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INFORMED CONSENT FORM FOR ADULTS 18 and over
All instructions are highlighted. Please delete all instructions prior to your submission to the IRB. All consent forms should be at a 6th-8th grade reading level. Write as if you are speaking directly to the subject about the study. If you are using more than one consent form, please label each document for the specific population it has been created for. For example: Parents Consent Form, Students Consent Form, Faculty Consent Form, etc. Ensure that before you submit your IRB application, that your consent form fits your project specifically. Ensure page numbers are included and a version date. The version date will change as modifications happen, if applicable. If you have any questions or require assistance in the document creation, please contact the IRB office at 201-692-2219.
Study Title:
Principal Investigator/Researcher:
Department/School:
Faculty Mentor: (if applicable)
You are being asked to volunteer for participation in a research study  (indicate reason why this person is being asked to participate. i.e. “we are studying the views of undergraduate students”). Please review the below information and ask any questions necessary. 
Purpose

The purpose of this study is (fill in two or three brief sentences regarding the purpose of the study.  State the purpose of the research, not the purpose of a treatment or an intervention that the research is examining.)
Participation
It is estimated that insert # of subjects will participate in this study. (If this study involves more than one study site, estimate the # of subjects to be enrolled locally and also provide the number in total of all sites.  
If you decide to participate you will be asked to do the following: Describe what the participant/s will do as part of the study.  Be sure to identify procedures that are experimental and explain why you are doing them. Indicate if the study is a survey, study of observation, collection of data from records, etc. If the project involves multiple groups, identify who they are and describe how the information will be reviewed. Include the length of time and the number of sessions needed for the subjects’ participation.  If you plan to video/audio tape, describe the procedures and how the tapes will be used after the study is over, when the information will be deleted. Define any acronyms or scientific terms used. If subjects are being randomized into different groups, explain how the randomization will happen (ex: flip of a coin or computer placing one in each group) and what each group is required. If subjects are going to be screened to see if he/she is eligible to participate, this information should be included here.) Include any Inclusion and Exclusion criteria that will assist the subject in determining if he/she is eligible to participate.
 The following language is standard and may be modified to fit your specific project. Standard language may also be at a higher grade level and should be modified appropriately to your specific subject population.
Your participation is voluntary. You do not have to participate in this study. You also have the right to withdraw from this study at any time without penalty. If you decide you do not want to participate, you will not lose any benefits for which you are entitled or be penalized. 
If applicable, you must also explain the circumstances specifically that may cause the subject to be withdrawn from the study. You may be taken off the study by the Investigator if instructions were not followed, the study loses funding or the study is closed for an unexpected reason.
If applicable The only document that identifies you is this signed consent form. Since your survey will not be linked directly to your consent form, we will not be able to identify your specific answers to take them out. 
Risks
You may (feel/experience) (Describe realistic foreseeable risks or discomfort to the participant/s, including physical, psychological, social, economic, criminal or civil liability, employability, or reputation risks that you have identified in the application.) (If the participant’s risks in the study will be minimal, after you identify the risk please add the statement, “The risks are no greater than those you would experience in ordinary life.”
For studies that involve more than minimal risk, provide an explanation regarding if any compensation and/or medical treatment are available if injury occurs. Explain specifically what the compensation is, what the compensation and treatment consist of and where further information may be obtained. 

Benefits
The benefits from participating in this study are….. (Describe foreseeable benefits to the participant which may be realistically expected. NOTE: Payments, gift certificates, school or class credits etc. are NOT benefits to the subjects. This is compensation and will be described in its own section titled Reimbursements for Participation and Costs.)
If applicable There is no direct benefit to you from participating however, it is hoped the knowledge gained will be of benefit to others in the future.

If applicable, describe foreseeable benefits to others besides the participant/s, if relevant. 

“Others may benefit from this study by/because…”
Alternatives
Describe other options for the subject to choose instead of participating in this study. If the study involves an experimental treatment, provide a list of the alternative treatments that the subject may choose instead of participating. 
If applicable Your alternative is to not participate in this study. 

Reimbursements for Participation and Costs
You will/will not receive compensation or be paid for your participation in this study.

If yes, please include how he/she will be reimbursed for his/her participation and what happens if the subject withdraws from the project.  This may include monetary payment, gift cards, certificates, extra credit or any other type of reimbursement for his/her participation. Include payment amounts, gifts, etc. Describe any costs the subject may incur by participating in the study.
Confidentiality

(In this Section, please convey that the study may require the collection of information, specimens, or data that may be personal and confidential.  In addition, it this confidential information will be disclosed to other parties, e.g., co-investigators and other members of the research team, individuals on the IRB Committee, sponsors of the research study, etc. The degree to which the Confidentiality Section is documented depends on the complexity of the study, type of information/specimens/data being collected and the extent to which release of that information may negatively impact the study participants. Describe how the information will be used and possibly shared. This is an opportunity to outline ways in which you will safeguard the identity of the study participants, e.g., unique sample coding. If the project may trigger self reporting of abuse, harming of one-self or others, please be aware that information should be included that this information will need to be reported to the proper authorities in accordance with State Law and FDU policies. 

[Sensitive research information/Certificate of Confidentiality:  For studies where investigators may obtain especially sensitive information from subjects (e.g., possible illegal drug use) and thus seek a Certificate of Confidentiality, please contact the FDU IRB office for assistance for specific consent form wording.]
Confidentiality of Your Study Information

Your study records include information that identifies you and that is kept in research files.   We will safeguard your confidential information to the best of our ability.  If data from this study is to be published or presented, we will take out any information that identifies you. (Identify any additional protections such as use of data encrypted software, locked boxes/cabinets, use of a de-identification code, etc.) Include information on when and if any identifying information will be destroyed.
Organizations that may look at and/or copy your research records for research, audit purposes, and/or data analysis include:

· Fairleigh Dickinson University and University Departments that need to retain information in accordance with federal, state and Local regulations
· Fairleigh Dickinson University Institutional Review Board (IRB)

· The Office for Human Research Protection (OHRP) of the Department of Health and Human Services and other government agencies, involved in keeping research safe for people. 
Maintenance of Your Study Information

The study results will be kept in your research record for at least three years after the study is completed.  At that time either the research information will be destroyed or information identifying you will be removed from such study results at FDU.

Additional Use of Study Data by another Institution 
If you agree to be in this research study, you may be asked to provide information, or complete a survey, or disclose confidential information.  Private information and/or data that may identify you are to be collected, may be used and/or shared for purposes of this research project. Any study information shared with persons and organizations outside of Fairleigh Dickinson University (FDU) will not identify you by name, social security number, address, telephone number, or any other direct personal identifier. Confidential identifiers will be removed and your records will be assigned a unique code number.  FDU will not disclose the code key which could identify you directly as a participant, except as required by law.  Additional Certifications of Confidentiality may be obtainable under certain circumstances to further secure information requested under subpoena.
Study Findings
Would you like to receive a summary of the findings following the completion of this study?
Circle One: 

Yes


 No

Contact Information

If you have any questions about the study or experience any study related risk or discomfort, please contact Principal Investigator Name in insert name of the Department at phone number.  If you have any questions regarding your rights as a subject in this study, please contact the Fairleigh Dickinson University IRB office at 201-692-2219.

Permission to Participate 
After reading the above, I hereby voluntarily consent to participation in this study.  I am aware that I have the right to withdraw from this study at any time without penalty. I also will receive a copy of this consent form.
Participant name (print): ______________________________________
Participant Signature:  ________________________________________
Date:




I have explained the information included in this consent form and have addressed any questions from the subject. A copy of the consent form was provided to the subject. Note: The following person must be authorized to obtain consent and be a member of the research team.
Person Obtaining Consent Name: ___________________________________
Person Obtaining Consent Signature: ________________________________
Date:




[Use this section only when a witness is required.]
** When the elements of informed consent are presented orally to the subject or representative, a witness to the oral presentation is required.  
____________________

_____________________/_______

Print Name of Witness**

Signature of Witness**
 Date
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