only trained staff (a nurse or trained phlebotomist) draw blood. Additionally, a trained assistant will closely monitor you while you lay down to have your blood collected. Blood will be drawn in the laboratory in a sterile (clean) environment. 
A particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant) that are currently unforeseeable. [Discuss the procedures for informing/updating participants that may impact their decision to participate.]
Enrollment numbers: 

[Approved number of participants] people will take part in this study at Chapman University. [Approved total number of participants across sites if this is a multisite study] will participate across the United States.

Confidentiality of your information:
Specimens collected as part of the study will be labeled with a number or code [REVISE AS NEEDED]; information [WITH OR WITHOUT YOUR NAME] will be entered into a computer database and locked in a file cabinet in the Principal Investigator's office [or state other secured location]. [SPECIFY WHICH MEMBERS OF THE RESEARCH TEAM OR OTHER PEOPLE] will have access to your study information. Data will be stored for [NUMBER OF YEARS], and then will be destroyed [REVISE IF DATA IS KEPT INDEFINITELY].
[For studies involving genetic testing of tissue samples, also explain who will be permitted access to the information and codes.] 
Certificate of Confidentiality: 

To help us protect your information, this research study has a Certificate of Confidentiality from the National Institutes of Health (NIH). With this Certificate, the research team cannot be forced to provide your name or any identifiable research data or specimens in any federal, state or local proceedings unless you agree that we can share it. However, we still must report information to local authorities if we learn about child abuse or neglect, or intent to harm yourself or others.  Disclosure will also be necessary upon request from the Department of Health and Human Services (DHHS) or other federal agencies for audits or program evaluations. [If not funded by DHHS, delete previous sentence.] 

Profit from biospecimens:

The 2018 changes to the Common Rule (45 CFR 46) require that a statement be added to the consent form regarding whether biospecimens (even if identifiers are removed) may be used for commercial profit and whether the subject will or will not share in the commercial profit. Please note, it is the general policy of Chapman University not to allow participants to share in commercial profit. 
Your [specific samples] [may or may not] be used for commercial profit and you will not share in any of the commercial profit from the use of your [specific samples]. 
Genomic sequencing:

The 2018 changes to the Common Rule (45 CFR 46) require that a statement be added regarding whether the research will or might include whole genomic sequencing of biospecimens (i.e., sequencing of human germline or somatic specimens with the intent to generate the genome or exome sequence of that specimen). 

Your [specific samples] collected for this research will be analyzed for the study. As part of the analysis, the research [will or might] include [whole genomic/germline/somatic/and/or exome sequencing]. This means that the researchers [will or might] look at your sample to learn about your genes (DNA). There are different ways to look at your DNA. Researchers often use a technology called sequencing to look at your DNA. Sequencing “reads” each letter of the DNA and finds changes (also called “variations” or “mutations”) in your genes that may cause disease or affect how your body reacts to a certain disease.

OR

Your [specific samples] that are collected for this research study will not include [whole genomic/germline/somatic/and/or exome sequencing]. This means that the researchers have no plans to look at or try to “read” the protein information that makes up your genes (DNA).
Sample donation: 

If the research project involves optional sample donation, please note that the below provides initial blanks for the participant to indicate agreement with the optional procedures. 

Optional Sample Donation: You will be given the option to donate your [data/biospecimen/images] for future analyses related to this study. Please choose one of the following by placing your initials:

______I give permission for my [data/biospecimen/images] to be used for this research study, and to be analyzed in the future for additional analysis or for other relevant substances which relate to the study outcomes. Furthermore, I understand that under no circumstances will my samples be used for DNA analysis or genetic research purposes without my expressed written consent. I understand that my samples can be stored indefinitely. 

______I give permission for my [data/biospecimen/images] to be used for this research study only. I do not give permission for any future use or any use beyond the scope of this research study. I understand my samples will be destroyed within [X year(s)] after completion of this study.

Will I be notified if my [data/samples/images] result(s) in an unexpected finding?

If no clinically relevant research results will be shared, include the following statement.

When [data/biospecimens/images] are collected and analyzed, there is the chance of finding something unexpected. There may be benefits to learning such results (such as early detection and treatment of a medical condition), but there are risks as well (such as feeling worried about a finding for which no treatment is required or appropriate).

The results from the [data/biospecimens/images] we collect in this research study are not the same quality as what you would receive as part of your health care. The [data/biospecimen/image] results will not be reviewed by a physician who normally reads such results. Due to this, you will not be informed of any unexpected findings. The results of your [data/biospecimens/images] will not be placed in your medical record with your primary care physician or otherwise. If you believe you are having symptoms that may require care, you should contact your primary care physician.

If clinically relevant research results will be shared, include the following statement.

When [data/biospecimens/images] are collected and analyzed, there is the chance of finding something unexpected. There may be benefits to learning such results (such as early detection and treatment of a medical condition), but there are risks as well (such as feeling worried about a finding for which no treatment is required or appropriate).

In this study, you will be informed of any unexpected findings of possible clinical significance that may be discovered during review of results from your [data/biospecimens/images]. The results of your [data/biospecimens/images] will not be placed in your medical record with your primary care physician or otherwise. 

The results from the [data/biospecimens/images] we collect in this research study [are/are not] the same quality as what you would receive as part of your health care. The [data/biospecimens/images] will be reviewed by a physician who normally reads such results and they will inform us if there are any unexpected findings and we will provide you with this information so that you may discuss it with your primary care physician. However, if you believe you are having symptoms that may require care prior to receiving any information from this study, you should contact your primary care physician. 

If the research is conducted concurrently with standard of care, include one of the following statements. 

If you take part in this study, the main difference between your regular care and the study is [describe].

OR

This study is not part of your health care. 

Research related injury:
If you are injured or become sick as a result of this study, any emergency treatment will be at your cost.  Chapman University makes no commitment to provide free medical care or money for injuries to participants in this study.  

It is important for you to tell the Principal Investigator immediately if you have been injured or become sick because of taking part in this study. If you have any questions about these issues, or believe that you have been treated carelessly in the study, please contact the Institutional Review Board office at (714) 628-2833 for more information.  
Food and Drug Administration (FDA) regulations:
If your planned project falls under FDA requirements and will be reviewed by Chapman University’s IRB, please describe the FDA approval status of all test articles (i.e., drugs, devices, or biologics) that are being evaluated in the research. https://www.fda.gov/. 

Clinical trials:

A description of this clinical trial will be available on http://www.ClinicalTrials.gov, as required by U.S. Law. This website will not include information that can identify you. At most, the website will include a summary of the results. You can search this website at any time.

WHAT HAPPENS IF I WANT TO STOP TAKING PART IN THIS STUDY? 
[Required if subjects may be terminated by researcher and/or if there are adverse consequences (physical, social, psychological, economic, or legal) of the subject’s withdrawal from the study]
You are free to withdraw from this study at any time. If you decide to withdraw from this study, you should notify the research team immediately. The research team may also end your participation in this study if you do not follow instructions, miss scheduled visits, the study sponsor decides to stop the study or your safety and welfare are at risk.

If you experience any of the side effects listed above, if your health worsens, or if you are injured during the research, you may need to be withdrawn from the study, even if you would like to continue.  The research team will make this decision and let you know if it is not possible for you to continue.  The decision may be made to protect your safety and welfare, or because the research plan does not allow people who develop certain conditions to continue to participate. 

If you withdraw or are removed from the study, the researcher may ask you to [Complete this sentence] Examples: return for a final close-out visit or evaluation; if you are interested in continuing long-term follow-up procedures; return unused study medication; complete an exit telephone interview.  

[Include the following statements to Inform Subjects of Their Rights Related to Data Retention. If not applicable, please remove.] 
[When research is subject to the FDA If you elect to withdraw or are withdrawn from this FDA-regulated research study, the data collected from your participation in this study must remain in the trial database in order for the study to be scientifically valid.
[When research is not subject to the FDA] If you elect to withdraw or are withdrawn from this research study, the researchers will discuss with you what they intend to do with your study data.  Researchers may choose to analyze the study data already collected or they may choose to exclude your data from the analysis of study data and destroy it, as per your request.
[When private identifiable information or biospecimens are maintained for future research] You are free to withdraw your consent to use your identifiable private information and biospecimen for future research at any time however there are some limitations. If you withdraw your consent, the researchers will not use your information or biospecimens in future research studies. However, any of your information or biospecimens already being used in a research study that began before your request to withdraw will continue to be used for that specific study. Also if information and biospecimens have already been provided to another researcher, institution, or company, it may not be possible to limit their continued and new uses.    
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