CONSENT FORM AND AUTHORIZATION FOR BIOMEDICAL RESEARCH

Title of research project:

Principal Investigator: 

Supported by [or Funded by]: 

Introduction
You are being asked to take part in a research study.  To join the study is voluntary. 

You may refuse to join, or you may withdraw your consent to be in the study, for any reason.

Research studies are designed to obtain new knowledge that may help other people in the future.  You may not receive any direct benefit from being in the research study. There also may be risks to being in this study.  The potential benefits and risks associated with this study are described below.

Deciding not to be in the study or leaving the study before it is done will not affect your relationship with the researcher, your health care provider, or Clayton State University.  If you are a patient with an illness, you do not have to be in the research study in order to receive health care. 

Details about this study are discussed below.  It is important that you understand this information so that you can make an informed choice about being in this research study.  You should feel free to discuss this study with your health care provider and family members to help you reach your decision.  You will be given a copy of this consent form.  You can ask the researchers named above, or staff members who may assist them, any questions you have about this study at any time.

What is the purpose of this study? 

Describe the general purpose of the study including relevant background information. Describe in layman’s terms why the study is being done, what are the main aims of the study and how will these be determined, and the background on any agent or device that is part of the project.  If such items are part of the project, you must also describe what the known information on safety and/or efficacy is.    If applicable, include information on testing of an investigational drug or device or information on testing of an approved drug or device whose use in this study is investigational.

If applicable, describe target population.  Indicate selection criteria for study subjects.

You are asked to take part in this study because:

· you have (a certain illness or condition)
· you are already scheduled to have (a conventional medical care procedure)
· you are part of (some organization) and we would like information about people in this group.
· you are a healthy person who will be used as a control subject (explain the meaning of “control” and its relationship to your research study)

Are there any reasons you should not be in this study?

Delete this section if not applicable.  Be sure to include any exclusion criteria about which subjects will know, but that may be unknown to the investigator.  Pay special attention to exclusions associated with reproductive health including pregnancy, breast feeding, and/or the risks of fathering children while taking part in the study.
You should not be in this study if  ____
Please inform the researchers of any medications you are taking, including over-the-counter drugs or supplements, as these may affect your suitability for this study.

What are the possible risks or discomforts involved with being in this study? 

For each research procedure, describe immediate and long-term physical, psychological, and social risks or discomforts related to the research components.  If frequency of such risks or discomforts is known from previous studies, provide estimates of frequency.  It may be more meaningful for subjects to see risks grouped as Common, Uncommon, Rare, etc.  If applicable, include the risk of being assigned to a control group.  You should specify that any problems should be reported to the researchers.
What you will do if you choose to be in this study? 

As a subject in this study, you will be asked to come to __ (location)
Your part in this study is expected to last for ___ (expected duration) and is expected to involve __ visits.  (Indicate the duration of subjects’ expected participation including any follow up visits.)  For stored specimens, indicate length of time of specimen storage.
As a subject in this study you will be asked to:  (Explain study procedures in chronological order, and indicate whether any procedures/products are experimental.  If there are many procedures, it may be helpful to summarize this information in a table rather than in paragraph form) 

What are the possible benefits from being in this study?

Choose or modify one of the following as appropriate to the specific study, but avoid overly optimistic language.
Research is designed to benefit society by gaining new knowledge.  You will not benefit personally from being in this research study.

Research is designed to benefit society by gaining new knowledge.  There is little chance you will benefit from being in this research study.

Research is designed to benefit society by gaining new knowledge. The benefits to you from being in this study may be ______
If you choose not to be in the study, what other treatment options do you have? 
Delete this section if only option is not to participate. 

You do not have to be in this research study in order to receive treatment. The other procedures or treatments that are available include ___________
What if we learn about new findings or information during the study? 

You will be given any new information gained during the course of the study that might affect your willingness to continue your participation.  

How will your privacy be protected?  

Indicate how privacy and confidentiality will be protected: Briefly but as clearly as possible describe the key procedures for protecting the privacy and confidentiality of the individual’s data, such as: how records will be secured, who will have access to individually identifiable data, whether names or ID numbers will be used (if codes or numbers are assigned, describe how the linkage file will be secured).

No subjects will be identified in any report or publication about this study. Although every effort will be made to keep research records private, there may be times when federal or state law requires the disclosure of such records, including personal information.  If such disclosure is ever required, Clayton State University will take steps allowable by law to protect the privacy of personal information.  In some cases, your information in this research study could be reviewed by representatives of the University, research sponsors, or government agencies for purposes such as quality control or safety.   

For studies that include an intervention that is clinically relevant for the subjects, include a HIPAA statement (please visit the HIPAA policies & guidelines on the IRB web site) and  the following statement:
HIPAA statement here if needed.
A copy of this consent form will go in to your medical record.  This will allow the doctors caring for you to know what study medications or tests you may be receiving as a part of the study and know how to take care of you if you have other health problems or needs during the study.

For studies that involve video or audio recording, describe what will be done with tapes.  Include plans for storage during use and what will be done after transcription.
For studies that involve data stored on computers, state what precautions will be taken to ensure data security.
What will happen if you are injured by this research?

This section may be omitted if the study involves no more than minimal risk and no chance of personal injury.  If this section will be included, choose one of the following paragraphs and delete the other.  Use the first option if there is no commercial Sponsor.  

All research involves a chance that something bad might happen to you, including the risk of personal injury.  If such problems occur, the researchers will help you get medical care, but any costs for the medical care will be billed to you and/or your insurance company. Clayton State University has not set aside funds to pay you for any such reactions or injuries, or for the related medical care. However, by signing this form, you do not give up any of your legal rights.

Use this second option if there is a commercial Sponsor.  This language must reflect subject injury provisions in the agreement with the study sponsor, and should not be modified without approval.
All research involves a chance that something bad might happen to you.  This may include the risk of personal injury.  If such problems occur, the researcher will help you get medical care, but Clayton State University has not set aside funds to pay you for any such reactions or injuries, or for the related medical care.  The Sponsor of the study, sponsor name, has agreed to pay all reasonable medical expenses for the treatment of injuries related to the administration of the study drug/device, defects in the manufacture of the study drug/device, or as a direct result of properly performed study procedures.  The Sponsor will not pay for the treatment of any underlying disease or condition that you may have.  Any costs for medical expenses not paid by the Sponsor will be billed to you or your insurance company.  However, by signing this form, you do not give up any of your legal rights.  

What if you want to stop before your part in the study is complete?

Modify the paragraph below, if necessary, to fit the study.

You can withdraw from this study at any time, without penalty.  The investigators also have the right to stop your participation at any time. This could be because you have had an unexpected reaction, or have failed to follow instructions, or because the entire study has been stopped.

What will you receive for being in this study?

Describe payment or gift and schedule for their receipt. Address how payment will be prorated in the event the subject withdraws from the study prior to completion.   Include information about any reimbursement for parking, transportation, etc.  If no payment/gift will be provided, you must state so.
Conflict or commercial interest disclosure (delete this paragraph if it does not apply)

Describe any potential conflicts of interest related to this study, including patents on devices or medications, and clearly identify individuals or organizations that may have a financial interest in the outcome of the project.  If there are sources of conflict, researcher should clearly indicate how those potential conflicts will be managed to prevent risk to participants in the project.  If the conflict involves the researcher directly, this needs to be stated clearly.  This also needs to be considered during the consent process and may be addressed by having a another individual who does not have a potential or actual conflict of interest involved in the consent process, especially when a potential or actual conflict of interest could influence the tone, presentation, or type of information presented during the consent process.
Will it cost you anything to be in this study?

Use this paragraph if there are no costs. 

It will not cost you anything in addition to what you will be billed for your routine medical care to be in this study.  All tests, visits or procedures other than what is done for this study will be related to medical care that is part of the usual care for your condition and would be suggested even if you decided not to be in the research study.  Here are some examples of standard medical care of you that may be performed within this study:

Use this paragraph if there are costs:  describe costs such as transportation costs to research site, etc.

If you enroll in this study, you will have some tests and procedures that are only part of the research study.

List the additional tests/visits/procedures to be performed for research purposes only. Describe who will be responsible for paying the cost of research tests, procedures, visits, etc. that are not standard of care  Clearly explain what the likely costs will be for participation in this research study and who will be responsible for those costs  e.g. “… billed to you and/or your insurance.”   Or “… paid by the sponsor.  Describe specific items or procedures that may/may not be covered.  Include clinic fees, transportation, and parking fees (if known).  Address clearly who will be responsible for payment of the costs of standard treatment in the research study, e.g., “These costs will be billed to you or your insurance carrier."

If I have questions or concerns about this research study, whom can I call?

If you have any further questions about this study, or if questions arise during or after the study, please contact: 

{INSERT PRINCIPAL INVESTIGATOR’S CONTACT INFORMATION} 


What if you have questions about your rights as a research subject?

All research on human volunteers is reviewed by a committee that works to protect your rights and welfare.  If you have questions or concerns about your rights as a research subject you may contact, anonymously if you wish, If you have any questions or concerns about your rights as a participant in this research study, you may contact Associate Provost Jill Lane at JillLane@clayton.edu or 678-466-4100.

Title of Study: 

Principal Investigator: 

Researcher’s Statement
I have fully explained this study to the subject.  As a representative of this study, I have explained the purpose, the procedures, the benefits and risks that are involved in this research study. Any questions that have been raised have been answered to the individual’s satisfaction.

_________________________________________
_________________

Signature of Person Obtaining Consent
Date

_________________________________________

Printed Name of Person Obtaining Consent

Subject’s Agreement
I, the undersigned, have read the information provided above and been informed about this study’s purpose, procedures, possible benefits and risks, and I have received a copy of this consent form. I have been given the opportunity to ask questions before I sign, and I have been told that I can ask other questions at any time. I voluntarily agree to participate in this study. I am free to withdraw from the study at any time without need to justify my decision. This withdrawal will not in any way effect my future treatment or medical management and you will not lose any benefits to which you are otherwise entitled. I agree to cooperate with (name of principal investigator) and the research staff and to inform them immediately if (I / the patient name) experience any unexpected or unusual symptoms.
_________________________________________
_________________

Signature of Research Subject
Date

_________________________________________

Printed Name of Research Subject

If appropriate, include the following section:
______________________________________






________________

Signature of Legally Authorized Representative 



 


Date

______________________________________

Relationship To Participant

_________________________________________

Printed Name of Legally Authorized Representative
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