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Title of Study:  <insert title of research study here> [Not required, but useful to you to keep track of things. Choose a title that is relatively simple, not necessarily what your grant application was titled].
Principal Investigator:  <insert name of PI>
Department:  <insert PI’s department>
Phone Number:  <insert phone number and 24-hour contact number, if there is one>
Email Address:  <insert PI’s Email address>
Study Contact Name, if other than PI:  <insert name of contact>
Study Contact Telephone Number:  <insert phone number and 24-hour contact number, if there is one>
Study Contact Email:  <insert contact’s Email address>
Sponsor: <insert Sponsor name if applicable>
[(This material can be at the end of the form, or placed here and referred to at the end.)]
Note: Please aim for an eighth-grade reading level in all of the following, to ensure subject comprehension.  Headings are provided here for clarity.  They need not be used in the consent form.
Key Information If the consent form is longer than 5 pages, this section must be included; if the full form is shorter, it need NOT be included. 
The following is a short summary of this study.  It will help you decide whether or not to take part. More detailed information is given later in this form.
You [Your child] are being asked to take part in a research study. Doing so is voluntary. The purpose of this study is ________.  [Tell the participant the general purpose of the research. Try to keep this explanation very short and easy-to-understand.] You will spend about amount of time in this study.  You will be asked to _________ [include a summary of the study procedures. If the study involves deception, this statement must be truthful, if vague.].  

Taking part in the study involves [some, no] risks.  [Identify risks, e.g., emotional distress]  No direct benefit can be promised to you for being in this study. [Monetary reimbursement or research credit for participation is not a benefit.] 

Instead of being in this research study, you may choose to [for subject pool only: write critiques of articles for course credit] [OR] decline to take part.
[for multi-site studies only]We expect about ________ people here will be in this research study out of ________ people in the entire study nationally [or internationally].

Detailed Information The rest of the form gives more detailed information; if the form is brief enough, this section takes the place of the key information section]
The purpose of this study is to … <in simple language, explain why the research is being done>.

[for multi-site studies only] How many people will take part in the study?

We expect about ________ people here will be in this research study out of ________ people in the entire study nationally [or internationally].
What happens if I say yes, I want to be in this research?

[Tell the participant what to expect using eighth grade language and simple terms. Describe, step-by-step, what will be required of the research participants. If the procedures are all to be listed in the consent form and there are multiple steps, use headers, bullets, tables, pictures when appropriate.] 

· If it is important for the participants to know prior to consenting that the study involves randomization, explain that they will be assigned by chance, like flipping a coin, to a study group.  Explain the study groups.

· Indicate if there are specific requirements of the research participants, such as follow-up interviews or questionnaires. Include timeframes of when the follow-ups will occur.  Include how much time the procedures will take.
· Interviews/ Focus Groups/ Questionnaires: What type of questions are being asked?
· Observation: What activities are being observed.
· Audio/Video: Will the participant be audio or video taped during any of the procedures.  Are there circumstances where tapes/ video may be turned off?
· Medical Records: If medical records will be accessed, what type of information will be extracted.

· Biological measures: Height, Weight, Blood Pressure, cortisol, saliva, blood [How much will be taken (simple terms) and how often?]
What should I think about before I enroll in this research?

[Describe reasons why the potential subject may or may not want to participate.]  You should ask any questions you may have and obtain answers before you decide.  

Do I have to be in this research?  
No. Your participation in this study is voluntary. You do not have to be in this study if you do not want to, and you can leave the study at any time. You will not lose any services, benefits, or rights you would normally have if you choose not to be in the study or if you leave the study early. 

 [Include only if there are potential adverse consequences to withdrawing from the research; describe those adverse consequences. Otherwise delete sentence] If you decide to leave the research, ________ [Describe the adverse consequences.] If you decide to leave the research, contact the investigator so that the investigator can [Describe the procedures for orderly termination by the subject, if any.]
[Include for research involving prisoners] Being in this research project will have no effect on your sentence, the length of your sentence, or parole.  You will not receive better living conditions, medical care, or quality of food, amenities, or opportunities for earnings than what is normally provided in the prison environment. 

Is there any way being in this study could be bad for me? (Detailed Risks)
[The risk section should only contain risks associated with study procedures.  Risks of standard care procedures should not be included in the consent form.  If there are no risks expected, say so. Consider all of the following possibilities in judging risks]
· [Physical risks
· Psychological risks

· Privacy risks (e.g., focus groups are not anonymous)
· Legal risks

· Social risks

· Economic risks]
What if I get hurt because of my participation in this study?
Choose or modify ONE of the following groups of sentences as appropriate to the specific study:

· Non-Sponsored studies that involve greater than minimal risks: 

Although risks are unlikely, if injury should occur, treatment will in most cases be available. 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 expected to pay. Funds to compensate for pain, expenses, lost wages and other damages caused by injury are not available.

· Sponsored studies that involve greater than minimal risks: 

If you are hurt or get sick because of being in this study, treatment will in most cases be available. If you experience an injury because of the procedures, the Sponsor will cover the cost of treatment of these injuries. Funds to compensate for pain, expenses, lost wages, and other damages caused by injury are not available. 

What are the benefits to being in this study?

[Describe any direct benefits to the participant that may be reasonably expected because of the research.  Describe benefits expected to accrue to the population the participant represents or to society in general (e.g. advancement of knowledge, health benefits to others). DO NOT describe payments for participation or other incentives as a benefit of participation.]
[If participants are not expected to directly benefit, then use something like the following suggested statement for this section: “You may not directly benefit from this research; however, we hope that your participation in the study may …(Describe societal benefits).”]
[Delete these next 2 sections if not applicable.]
What conflict of interest issues may be related to this research?

· [If there is no conflict to report, remove this section…. If the PI, any member of the study team, and/or their spouses or dependent children have an outside interest or have intellectual property rights related to this project, or are aware of any institutional conflict of interest pertaining to this study, include items A or B (as appropriate) AND item C:

· [Study doctor] has disclosed that he/she has a personal interest related to this study.
· The University of Miami has an interest related to the study.
· You may ask any questions necessary to assure yourself that this relationship has not overly influenced the conduct of this research study. If you require further information, please contact the study doctor with questions or concerns.
· If you have any questions regarding disclosure review and the conflict management process at UM, please call 305-243-0877.

· If there is no study sponsor, delete the following section.
Does anyone involved in my study have an associated financial interest in the company sponsoring this study?

<Name> has a personal financial interest in the company sponsoring this study, <sponsor>. Specifically, <name> is receiving <identify the interest>. A UM committee has reviewed these financial interests to help prevent them from affecting the quality and reliability of this study

What happens to the information collected for the research?

The researchers will keep all study records, including any codes to your data, in a secure location. (Describe location, such as a locked file cabinet.) Research records will be labeled with a code. A master file that links names and codes will be maintained in a separate and secure location. All electronic files containing identifiable information will be password-protected. Only the members of the research staff will have access to the passwords. At the end of this study, the researchers may publish their findings. Information will be presented in summary format and you will not be identified in any publications or presentations.
Your information may be looked at and/or copied for research or regulatory purposes by:

· The sponsor, if any;
· Department of Health and Human Services (DHHS); 

· other government agencies;
· other University of Miami employees for audit and/or monitoring purposes; and
· other organizations collaborating in the research

[Include only if Certificate of Confidentiality applies to this study. Otherwise delete or remove if not applicable.]

A Certificate of Confidentiality (CoC), issued by the NIH, covers this research. A CoC helps protect your identifiable information and biological samples.
A CoC protects your private information from all legal proceedings. Unless you consent, information from this research study that identifies you will not be shared outside this research except as described above. 

· No one can be forced to share your identifiable information or biological samples for a lawsuit.

· Your information can't be used as evidence even if there is a court subpoena. 

If you consent, your information or biological samples could be shared for: (restate what will be disclosed if there are other purposes listed in the consent form) 

· other scientific research;

· (Explain the other purposes) not connected with this research; 

The CoC does not prevent some disclosures. 

· (Only include the next statement if a US federal or state government agency is funding the research) The researchers can't refuse requests for information from those funding this research. The [Funding Agency] may need information to assess this project. 

· You can still share information about yourself. You can also freely discuss your involvement in this research, but this is your choice. The information you share will no longer be protected by the CoC.  

· The researchers must disclose things required by law. This includes suspected child abuse and neglect, harm to self or others.  We may also have to share information if you [your child] tests positive for a communicable disease.  We are required by Florida law to report the results to state and local health departments with your [their] name and identifying information, as needed. 
[Suggested statement for focus groups research that is minimal risk]

Please remember that while we (the researchers) will keep your information confidential and will remind all participants that what is said in the group should not be repeated outside of the group, we have no control over what happens outside of the group. You are reminded to not share anything you wouldn't want repeated outside of this group. 

[If a protocol is required to be registered under clinicaltraisl.gov]

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 the information collected be used in future research?

[If data will be retained for future research, explain where the data will be stored, how will it be stored, who will have access, and how long the data will be retained. If the participant may choose to revoke this later, provide information on how to do this.]

Payment

[Include if subjects will be paid in some way. Otherwise delete.] If you agree to be in this research study, we will pay you ________ [indicate amount] for your time and effort. [Indicate if the amount is pro-rated for partial completion.]. If applicable, also include: You will be reimbursed for the following expenses <list>. To be reimbursed, please be sure and save your receipts so that you can provide these to the research staff.

[You will be given 1 credit per half hour of participation in this study if you are enrolling through PSY110].
[If enrolling prisoners and paying them: Explain that they are not allowed to have money put into their account while in prison. The payment can either be held until they get out if that date is close or they can name someone else (not in prison) to receive the money for them].
[Include if payment exceeds $600 per calendar year.]

You will be paid $__ for your participation in this study. You must complete a W-9 form to receive payment for participation. If payment exceeds $600 per calendar year, the University of Miami will report the amount to the Internal Revenue Service. This information will not be linked to any of the study data and will only be used for payment purposes.
[Include for Department of Defense (DOD) research that targets military personnel where subjects will be paid. Otherwise delete.] Military personnel should check with their supervisor before accepting payment for participation in this research.
[Include when applicable.]  Your information (both identifiable and de-identified, as relevant) may be used to create products or to deliver services, including some that may be sold and/or make money for others. If this happens, there are no plans [or replace with plans when using identifiable information/samples] to tell you, or to pay you, or to give any compensation to you or your family. Any data obtained for the purposes of this study become the exclusive property of the University of Miami. The University of Miami may retain, preserve, or dispose of this data for research which may result in commercial applications. 
Who can I talk to?

If you have questions, concerns, or complaints, or think the research has hurt you, talk to the research team at [Insert contact information for the research team]
This research has been reviewed and approved by an Institutional Review Board (“IRB”). The Human Subject Research Office (HSRO) provides administrative support to the University of Miami’s IRBs. Please call the HSRO at 305-243-3195 if you are a participant in any research being conducted by UM, and:
· Your questions, concerns, or complaints are not being answered by the research team.

· You cannot reach the research team.

· You want to talk to someone besides the research team.

· You have questions about your rights as a research subject.

· You want to get information or provide input about this research.

PARTICIPANT’S STATEMENT/SIGNATURE

· I have read this form and the research study has been explained to me.

· I have been given the chance to ask questions, and my questions have been answered. If I have more questions, I have been told who to call.

· I agree to be in the research study described above.

· I will receive a copy of this consent form after I sign it.


________________
Printed Name of Participant


________________

__________________
Signature of Participant



Date

Replace above if this form is used for parental consent


________________

Printed Name of Child


________________
Printed Name of Parent/Legally Authorized Representative


________________

__________________
Signature of Parent/Legally Authorized Representative

Date


________________
Printed Name of Person Obtaining Consent


________________


____________
Signature of Person Obtaining Consent



Date


Replace Footer with Required Institutional Footer, as appropriate


Replace Footer with required Institutional Footer, as appropriate


