
Behavioral Research Consent form template – 10/08/09

Delete this instruction box by selecting text within box and hitting “delete” twice.

Instructions for BEHAVIORAL RESEARCH template:

1. Add running footer of:  Short  Study title or Number Version #, [date], Page # of #
2. Text in [   ] gives directions and/or some options.  Delete brackets and grey area before finalizing the document.  Hint: Click once on grey shaded area & begin typing.  The grey area and help text will disappear and the formatting will be correct.  Note: The grey area will not show when printed.
3. ( and italics indicate guidelines.  Delete guidelines from document.  Remove arrows and italics before finalizing the document.
4. Suggested text is often included in the guidelines.  Suggested text is preceded by *Suggested Text* tag and is enclosed by quotation marks.  Delete the *Suggested Text* tag and quotation marks before finalizing the document.

5. Plain text usually stays.  Plain text separated by OR indicates that there are several options.  Pick one and delete the others.
6. Reference the Informed Consent Tip Sheet for help completing this document.

University of Illinois at Chicago

Research Information and Consent for Participation in Social Behavioral Research

[Insert Study Title]
You are being asked to participate in a research study.  Researchers are required to provide a consent form such as this one to tell you about the research, to explain that taking part is voluntary, to describe the risks and benefits of participation, and to help you to make an informed decision.  You should feel free to ask the researchers any questions you may have.

[This section is required]Principal Investigator Name and Title: [Insert name & title]
Department and Institution: [Insert department & institution]
Address and Contact Information: [Insert address & contact information]
Sponsor: [required if sponsored; insert sponsor]
· Identify what funding agencies (such as NIH, NIMH, etc.) or companies are involved in the study through funding, cooperative research, by providing supplies or equipment, and/or the provision of administrative costs.

[Include section only if applicable]Conflict of Interest
[Insert protocol-specific text].
· If the UIC Conflict of Interest Office (COI Office) recommends that you disclose a conflict of interest to subjects, please include the language recommended by the COI Office here so the IRB can review and make a final determination.  

· Examples of COI disclosure language may be found at: http://tigger.uic.edu/depts/ovcr/research/conflict/COI%20disclosure%20sample%20language%202008-03-05.doc
[This section is required]Why am I being asked?




You are being asked to be a subject in a research study about [Insert protocol-specific text].
· Explain the study briefly in lay terms.
You have been asked to participate in the research because [Insert protocol-specific text].
· Explain why the potential subject is eligible to participate; for example, “…you are older than 18 years, recently quit smoking and may be eligible to take part.”
Your participation in this research is voluntary.  Your decision whether or not to participate will not affect your current or future dealings with the University of Illinois at Chicago.  If you decide to participate, you are free to withdraw at any time without affecting that relationship. 

Approximately [Insert number] subjects may be involved in this research at UIC. 

· Complete the sentence with the maximum number of subjects you are requesting to be enrolled.
· If a multicenter trial, add the total number of subjects anticipated and the projected number of research sites.  For example, *Suggested Text* “…and [Insert number] at [Insert number] study sites in [Choose: the United States, within and outside the United States].”
[This section is required]What is the purpose of this research?



[Insert protocol-specific text].

· Researchers are trying to learn more about [Insert purpose described in lay language] OR
· Explain the research question(s)
[This section is required]What procedures are involved?



This research will be performed at [Insert protocol-specific text].
· State the specific site(s) where the research will be conducted, including the room if possible.  

You will need to come to the study site [Insert protocol-specific text] times over the next [Insert protocol-specific text]. 

· Fill in the total number of visits.
· Complete the sentence with how many days, months or years the total number of visits for this study will last.
Each of those visits will take about [Insert protocol-specific text]. 

· State in minutes or hours; if lengths of visits will vary, indicate the typical time and range of visit lengths.
The study procedures are [Insert protocol-specific text].
· Describe the procedures, items, counseling sessions, focus groups, questionnaires, and any other services chronologically using lay language and short sentences.

· The use of subheadings, short paragraphs and/or bullets will help to organize this section and increase readability.

· Include the frequency, the length of time for participation in each procedure, the location of the procedures, and the total length of time for participation.

· After reading this section, the subject must be able to understand what will happen to them and what they will be expected to do as part of the research. 

· Use nontechnical (lay) language to define technical terms.

· Describe method for assignment to a specific treatment or intervention and chances of being assigned to a treatment or intervention.  
· Attach illustrative calendars, flowcharts, tables or pictures as appropriate for the subject population
[This section should be included only if genetic analysis will occur as part of this research or if biosamples will be stored for possible genetic analysis in the future][This section may be placed here or as an addendum to the primary consent]Genetic Testing
[Insert protocol-specific text].
· Describe the genetic testing to be performed (i.e., genome wide association studies or directed analysis of candidate genes, diseases or conditions to be studied, what will occur with samples and genetic data after study is completed, how will confidentiality be protected).
· Will the results of the genetic analysis be shared with others? If so, indicate with whom and the conditions for sharing? Will samples and data contain direct or indirect identifiers or be de-identified before sharing? 
· If the genetic testing is optional and not required to participate in the main study, clearly indicate that the individual is not required to consent to the genetic analysis to take part in the main study.
· State whether or not the results (individual or group) will be provided to the subjects and, if so, under what circumstances and disclosure procedures.
· State whether genetic samples or data will be stored for future use.  If so, the following information should be provided, as applicable:

· Types of subsequent research;
· Where samples or data will be stored (e.g., investigator’s lab, pharmaceutical company repository, NIH GWAS database);
· Who will have access;
· Will samples or data contain direct or indirect identifiers;
· Describe other data about the subject (e.g., phenotype information) which will be provided to the databank, repository or other investigators;
· Types of medical conditions or diseases to be studied;
· Duration of storage and how samples/data will be disposed of; if plan to store indefinitely, state this.
· Describe procedures for how the subject can withdraw consent and having sample or data removed from bank or database.
[The following check boxes should be used when applicable to document the subject’s consent to current or future use of samples or data for genetic analysis]
 FORMCHECKBOX 
 I agree to allow genetic testing to be performed on my [Choose: blood, tissue] sample for the current research study.
Initials _________.
 FORMCHECKBOX 
 I agree to allow my [Choose: blood or tissue samples, genetic data] to be kept by [Specify name and location of bank, repository and databank] for use by other researchers for future genetic research to learn more about how to prevent, detect, or treat [Specify diseases or conditions].
Initials ________.
 FORMCHECKBOX 
 I agree to allow my [Choose: blood or tissue samples, genetic data] to be kept by [Specify name and location of bank, repository and databank] for use by other researchers for future genetic research to learn more about how to prevent, detect, or treat other health problems. 
Initials ________.

 FORMCHECKBOX 
 I agree to allow the researchers to contact me about future genetic research.  

Initials ________.
[This section is required]What are the potential risks and discomforts?
[Insert protocol-specific text].
[If applicable] There may be risks from the study that are not known at this time.  [Insert protocol-specific text].
· Using lay language and an easy to follow format (e.g., bulleted lists), explain the possible risks and discomforts.
· For research that involves minimal risk to the subject, *Suggested Text* “To the best of our knowledge, the things you will be doing have no more risk of harm than you would experience in everyday life.”
· Include the following statement if the research involves a possible risk of a breach of privacy or confidentiality (i.e., identifiers, links to identifiers or code lists exist): *Suggested Text* “A risk of this research is a loss of privacy (revealing to others that you are taking part in this study) or confidentiality (revealing information about you to others to whom you have not given permission to see this information).”
· Explain any other risks, discomforts and inconveniences, including the likelihood, severity, and reversibility, if applicable, of each risk.
· If there are significant physical or psychological risks to participation, the subject should be told under what conditions the researcher would stop the research itself or stop the subject’s participation in the research.
· If genetic testing will occur, the risks of inadvertent or inappropriate use or disclosure of individually identified information should be described, including denial of employment or insurance of a research subject (or a relative or ethnic group or population), psychosocial harms, such as stress, anxiety, stigmatization, or embarrassment resulting from inadvertent disclosure of information on family relationships, ethnic heritage, or potentially stigmatizing conditions.

[Include section only if applicable]Will I be told about new information that may affect my decision to participate? 

During the course of the study, you will be informed of any significant new research information (either good or bad), such as changes in the risks or benefits resulting from participation in the research or new alternatives to participation, that might cause you to change your mind about continuing in the research.  If new information is provided to you, your consent to continue participating in this research may be re-obtained.
[This section is required]Are there benefits to taking part in the research? 

You [Choose: will or may] not directly benefit from participation in the research. OR 
You may directly benefit, but no benefits are guaranteed. OR
This study is not designed to benefit you directly.  This study is designed to learn more about [Insert protocol-specific text].  The study results may be used to help other people in the future. OR
Taking part in this research study may not benefit you personally, but we [researchers] may learn new things that will help others. 
· Language in this section should not give the appearance of being coercive, enticing or self- serving.  
· If there are any clear benefits to subjects, state them here.  
· If it is possible that the subject will derive some benefit, you can say they MAY benefit, but no benefits are guaranteed.

[This section is required]What other options are there?
You have the option to not participate in this study. OR 
This is not a treatment study.  Your alternative is not to participate in this study. OR
If you decide not to enter this study, there is other care available to you, such as [List the major ones such as procedures / supportive care].  The study doctor will discuss these with you.  You do not have to be in this study to be treated for [Insert disease, condition, symptoms].
· Language in this section should not give the appearance of being coercive, enticing or self- serving.  

[This section is required]What about privacy and confidentiality?
The people who will know that you are a research subject are members of the research team.  Otherwise information about you will only be disclosed to others with your written permission, or if necessary to protect your rights or welfare or if required by law

Study information which identifies you and the consent form signed by you will be looked at and/or copied for checking up on the research by:  [Choose all applicable:  Funding agency (such as the National Institutes of Health (NIH); Name of commercial sponsor; Authorized Representatives of the Sponsor, and/or others; UIC OPRS; State of Illinois Auditors].  
When the results of the research are published or discussed in conferences, no information will be included that would reveal your identity.
· Give a brief description of how personal information, research data, and related records will be coded, stored, etc.,. to prevent access by unauthorized personnel.
· If applicable, state that study information about the subject will be given to sponsor, coordinating center, or lead investigator and explain how data will be provided to them (i.e., with identifiers, coded or de-identified).
· If data or biological specimens will be stored or provided to other investigators after study completion, explain measures to protect confidentiality.
· State if and when individual data will be stripped of all direct and indirect identifiers or destroyed following analyses of the data or publication of the findings or results.
· If applicable, explain the final disposition of the research data.
· If activities are to be audio- or videotaped, describe the subject's right to review/edit the tapes (if this is an option), who will have access to the tapes, if the tapes will be used for educational purposes, if and how the subject’s identity will be disguised in the tapes,  and when the tapes  will be destroyed.
· Use the following language if the research involves focus groups or group discussions:  *Suggested Text* “Although we ask everyone in the group to respect everyone’s privacy and confidentiality, and not to identify anyone in the group or repeat what is said during the group discussion, please remember that other participants in the group may accidentally disclose what was said.”
· If there is a Certificate of Confidentiality for this study, include the text as listed on the UIC OPRS Tip Sheet Certificate of Confidentiality Language for Informed Consent.
[This section is required for research involving more than minimal risk]What if I am injured as a result of my participation? 

[Insert protocol-specific text].
· If the possibility of loss of employment, loss of insurance, psychological or emotional harm exists, you may want to include the following language: *Suggested Text* “If you suffer from [Insert possible conditions], contact the Principal Investigator and [Insert where to seek help].”
· If the possibility of physical injury exists AND if the research is industry sponsored OR in cases where the sponsor pays for research-related injury, use the following language: *Suggested Text*“You may have medical problems or side effects from taking part in this research study.  If you believe that you have become ill or been injured from taking part in this study, treatment may be obtained through: 

UIC Medical Center OR 

Your regular doctor OR 

The treatment center or clinic of your choice.

If you do seek medical treatment, please take a copy of this document with you because it may help the doctors where you seek treatment.  It will also provide the doctors where you seek treatment with information they may need if they want to contact the research doctors.

You may contact the researcher [Insert principal investigator] at [Insert phone number] to talk to them about your illness or injury.  [For research involving greater than minimal risk, emergency contact information should be included here].
The study sponsor will pay the reasonable and necessary medical expenses needed to treat an illness or injury caused by the study drug or device or procedures required to be done as part of the research study.  

The study sponsor does not plan to provide other forms of compensation (such as lost wages or pain and suffering) to you for research related illness or injury.  

There are no plans for the University to provide free medical care or to pay for research-related illnesses or injuries, or for the University to provide other forms of compensation (such as lost wages or pain and suffering) to you for research related illnesses or injuries.

By signing this form you will not give up any legal rights.”
· If the possibility of physical injury exists AND if the research is NOT industry-sponsored, use the following language: *Suggested Text*“You may have medical problems or side effects from taking part in this research study.  If you believe that you have become ill or been injured from taking part in this study, treatment may be obtained through:
The UIC Medical Center OR
Your regular doctor OR
The treatment center or clinic of your choice
If you do seek medical treatment, please take a copy of this document with you because it may help the doctors where you seek treatment.  It will also provide the doctors where you seek treatment with information they may need if they want to contact the research doctors.
You may contact the researcher [Insert principal investigator] at [Insert phone number] to talk to them about your illness or injury.  [For research involving greater than minimal risk, emergency contact information should be included here].
You or your insurance company will be billed for this medical care.  Your insurance company may not pay for some or all of this medical care because you are participating in a research study.  There are no plans for the University to provide free medical care or to pay for research-related illnesses or injuries, or for the University to provide other forms of compensation (such as lost wages or pain and suffering) to you for research related illnesses or injuries. 
By signing this form you will not give up any legal rights.”
[This section is required when appropriate]What are the costs for participating in this research?  

There are no costs to you for participating in this research. OR
· If the sponsor will not cover all costs related to the research, use the following language: *Suggested Text*“If you take part in this study, you may have to pay extra costs.  The following items and services will be provided to you free of charge by the [Insert study sponsor or others as relevant].  [List any items/ services, if any, that the Sponsor is paying for in full.]  You or your insurer will be responsible for paying for the cost of the following: [Itemize and estimate the charges that subjects participating in the research will be expected to pay.].
[Include section only if applicable]Will I be reimbursed for any of my expenses or paid for my participation in this research?

[Insert protocol-specific text]
No. OR
You will not be offered payment for being in this study. OR
You will receive [Insert payment amount] for each completed study visit. 
· Describe for the subjects the amount they will be paid as well as when and how they will be paid. 

· If the payments are prorated/ partial payments for different activities please describe these. Research subjects can be reimbursed for expenses associated with the research or compensated for their time and effort. 

· Compensation should not be so large as to constitute undue influence or be coercive.

· Payment schedules should not contradict the subject’s right to withdraw at any time.    

[This section is required]Can I withdraw or be removed from the study? 

If you decide to participate, you are free to withdraw your consent and discontinue participation at any time.

· Explain the procedures for the orderly termination of participation by the subject.

· If applicable, explain the consequences of a subject's decision to withdraw from the research. 

· If applicable, include the following language: *Suggested Text* “You have the right to leave a study at any time without penalty.”
The Researchers also have the right to stop your participation in this study without your consent if:

· They believe it is in your best interests.

· List any reasons specific to the study, if applicable.

· Describe any other circumstances for withdrawal, if applicable.

In the event you withdraw or are asked to leave the study, you will still be compensated as described above.

· Use the above text if applicable.
[This section is required when appropriate]What if I lose the ability to make decisions during the study?
Either due to your condition or due to the study procedures, you may become unable to continue to provide consent to continue in the study.  

Your ability to consent will be evaluated by the investigator at each study visit.
To prepare for this possibility, you may want to prepare an advanced directive (such as a durable power of attorney for health care) indicating who you would like to make health care decisions, including treatment and research decisions for you in such an instance.  If you do not have this type of document, the researchers will refer you to someone who can help you create this document.  

· Explain in lay terms how the transfer of responsibility will occur with and without an advanced directive in place.   
[This section is required]Who should I contact if I have questions? 

Contact the researchers [Insert names and titles] at [Insert phone number(s)] or email address:

· if you have any questions about this study or your part in it,  

· [include only if relevant to this research] if you feel you have had a research-related injury,
· if you have questions, concerns or complaints about the research.

· If the researcher is a student, also include the faculty sponsor's name and telephone number. 
[This section is required]What are my rights as a research subject?
If you feel you have not been treated according to the descriptions in this form, or if you have any questions about your rights as a research subject, including questions, concerns, complaints, or to offer input, you may call the Office for the Protection of Research Subjects (OPRS) at 312-996-1711 or 1-866-789-6215 (toll-free) or e-mail OPRS at uicirb@uic.edu.

[This section is required if UIC students are being recruited]What if I am a UIC student?



You may choose not to participate or to stop your participation in this research at any time.  This will not affect your class standing or grades at UIC.  The investigator may also end your participation in the research.  If this happens, your class standing or grades will not be affected.  You will not be offered or receive any special consideration if you participate in this research.

[This section is required if UIC employees are being recruited]What if I am a UIC employee?  

Your participation in this research is in no way a part of your university duties, and your refusal to participate will not in any way affect your employment with the university, or the benefits, privileges, or opportunities associated with your employment at UIC.  You will not be offered or receive any special consideration if you participate in this research.

[This section is required]Remember: 




Your participation in this research is voluntary.  Your decision whether or not to participate will not affect your current or future relations with the University.  If you decide to participate, you are free to withdraw at any time without affecting that relationship.

[A signature is a required element of consent – you must apply for a waiver of documentation if not included]Signature of Subject or Legally Authorized Representative 


I have read (or someone has read to me) the above information.  I have been given an opportunity to ask questions and my questions have been answered to my satisfaction.  I agree to participate in this research.  I will be given a copy of this signed and dated form.

Signature






Date

Printed Name

Signature of Person Obtaining Consent


Date (must be same as subject’s)

Printed Name of Person Obtaining Consent

[Witness lines below may be appropriate with certain studies and populations, e.g., when subjects are vulnerable or possibility of coercion exists]
Signature of Witness (include only if required by IRB)
Date (must be same as subject’s)

Printed name of Witness (include only if required by IRB)

Leave box empty - For office use only
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