RESEARCH PARTICIPANT CONSENT FORM

[insert title of project - consent form title should match grant/contract title]

[insert Principal Investigator’s name]

 [insert Academic Department]
Purdue University
Key Information
You are being asked to participate or be a part of a research study. Your participation is voluntary which means that you may choose not to participate at any time.  Please read this form and ask any questions before you agree to be in the study. If you decide to take part in the study, you will be asked to sign this form. Be sure you understand what you will do and any possible risks or benefits. 

RESEARCHER MUST ADD THE FOLLOWING 

· Study summary: Write a concise and focused summary of what the study is about and why you are conducting the study. This section must be a brief overview and should be understandable to the general public, written at an 8th grade level or below. The purpose of this is to give the individual understandable study information that will assist them in deciding if they want to participate. 
· Give a one to two sentence summary about how long the research project will take place (in approximate, hours, days, weeks, or months).
Please take time to review the rest of the information. This will give you more information about this study to help you decide if you want to participate.
What is the purpose of this study?
RESEARCHER MUST ADD THE FOLLOWING

· Explain why the individual is being asked to participate.
· Indicate how many people you plan to enroll in this study. “We would like to enroll XX people in this study.”
What will I do if I choose to be in this study? 

RESEARCHER MUST ADD THE FOLLOWING

· Provide a non-technical, step-by-step description of what participants will be asked to do or experience. For guidance, try www.plainlanguage.gov 
· Describe all activities involved in the research in chronological order. 

· Indicate whether procedures are experimental.
· Identify all data collected as well as how and where it will be collected.
· If there are several procedures or a complex data collection schedule, use a table, lists, diagram and/or subheadings to organize this information.
· When collecting biological samples, translate technical measurements into lay terms (e.g., 15cc of blood equals 1 tablespoon).  
How long will I be in the study? 

RESEARCHER MUST ADD THE FOLLOWING

· Include the total time commitment (e.g., hours, days, months, etc.), the number of visits/sessions involved, and the length of each visit/session.
· Make certain the proposed duration is realistic for participants to perform the procedures.

What are the possible risks or discomforts?
RESEARCHER MUST ADD THE FOLLOWING
· INCLUDE THIS STATEMENT “Breach of confidentiality is always a risk with data, but we will take precautions to minimize this risk as described in the confidentiality section.”

· Describe any reasonably foreseeable risks, stressors or discomforts.  Risks can be physical, psychological, economic, social, or legal.  The consent form should identify any risks that are noted in the IRB application.
· Describe what will be done to minimize these risks.
· When appropriate, include a statement that a particular treatment or procedure may involve risks to the subject that are currently unknown or unforeseeable.
· When appropriate, include a statement that significant new findings developed during the course of the research that may relate to the participant’s willingness to continue participation will be provided to the subject.
· If exposing a subject to radiation, identify the exposure in terms understandable to the participants, such as the amount relative to a routine dental X-ray.  
· If hearing experiments are conducted, compare the noise level to common noises (e.g., the decibel level is comparable to the sound of a vacuum cleaner).
· If applicable, include any additional resources available to assist subjects (e.g., counseling referral, etc.)
· If the risk level is minimal, please also state that they are no greater than the participant would encounter in daily life or during the performance of routine physical or psychological exams or tests.  This language is required for minimal risk research.

· If conducting research in areas that may trigger mandatory reporting requirements (e.g., child abuse and neglect, etc.), this must be disclosed as a risk to participants.
· If conducting research in areas that may trigger mandatory reporting requirements (e.g., child abuse and/or neglect), this must be disclosed as a risk to participants with the following statement: “Under Indiana law, Purdue researchers must report any suspected child abuse or neglect to law enforcement or to the Department of Child Services hotline.”

· In the event that research procedures may elicit information relating to harassment, discrimination, or retaliation occurring on a Purdue campus, the following statement must be included: “Under federal law, Purdue researchers must report all incidents of discrimination, harassment, and/or retaliation in the Purdue workplace and/or educational environment to the Title IX Coordinator or Equal Opportunity/Affirmative Action Officer.  “Harassment” includes sexual harassment, sexual violence, rape, and any non-consensual sexual act. “If you tell us something that makes us believe that you or others have been or may be physically harmed, we may report that information to the appropriate agencies.” 

Are there any potential benefits?    

RESEARCHER MUST ADD THE FOLLOWING

· Describe any anticipated direct benefit to the participant that may reasonably be expected from the research or state there are no anticipated direct benefits to participants.  
· A direct benefit from participating in the research is an outcome of the study that is advantageous to participants.

· It is acceptable to state that there may be benefits to general knowledge or to society.
· Benefits cannot be guaranteed or be implied to be guaranteed.  Do not overstate the benefits.  It is unacceptable to state, “We believe you will learn how to…” or “We believe you will enjoy...”  Investigators can state, “You may learn how to…” or “You may enjoy being interviewed.”
· Payments or other incentives to participate in research are not considered direct benefits of the research to participants and should not be included in this section.

What alternatives are available? (This section is not required unless this is a treatment study.)
· If this is a treatment study, list any and all currently available alternative procedure(s) that might be available to participants.

· If there are no alternatives to participation, simply state that individuals may choose not to participate in this research study.  

Will I receive payment or other incentive? (This section is not required unless participants will receive payments, extra credit, or other incentives for participation in the study.)

RESEARCHER MUST ADD THE FOLLOWING

· Describe payments, reimbursements or other incentives (e.g., class credit, extra credit, gifts, etc.).  If multiple payments will be made, explain the schedule of payments.

· For research involving multiple sessions, payments should be pro-rated and not contingent upon study completion. Describe procedures for payment if a participant withdraws from the study or their participation terminated by the investigator.

· If payment procedures require a participant to sign a log or provide name, address, and social security number or other specific information to a Purdue University Business office, disclose this information.

· If payment procedures involve monetary compensation, then state, “According to the rules of the Internal Revenue Service (IRS), payments that are made to you as a result of your participation in a study may be considered taxable income.”
· When using payment procedures that include a prize drawing for gift cards/certificates, cash, or other items, identify the odds of winning.

Are there costs to me for participation? (Required only if study involves possible costs to participants. If there are no costs, state “There are no anticipated costs to participate in this research.” 
· Identify any costs related to the research that participants may be required to pay (e.g., travel costs, costs of study-related supplies, costs of foods, medicine, or treatments).

This section provides more information about the study

What happens if I become injured or ill because I took part in this study? (This section is only required if this study is greater than minimal risk.)  

If you feel you have been injured due to participation in this study, please contact:
RESEARCHER MUST ADD THE FOLLOWING
· Provide the name, phone number and any other contact information of an individual associated with the research study who can be reached at all times).

  Purdue University will not provide medical treatment or financial compensation if you are injured or become ill as a result of participating in this research project.  This does not waive any of your legal rights nor release any claim you might have based on negligence.

Conflict of Interest Disclosure (Required only if one or more research team members have a conflict or proprietary interest in the study and the IRB determines that your study requires disclosure of this fact. Otherwise, you may omit this section.) 
The following disclosure(s) is(are) made to give you an opportunity to decide if this(these) relationship(s) will affect your willingness to participate in the research study.

· Identify those with a financial interest and the use of any data for potential commercial relationships. 

Will information about me and my participation be kept confidential?  

The project's research records may be reviewed by the study sponsor/funding agency, Food and Drug Administration (if FDA regulated), US DHHS Office for Human Research Protections, and by departments at Purdue University responsible for regulatory and research oversight.

RESEARCHER MUST ADD THE FOLLOWING

· Identify the sponsor or funding agency of the study if one exists. Example “This study is funded by…”
· Describe the extent to which the confidentiality of records identifying participants will be maintained.
· Identify who will have access to identifiable research records, data, specimens, etc. and the purpose(s) of that access. (e.g., only the research team)
· Describe how identifiable research records, data, specimens, etc. will be stored and for how long.  The IRB generally recommends locked physical storage and/or appropriately secured electronic storage at the university.
· Describe when, if ever, research records, data, specimens, etc. will be de-identified and/or destroyed.  
· Disclose if there is a code key, how it will be stored, and when, if ever, it will be destroyed.
· State if, to whom and in what manner results will be disseminated.

· If the research study design, use of focus groups or other procedures may result in participants knowing the identity of other participants, state the researchers cannot guarantee that the other study participants will not breach your confidentiality.
· Disclose if data or specimens will be used for any future uses (e.g., future research, use in teaching, inclusion in a tissue bank, centralized data collection or registry, etc.
Clinicaltrials.gov (Required only if the study design matches the definition of a clinical trial below or utilizes an experimental/investigational drug or device. Otherwise, you may omit this section.) 
· If conducting a study that meets the definition of “Clinical Trial” (Definition: A research study in which one or more human subjects are prospectively assigned to one or more interventions (which may include placebo or other control) to evaluate the effects of those interventions on health-related biomedical or behavioral outcomes.) then, insert the following statement: 
 “A description of this clinical trial will be available on 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.”
Certificate of Confidentiality (This section is required if the study is funded in any way [i.e., directly, through subcontract, or pilot/seed award] by the National Institutes of Health, OR if the researcher will seek a Certificate of Confidentiality from the NIH. See this link for details on what a CoCs covers  https://humansubjects.nih.gov/coc/index ) 
· “This research is covered by a Certificate of Confidentiality from the National Institutes of Health. The researchers with this Certificate may not disclose or use information, documents, or biospecimens that may identify you in any federal, state, or local civil, criminal, administrative, legislative, or other action, suit, or proceeding, or be used as evidence, for example, if there is a court subpoena, unless you have consented for this use. Information, documents, or biospecimens protected by this Certificate cannot be disclosed to anyone else who is not connected with the research except, if there is a federal, state, or local law that requires disclosure (such as to report child abuse or communicable diseases but not for federal, state, or local civil, criminal, administrative, legislative, or other proceedings, see below); if you have consented to the disclosure, including for your medical treatment; or if it is used for other scientific research, as allowed by federal regulations protecting research subjects.  For additional information about CoCs see http://grants.nih.gov/grants/policy/coc/faqs.htm.”
What are my rights if I take part in this study?
You do not have to participate in this research project.  If you agree to participate, you may withdraw your participation at any time without penalty.
· Describe the procedures for participants to withdraw from the study, including the right to withdraw data already collected, if applicable.  Also identify any consequences of a participant’s decision to withdraw from the study.

· When appropriate, disclose the point at which a participant would be unable to withdraw their data from the study.  For example, if the data will be de-identified and the code key is destroyed at the end of the study.
· When appropriate, describe anticipated circumstances under which participation may be terminated by the investigator without the participant’s consent.
· If the study is conducted in a specific entity/environment (e.g., school, workplace, healthcare facility) with which a participant may have a pre-existing relationship, include a statement that the decision to participate or not in the research will have no effect on the participant’s relationship with that specific entity.
· If the study involves data from participants located in the European Union, add this language: “To opt out of participation or withdraw your consent please notify a member of the research team.  The names and contact information for the investigators are listed below.  May I withdraw consent?  Yes. You may withdraw consent at any time by contacting [INSERT NAME, EMAIL ADDRESS, PHONE NUMBER] as the first point of contact. You may also contact [INSERT ANY ADDITIONAL INDIVIDUALS WITH NAME EMAIL ADDRESS, PHONE NUMBER].”

Genomic Data Sharing (Required only if the study design requires use of genetic Otherwise, you may omit this section.) If this study involves the collection or analysis of genetic information, the following section must be included:
· If your study requires you to share the genomic information into a database (e.g., NIH dbGAP) or similar, add this language. “If you agree to take part in this study, some of your genetic and health information will be placed into a scientific database called “dbGaP” that is maintained by the National Institutes of Health. Other researchers may be able to see and use your genetic information, but your name and other information that could directly identify you will not be used. Your genetic information is unique to you, however, there is a small chance that someone someday could trace it back to you. 

· “In the event of an unexpected breach of confidentiality, a federal law called the Genetic Information Non-Discrimination Act (GINA) will help protect you from health insurance and employment discrimination based on genetic information obtained about you.  In general, this law makes it illegal for health insurance companies, group health plans and most employers to discriminate against you based on your genetic information.  However, it does not protect you against discrimination by companies that sell life insurance, disability insurance or long-term care insurance.”

Who can I contact if I have questions about the study?
If you have questions, comments or concerns about this research project, you can talk to one of the researchers.  Please contact (insert PI name and phone number plus any additional research personnel that participants may need to contact and their contact information.  If more than one person is listed, please indicate the first point of contact). 
To report anonymously via Purdue’s Hotline, see www.purdue.edu/hotline 

If you have questions about your rights while taking part in the study or have concerns about the treatment of research participants, please call the Human Research Protection Program at (765) 494-5942, email (irb@purdue.edu) or write to: 

Human Research Protection Program - Purdue University 
Ernest C. Young Hall, Room 1010
155 S. Grant St. 
West Lafayette, IN 47907-2114 
Future Use
(Required only if the study may collect genetic information, samples, health information, or other data for future use. Otherwise, you may omit this section.) 
· May we collect your [STATE REQUESTED DATA] information to study [STATE SPECIFIC RESEARCH PROJECT]?
Yes                  

 No

· May we share your [STATE REQUESTED DATA] information with other researchers to study [STATE SPECIFIC DISEASE OR DISORDER]?
Yes                

   No

· May we share your [STATE REQUESTED DATA] information without your name or identifying information attached with other researchers for future research projects related to other topics? 
Yes      
 

No

Documentation of Informed Consent
I have had the opportunity to read this consent form and have the research study explained.  I have had the opportunity to ask questions about the research study, and my questions have been answered.  I am prepared to participate in the research study described above.  I will be offered a copy of this consent form after I sign it.  
· The participant must sign and date the consent form.  The only exception is if the study is granted a waiver of signed consent. Waivers for signed consent must be detailed in the IRB application and granted approval by the Purdue IRB.

· The researcher’s signature, above, refers to the research team member who has obtained the participant’s consent.  The researcher’s signature indicates s/he has explained the research to the participant (or the legally authorized representative when IRB approved) and has answered any of the participant’s questions.
· Records of informed consent must be kept for a minimum of three years AFTER closure of the study. Records involving HIPAA must be kept for a minimum of six years AFTER formal closure of the study. See Purdue IRB Standard Operating Procedures for details. 

__________________________________________                           _________________________

              Participant’s Signature                                                                                  Date

__________________________________________                          

              Participant’s Name

__________________________________________                          ___________________________

              Researcher’s Signature                                                                                  Date

IRB No._________________
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