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      CONSENT TO PARTICIPATE IN A RESEARCH STUDY



	Study Title:

Principal Investigator: 

Sponsor:  (delete if not sponsored)

	

	



Please read through this template carefully.  Text that is italicized may be deleted.  You may adjust wording as necessary for your study as long as all required elements/Sections below are included.

Introduction

We invite you to take part in a research study at Florida State University.

Before you decide to take part, please take as much time as you need to ask any questions and discuss this study with anyone on the FSU research team, or with family, friends or your personal physician or other professional.  

Key information about the research study

For research projects that involve numerous research procedures that will require more than a 2-3 page consent document, provide a concise and focused presentation of key information that is most likely to help potential subjects understand why they might or might not want to participate in the study. A sample bulleted list is included below.  

Things you should know:

· The purpose of the study is to [briefly describe study purpose]. If you choose to participate, you will be asked to [do what, when, where, and how]. This will take approximately [period of time].
· Risks or discomforts from this research include [briefly describe].
· The study will [description of potential direct benefits to subjects – or no benefits].
· Taking part in this research project is voluntary. You don’t have to participate and you can stop at any time.

Please take time to read this entire form and ask questions before deciding whether to take part in this research project.
Why is this study being done?
This study is being conducted by [indicate the investigator’s name and University Department with earned degrees(s)].  It is funded by [Indicate study sponsor, if any and state if the sponsor is also the manufacturer of the drug/device being studied if applicable.  If not funded, delete this wording].

The purpose of the study is [explain in adequate detail the research question and purpose in lay language. Indicate if the drug/device being tested is experimental.  If you are using the “key information” section, build out more detail about the study purpose from the bulleted list item].

Why are you being asked to take part in this study?

How many people are expected to take part in this study?

Include your estimated total enrollment, and if that enrollment will be split across multiple sites, include details on these other sites.

Before you begin the study 

Volunteers between the ages of [insert age range of participants] may participate in this study.  Subjects must be able to tolerate small enclosed spaces and have no medical devices or implants on or in their bodies.  

Subjects will be excluded from any studies if they have any history of pacemakers or pacer wires, open heart surgery, artificial heart valves, aneurysm clips, cochlear implants, braces or extensive dental work, implanted electrical or mechanical devices, tissue expanders, foreign metallic objects from explosives, shrapnel or metalwork fragments, or artificial limbs.  Subjects will also be excluded if they are pregnant, claustrophobic, have tremors or cannot lie still for 1-2 hours.

It is imperative that the metal screening form is filled out fully and accurately to ensure your safety in a strong magnetic field.

Insert any other eligibility testing to be done here.

Study procedures

If you agree and are eligible to participate in this study, we would ask you to do the following: [describe in lay language the tasks and procedures to be followed and indicate if any procedures are experimental. You may use a table to make procedures and interventions clearer for participants.  Describe assignment to study groups, length of time for participation and frequency of procedures-include a table of study visits if applicable. Quantities such as blood volume to be drawn should be listed in lay language equivalents, i.e. teaspoons.]  
How long will I be in this study?

Risks of study participation

While there are no known permanent negative effects from exposure to a strong magnetic field, there may be some temporary one. These temporary effects may include dizziness, nausea or a metallic taste in your mouth.  Some pulse sequences can cause temporary peripheral nerve stimulation which causes mild discomfort but is not harmful.  Some pulse sequences can cause heating of your body.  If you experience any discomfort that you cannot tolerate, you will be given an alarm bell to notify researchers that you would like to discontinue the study.  Participation in this study is voluntary and you may choose to discontinue your participation at any time.
MRI produces very loud pulsating sounds.  You will be required to wear earplugs or a headset to protect your hearing.

In addition to the risks outlined above, other risks may include the following:  [describe foreseeable risks or discomforts to the subject in lay language in order of severity and likelihood.  Include any risks to subject confidentiality. If there are multiple arms to the study, list risks for each arm.  Indicate the risks associated with being in the placebo group, if such a group exists. If this study involves a drug and standard treatment is to be withheld, indicate the risks associated with this.  DO NOT state that there are no risks for the study.]

Because this is a research study, there may be additional risks that we cannot identify at this time.

Benefits of study participation
The benefits to study participation are:  [describe any direct benefit to the subject or benefit to others, which may reasonably be expected from the research.  If there is no direct benefit to the subject, declare that fact. Note that payment to subjects is not considered a benefit of participation.] 
Alternatives to study participation

Describe alternatives to study participation in this section; if there are no tangible alternatives, simply state that the alternative is to not participate in the study. 
Ending the study

In this section, include information to inform participants how they can choose to withdraw from the study if they choose to.  In addition, include the criteria that would require the research team/PI to remove the subject from the study (ie: the participant becomes ineligible after enrolling, the participant does not follow instructions, the study is suspended or canceled).

Also explain if there could be harm from early withdrawal from the study (not generally applicable for SBS studies—delete if not appropriate).

Study costs/compensation

[Indicate whether subjects may incur any costs as a result of participation in the study and whether subjects will receive any payment. Note that subjects are not paid for participation, but are compensated for their time and inconvenience.  If payments to subjects may be pro-rated, indicate how payment will be prorated.]

Research related injury

[For greater than minimal risk studies; if minimal risk, this section can be removed.  If the research involves the potential for injury, include whether treatment will be available, including first aid, emergency treatment, and follow-up care as needed. Include whether study sponsor will pay for care. State whether care for injuries will be billed in the ordinary manner to research subject or his/her insurance company. Also include a statement that notifies subjects that they are not waiving any legal rights as a result of this injury language]. 
Routinely, FSU, its agents, or its employees do not compensate for or provide free care for human subjects in the event that any injury results from participation in a research project.  If you become ill or injured as a direct result of participating in this study, contact your regular medical provider.  If you have insurance, your insurance company may or may not pay for these costs. If you do not have insurance, or if your insurance company refuses to pay, you will be billed. Funds to compensate for pain, expenses, lost wages and other damages caused by injury are not routinely available.
Who can profit from study results?
This section should outline the following for conflict of interest:
· If an investigator has an ownership, consulting or similar financial relationship with a sponsor

· If a company or other organization has an ownership or other financial interest in the product or technology under study, and might profit or otherwise benefit from the outcome of the study

If no conflict exists, state “No financial conflicts or gains have been identified in connection with this study.”

Florida State University reviews staff researchers for conflicts of interest.  
Members of the research team working on this study may have up to $15,000 of stock in the companies that make products used in this study.  This is allowed under federal rules and is not a conflict of interest.
How Will My Samples and Data be Used?
1. Please inform participants what will happen with their data/samples on this study, how you will be protecting the data/specimens, how long you will keep them for, and when they will be destroyed.  Also, inform participants what will happen to their samples and data if they withdraw from the study prematurely (will data collected up to the point of withdrawal still be used for the study/will their remaining samples be destroyed at that point, etc.).  
2. If you will be performing whole genome sequencing, a statement is required indicating that the research will (if known) or might include whole genome sequencing.  Delete this statement if not applicable.
3. Genetic Information Nondiscrimination Act (GINA):  If the research involves analysis of human DNA, RNA, chromosomes, proteins, or metabolites that detects genotypes, mutations, or chromosomal changes, the following is required to be inserted (delete if not applicable):

The federal Genetic Information Nondiscrimination Act (GINA) generally makes it illegal for health insurance companies, group health plans, and most employers to discriminate against you based on your genetic information.  This law does not protect you against genetic discrimination by companies that sell life insurance, disability insurance, or long-term care insurance.  Under this law:

· Health insurance companies and group health plans may not request your genetic information that we obtain from this research

· Health insurance companies and group health plans may not use your genetic information when making decisions regarding your eligibility or premiums

· Employers with 15 or more employees may not use your genetic information that we obtain from this research when making a decision to hire, promote, or fire you or when setting the terms of your employment

GINA does not apply to the following groups; however, these groups have policies in place that provide similar protections against discrimination:

· Members of the US Military receiving care through Tricare

· Veterans receiving care through the Veteran’s Administration (VA)

· The Indian Health Service

· Federal employees receiving care through the Federal Employees Health Benefits Plans

4. If your study is NIH-funded and covered under the NIH Genomic Data Sharing Policy, please include the following information (if not applicable, this may be deleted):

Because this research study receives funding from the National Institutes of Health (NIH), we submit your genomic information to a public repository approved by the NIH. It contains information about many people. NIH is a research agency that is part of the federal government.

We will label your information with a code, instead of your name or other information that could be used to directly identify you. Even so, there is a possibility that when your genomic information is combined with other information available to researchers, either now or in the future, they may be able to identify a group you belong to (like an ethnic or racial group or people having a particular disease), or less likely, you personally. NIH does not allow people to try to identify individuals whose genomic information is in an NIH-approved repository.

Also select one of the following and delete the statement that is not applicable:

Other researchers will have controlled access to your genomic information. This means that they will have to get approval from NIH to obtain genomic information from the repository.

or

Other researchers will have unrestricted access to your genomic information. This means that they can obtain genomic information from the repository without approval from NIH.

If you allow us to put your genomic information into the repository, you can change your mind later and ask us to remove it. We will not be able to take back information that researchers have already obtained from the repository.

5. For non-NIH funded projects that will contribute genomic data to a repository, use the following language (delete if not applicable):
We will submit your genomic information to a repository. The repository contains information about many people. We will label your information with a code, instead of your name or other information that could be used to directly identify you. Even so, there is a possibility that when your genomic information is combined with other information available to researchers, either now or in the future, they may be able to identify a group you belong to (like an ethnic or racial group or people having a particular disease), or less likely, you personally. NIH does not allow people to try to identify individuals whose genomic information is in an NIH-approved repository.

If you allow us to put your genomic information into the repository, you can change your mind later and ask us to remove it. We will not be able to take back information that researchers have already obtained from the repository.

Incidental and Secondary Findings

If the potential exists for incidental and/or secondary findings, please inform participants whether and under what conditions those results might be returned to them (it may be that the results are not clinically relevant or verifiable, in which case you would inform participants that results will not be returned to them because they may not be valid and they are for research only).  If this section is not relevant to your study, please delete.

The MRI scan is being done to answer research questions, not to examine your brain for medical reasons. This MRI scan is not a substitute for a clinical scan (the type a doctor would order).  The research scan might not show problems that may be picked up by a clinical MRI scan.  However, all research MRI scans will be read by a neuroradiologist (a doctor with experience reading MRI scans) unless you have been scanned at FSU in the previous six months. 
Incidental findings are potential health problems that are discovered during the course of conducting research.  At Florida State University Magnetic Resonance Imaging Facility, we have all neurological research MRI scans evaluated for incidental findings, UNLESS YOU DO NOT CONSENT TO THIS EVALUATION.
If you consent to having your scans reviewed for incidental findings, your data will be transferred using secure encrypted methods to password-protected servers. As with all such data transfer, this ensures integrity, authenticity and confidentiality of the data in transit.
To permit the generation of your incidental findings report, your name and date of birth will be supplied to the provider of neuroradiological review services. This will also be transferred via secure encrypted methods which ensures integrity, authenticity and confidentiality of the data in transit.

The provider of neuroradiological review services may maintain your data indefinitely and may use de-identified and aggregate incidental findings data with existing and future data for statistical analysis. 

When your scan is read, we will mail a copy of the report to you, or contact you (with your permission) by phone to help answer questions. 
Due to the very high sensitivity of MRI in detecting abnormalities, there is a risk of false-positive findings, identifying something on imaging studies that may or may not be important.  This may result in anxiety and additional testing, possibly including a recommendation for clinical scans at your cost.  The radiology report or other study data will not be put into your medical record unless you provide it to your physician.  If the radiology report becomes part of your personal medical record, it may or may not have an effect on getting health insurance or life insurance in the future.
Please check the appropriate box regarding your decision to have your scan reviewed for incidental findings.
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I DO consent to have my MRI scan reviewed for incidental findings.
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I DO NOT consent to have my MRI scan reviewed for incidental findings. 
Confidentiality

Delete information that is not applicable here, ie:  FDA/clinicaltrials.gov information does not apply if your study is not a clinical trial

The records of this study will be kept private and confidential, to the extent allowed by law.  In any publications or presentations, we will not include any information that will make it possible to identify you as a subject.  Your record for the study may, however, be reviewed by [indicate if the drug/device manufacturer, study sponsor or representatives of the FDA may have access] and by departments at the University with appropriate regulatory oversight. [Indicate whether study information will be recorded in the subject’s medical record.  If any study data will be transmitted via the Internet, indicate what provisions for protection of privacy are in place]. [The following exact statement must be included in the informed consent documents of “applicable clinical trials”:] 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.
Will my medical/health information be kept private?
If this section is not relevant, please delete.
Your protected health information (PHI) created or received for the purposes of this study is protected under the federal regulations known as HIPAA.  Refer to the HIPAA authorization for details concerning the use of this information.
We will do our best to be sure that the personal health information you provide for this study will be kept private.  However, we cannot guarantee total privacy.  Organizations that may look at and/or copy your records for research, quality assurance and data analysis include:

· Certain government agencies (FDA, OHRP)

· The FSU Institutional Review Board

· If this study is sponsored, be sure to include the name of the sponsor here
Certificate of Confidentiality

If your study does not involve a Certificate of Confidentiality, you may remove this section.
To help us protect your privacy, we have obtained a Certificate of Confidentiality.  The researchers can use this Certificate to legally refuse to disclose information that may identify you in any federal, state, or local civil, criminal, administrative, legislative, or other proceedings, for example, if there is a court subpoena.  The researchers will use the Certificate to resist any demands for information that would identify you, except as explained below.
You should also know that there are several circumstances in which the Certificate does not provide coverage. These include when information: 

· will be used for auditing or program evaluation internally by FSU; or 

· must be disclosed to meet the legal requirements of the federal Food and Drug Administration (FDA). 

· is necessary for your medical treatment and you have consented to the disclosure of your information; 

· is for other research
In addition, identifiable, sensitive information protected by this Certificate cannot be admissible as evidence or used for any purpose in any action, suit, or proceeding without your consent. 
You should understand that a Certificate of Confidentiality does not prevent you or a member of your family from voluntarily releasing information about yourself or your involvement in this research.  If an insurer, employer, or other person obtains your written consent to receive research information, then the researchers will not use the Certificate to withhold that information.

The Certificate of Confidentiality will not protect against the required reporting by FSU staff of information on suspected child abuse, reportable communicable diseases, and/or possible threat of harm to self or others. 
What will happen to the information collected about me after the study is over?

I/We will/will not keep your research data to use for [future research or other purpose]. Your name and other information that can directly identify you will be kept secure and stored separately from the research data collected as part of the project. [OR] Your name and other information that can directly identify you will be deleted from the research data collected as part of the project. 

I/We may share your research data with other investigators without asking for your consent again, but it will not contain information that could directly identify you. [If data must or will be deposited in a public or other repository, briefly describe.] [OR] [We will not share your research data with other investigators.]
If the investigator may publish using identifiable information in the future, the following statement must be included (delete if not applicable):  The results of this study could be published in an article or presentation, but would not include any information that would let others know who you are without your permission.

Voluntary Nature of the Study

Participation in this study is voluntary.  Your decision whether or not to participate in this study will not affect your current or future relations with the University. [Indicate any other cooperating institutions]. If you decide to participate, you are free to withdraw at any time without affecting those relationships.

Contacts and Questions for the study team about the research
The researchers conducting this study are {list investigator’s names}.  You may ask any questions you have now, or if you have questions later, you are encouraged to contact them at [provide telephone numbers. If the researcher is a student, include the faculty advisor’s name and telephone number as well].

Contact information for questions about your rights as a research participant
If you have any questions or concerns about your rights as a research participant, or regarding the study and would like to talk to someone other than the researcher(s), you are encouraged to contact the FSU IRB at telephone number 850-644-7900. You may also contact this office by email at humansubjects@fsu.edu, or by writing or in person at 2010 Levy Street, Research Building B, Suite 276, FSU Human Subjects Committee, Tallahassee, FL 32306-2742.
You will be given a copy of this form for your records.

Statement of Consent

I have read the above information I have asked questions and have received answers. I consent to participate in this study.

___________________                                ____________

Signature of Subject                                            Date

___________________                                ____________

Printed Name of Subject                                     Date

___________________                                ____________

Person Obtaining Consent                                   Date
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