Note: Please use an eighth grade reading level to ensure subject comprehension.
FSU CONSENT FORM (Bio-Medical Study)
[Insert title of study and “Consent Form”]

You are invited to participate in a research study of [Insert general statement about the study.] You were selected as a possible participant because [Explain how the subject was identified.] We ask that you read this form and ask any questions you may have before agreeing to be in the study.

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].

Study Purpose

The purpose of the study is [explain the research question and purpose in lay language. Indicate if the drug/device being tested is experimental].

Study Procedures

If you agree 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. Describe assignment to study groups, length of time for participation and frequency of procedures-include a table of study visits if applicable. Indicate if study participation involves withholding of standard treatment. Quantities such as blood volume to be drawn should be listed in lay language equivalents, i.e. teaspoons.]

Risks of Study Participation

The study has the following risks:  [describe foreseeable risks or discomforts to the subject in lay language in order of severity and likelihood.  Include any risks to subject confidentiality. Indicate the risks associated with being in the placebo group, if such a group exists. If standard treatment is to be withheld, indicate the risks associated with this.]

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

[If the study involves treatment, disclose available alternative procedures or courses of treatment, if any, which might be advantageous to the subject.]

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

[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].
Confidentiality

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, by 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.
Protected Health Information (PHI): 

Your PHI created or received for the purposes of this study is protected under the federal regulation known as HIPAA.  Refer to the HIPAA authorization for details concerning the use of this information.
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

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].

[Include the following contact language].
If you have any questions or concerns 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 850-644-8633. 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

___________________                                ____________

Signature of Investigator                               Date

