Florida Hospital Tampa Bay Division ICF template                                                                                                                              1 of 8

*Please add language as instructed in blue, and then delete the instruction(s) in blue (all instructions embedded in the form)
1) Review the content and revise as needed to reflect your organization information
2) Review the HIPAA section and add/delete the information that pertains to your study
3) Revise the header/footer information – the consent should have a footer identifier, i.e., version 1, 03/07/13, that indicates the date/version.  This will allow tracking of the most current approved form in the event the form is revised.  
4) Leave approximately a 1.5 inch footer space at the bottom of each page, allowing room for an IRB approval stamp.

INFORMED CONSENT TEMPLATE AND RESEARCH AUTHORIZATION
Name of Research Study:

Study Sponsor:
Principal Investigator:

Sub Investigators:

(If Legally Authorized Representative (LAR) / Surrogate consent is not allowed for your protocol, the statement below may be removed.  For parent consent for pediatric subjects, use “Your child.”)

Note: Except when minors are subjects “you” always refers to the subject (what a person who is enrolled in research is often called).  If you are a legally authorized representative, please remember that “you” refers to the study subject.
You are being asked to participate in a clinical research study with (insert company).  [Name of drug or device] is an investigational [drug/device] being studied. The purpose of this form is to provide you with enough information so you can understand the possible risks and benefits of participating in this study and decide whether or not you want to be part of this research study.

This study is being conducted by Dr. (insert name of investigator), with certain medical procedures performed at Florida Hospital Tampa and (list other facilities, if applicable).  Florida Hospital Tampa (revise facility name if different location) reviews research studies through its Florida Hospital Tampa Bay Division Institutional Review Board, but is not an investigator in this study and does not supervise or direct the study.

You need to read the following material to make sure that you are informed about this study. You will have a chance to discuss any questions you have with a doctor before signing this form. Signing this form shows you have been informed, have had all your questions answered to your satisfaction and shows you give your consent to participate.  If you wish to participate in this 
study, you must sign this form.

This consent form may contain words that you do not understand.  Please ask the study doctor or the study staff to explain any words or information that you do not understand.
PURPOSE OF THE STUDY:

You are being invited to take part in this research study which involves experimental research.  The purpose of the study is to (discuss purpose).

A maximum (insert #) patients will be tested in this study at approximately (insert #) sites.

PROCEDURE:

Should you choose to participate in this study, (include step-by-step procedure of the research in layman’s terms, including all invasive procedures, and clearly distinguish which procedures would be done solely for research and which are standard of care).  

It is anticipated that your participation in this study will last (fill in total time anticipated). 

BENEFITS:

We do not know and cannot guarantee or promise that you will benefit from this study.  However, we anticipate that your participation in the study will (list possible benefits).  Additionally, the information obtained from this study may be of value to you or other patients in the future.

RISKS/SIDE EFFECTS:

Possible risks or side effects of participating in this research study include (list risks/side effects directly related to the research and which are related to routine care).  

Since this is an experimental (drug/device/procedure), there is also the risk that unanticipated side effects may occur.

ALTERNATIVE TREATMENT:

If you choose not to participate in this research study, you may be offered alternative (medication/treatment) such as (list alternative treatments).  Your doctor will explain any other available treatment options which may apply.

COST/COMPENSATION:

(Discuss:  1. whether any compensation is provided to the research subjects and, if so, how much, 2. the potential costs the patient and/or their insurance might incur, and 3. the responsibility of the patient/their insurer and the sponsor in the event of an adverse event.  It is not acceptable to state that if there is an adverse event, “no payment will be made by sponsor” or that “no payment is available.”  Such language can give the patient the impression that they are waiving the right to compensation for an adverse event, which they are not)

In the event of physical injury as a result of your participation, medical care may be provided at 
Florida Hospital Tampa (revise facility name if different location).  If this occurs, such care will be billed to you or an appropriate third party for payment. 

OTHER FINANCIAL INTEREST(S):

(PI should discuss any compensation or potential/actual financial conflicts of interest.  For example, “Dr. [PI] is a paid consultant, paid member of the advisory board and receives payment for lectures from the company sponsoring this study,” or “Dr. [PI] is a founder of the company sponsoring this study, owns stock in the company and is a paid consultant to the company.")

YOUR RIGHTS:

Signing this consent does not waive any of your legal rights.

You have the right to be given all important information about your treatment, the study and what you will be asked to do. You have the right to not take part in the study. If you choose not to take part, this will not affect your treatment in any way or your relationship with your doctor. If you choose to take part, you are still free to leave the study at any time and you do not have to give a reason, but please let your doctor know in writing. 
You have the right to access and to correct your personal data, to obtain a copy of the data collected and to object to the processing of the data. However, you may not be able to see or be told about the information recorded about you in the study record during the time the study is being conducted.  When the study is complete you will be able to review the study information that is kept in your study record.

PRIVACY AND CONFIDENTIALITY OF STUDY RECORDS

The following steps will be taken to protect the confidentiality of your information:

[Describe the steps that will be taken to ensure confidentiality]

CONTACTS:

You may discuss any questions or concerns you may have at any time before, during or after participating in this study with Dr. (name, address and telephone number of investigator).
This study was reviewed by the Florida Hospital Tampa Bay Division Institutional Review Board (IRB).  The IRB is a group of people who review research studies to protect the study participants.  If you have questions about what it means to be involved in research or about your rights as a research participant, you may contact a representative of the Research Department of Florida Hospital Tampa at (813) 615-7527, and you will be directed to the appropriate contact person.
VOLUNTARY PARTICIPATION/WITHDRAWAL:

You are free to decide whether or not to participate in this research study. If you choose to participate, you may withdraw from this study at any time without penalty or loss of benefits to which you are otherwise entitled.  You should inform your doctor in writing of your decision to 
withdraw as soon as possible in order to allow the orderly termination of your participation from the study.

Your doctor may decide to discontinue your participation in this study at any time.

NEW FINDINGS:

Your doctor will inform you of any significant new findings which relate to your participation in this study and which may be discovered during your participation.

CLINICAL TRIAL DESCRIPTION
(If this section does not apply to the research study, please delete this section)
(US law requires the exact following sentence to be used for applicable clinical trials, which generally includes controlled interventional studies (with one or more arms) of drugs, biological products, or devices that are subject to FDA regulation, meaning that the trial has one or more sites in the US, involves a drug, biologic, or device that is manufactured in the US (or its 
territories), or is conducted under an investigational new drug application (IND) or investigational device exemption (IDE).  Trial sponsors and investigators have the responsibility of determining 
whether or not a trial is an “applicable clinical trial”.  (See Guidance for Sponsors, Investigators, and Institutional Review Boards, Q&A on Informed Consent Elements, 21 CFR § 50.25(c) released Feb. 2012 if you have questions as to whether your study should be placed on clinicaltrials.gov.).   

Additional information can be found at: http://grants.nih.gov/clinicaltrials_fdaaa/faq.htm#121))
"A description of this clinical trial will be available onhttp://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."
HIPAA AUTHORIZATION TO USE/DISCLOSE  INFORMATION FOR RESEARCH 

Following is an explanation of the type of personal health information that will be collected, who may view that information, and how the information will be used and disclosed (shared).  You must agree to the uses and disclosures of your personal health information as described below, in order to participate in the research study.      

What personal health information is collected and used in this study and might also be shared (disclosed)?
· Your name, address, telephone number, date of birth, social security number
· Your and your family’s medical history, your allergies
· Your current and past medications or medical treatments
· The results of all medical tests performed as part of the study, physical examination results and information that you provide to members of the study team.
Who may use or disclose (share) your personal health information?

· The Principal Investigator and other his/her staff associated with the study

· Members of the Florida Hospital Tampa (revise name if different facility) workforce 

· The Florida Hospital Tampa Bay Division Institutional Review Board (the committee that oversees research on human subjects for the hospital)

Who may See this information?
The study sponsor also may see your health information and know your identity.  “Sponsor” includes any people or companies working for or with the sponsor or owned by the sponsor.  They all have the right to see information about you during and after the study.
The following people, agencies and businesses may get information from us that reveals who you are:

· Doctors and healthcare professionals taking part in the study

· Doctors and healthcare professionals taking care of you 

· U.S. Food and Drug Administration (FDA)

· U.S. Department of Health and Human Services (DHHS)

· Government agencies in other countries
· Government agencies that must receive reports about certain diseases
· Florida Hospital Tampa (revise name if different facility) representatives

· Florida Hospital Tampa Bay Division Institutional Review Board (IRB) including the Administrative Staff. 
· Accreditation organizations

· Individuals and/or organizations as required  by law
· Consultants and/or others used by anyone listed above.
What information may be used and shared?
Your entire medical record. 

Additionally, if you decide to be in this study, medical information that identifies you and relates to your participation will be created.  This may include the following types of medical information.

· Information obtained from the procedures used to find out whether you are eligible to take part in this study.  This may include medical  examinations, blood and urine tests, x-rays and other procedures or tests, and any other information that you may release to us, including information about your health history.

· Information obtained in the course of the study including information about your response to any study treatments you receive, information related to study visits and phone calls, physical examinations, blood and urine tests, x-rays and other tests or procedures that may be performed, and other medical information relating to your participation in this study.
· You may not want Florida Hospital to use and disclose certain information in your medical records.  If so, you can list and identify such information below. If you do not list anything, we can use and share any information as above, to conduct this research.
Why will this information be used and/or shared?
Information about you and your health, that might identify you, may be given to others to carry out the research study.  The sponsor will analyze and evaluate the results of the study.  In addition, people from the sponsor and its consultants will be visiting the research site.  They will follow how the study is done, and they will be reviewing your information for this purpose.
The information may be given to the FDA.  It may also be given to governmental agencies in other countries.  This is done so the sponsor can receive marketing approval for new products 
resulting from this research.  The information may also be used to meet the reporting requirements of governmental agencies.

The results of this research may be published in scientific journals or presented at medical meetings, but your identity will not be disclosed.
The information may be reviewed by the Florida Hospital Tampa Bay Division Institutional Review Board.  Other Florida Hospital Tampa (revise name if different facility) representatives may review this research in their oversight and auditing roles.
What if I decide not to give permission to use and give out my health information?
By signing this consent/authorization form, you are giving permission to use and give out the health information listed above for the purposes described above.  If you refuse to give permission, you will not be able to be in this research. 
How long will this authorization to use and disclose your personal health information last? 

This authorization for use and disclosure (sharing) of your personal health information for this specific study will last until the end of this study.  
Will you be able to see your study-related record?

You will be able to see your study-related record when the study is completed.  Your ability to see your Florida Hospital Tampa (revise if different facility) medical record, if applicable, will be the same as if you had not signed this form. 

Can you change your mind?

You may take back your permission for the use and sharing of any of your personal information for research, but you must do so in writing to the Florida Hospital Tampa  Research Department at:  3100 E. Fletcher Ave., Tampa, Florida  33613 (revise name/address if different facility).  However, even if you take back your permission, the Principal Investigator for the research study may still use your personal information that was collected before you took back your authorization if that information is necessary to the study.  Also, if you take back your permission to use your personal health information that means you will be taken out of the research study.

You will be given a copy of this form. 

By signing this form I am agreeing to the uses and disclosures of my personal health information.
CONSENT/AUTHORIZATION:

I have read and understand the above information.  I have been given the opportunity to ask questions, and my doctor has answered any questions I had about this research study.  Based 
upon this information and by signing this consent/authorization form, I agree to participate in the (name of study) research study and authorize to use and disclose my identifiable health information as stated above.
I have received a copy of this consent/authorization form to take with me.

________________________________                             _____/_____/_____


(Print participant name)
                

         (Date*: day /month/ year)


_________________________________
               __________________________



(Signature of participant or legal representative)         Print name of legal representative

____________________________________________________________________________

(Description of the authority of the legal representative to act for the patient, if applicable)

_________________________________

(Print Witness name, if required)

_________________________________


____/_____/_____



(Witness' Signature, if required)



(Date*: day /month/ year)


Statement of Investigator/Designee Obtaining Informed Consent/Authorization
I have fully discussed this research study with the patient using a language that is appropriate and understandable.  I believe that the patient understands the nature of this study and the possible risks and benefits involved in participating.  I certify that I have encouraged the patient to ask questions and that all questions asked were answered.

_________________________________

(Print Investigator or designee name)

_________________________________
____/_____/_____

(Signature of Investigator or designee)


(Date*: day /month/ year)

* date should be completed by each person completing the signature line

*(When formatted, all of the signature lines and the section entitled, “Consent” should be on the same page)

(If assent is not required, delete this section)
ASSENT SIGNATURES, for Subjects Ages 12 through 17 years:

Assent:

This research study has been explained to me and I agree to be in this study.

Subject’s Signature for Assent

Printed Name


Date

I confirm that I have explained the study to the extent compatible with the subject’s understanding and that the subject has agreed to be in the study.

Signature of Person



Printed Name


Date

Conducting Assent Discussion

Revised 06/13/12

