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This document must be written in commonly used, easily understood language and all technical terms fully explained which the subjects can be expected to understand, and must clearly present all the information the subject (or legal representative) needs to make a reasoned decision concerning participation.

Required paragraph suggested language:  This Informed Consent will explain about being a research subject in an experiment.  It is important that you read this material carefully and then decide if you wish to be a volunteer.

PURPOSE

The purpose of this research project is as follows:
(State specific purposes of the investigation and a general statement as to its nature, i.e., how it relates to other knowledge and what use may be made of the results obtained.  It should be made unmistakably clear whether the study involves an investigational/or marketed drug or device.)

DURATION

(State the expected duration of the subject's participation {not the length of the study})

In addition, if the potential number of participant's involved in the study would be an important factor in making a decision to participate, include the approximate number of participants. 









PROCEDURES

The procedures which will involve you as a research subject include:
(Identify any procedures which are experimental.  Describe the procedures to be used, including invasive or non-invasive techniques, restrictions on normal activities, possibility of receiving inactive material in a double-blind trial, an identification of any procedures which are to be experimental, and specimens to be collected, including frequency and size amount.)

In addition, if there are anticipated circumstances under which participation may be terminated by the investigator without regard to the participant's consent, the consent process must disclose those anticipated circumstances.
  
ALTERNATIVE PROCEDURES/TREATMENTS

The alternative procedures/treatments available to you if you elect not to participate in this study are:
(State any appropriate alternative procedures or course of treatment that might be available or advantageous to the subject.  Identify the risks of alternative procedures/treatment.  If there are no 
alternatives, so state.)
                                                                                          
POSSIBLE RISKS/DISCOMFORTS

The possible risks and/or discomforts of your involvement include:
(State any known risks, side effects or inconveniences that could be expected as well as risks/ discomforts which are not yet known.  If applicable, state that the drugs with which you are being treated experimentally are not packaged in child resistant containers and should be kept out of reach of children. You should not allow study medication to be taken by anyone but yourself.  If appropriate, list exclusions, i.e., For Females Only:  You should not participate in this study if you are now pregnant or could become pregnant.  Should you become pregnant you must notify the study physician immediately.)  Alternately, if there are no known or expected risks/discomforts, this must be clearly stated.

If the risk profile of all research-related interventions is not well known, or if the research involves investigational drugs or devices, the consent process must include a statement that the particular treatment or procedure my involve risks to the participant which are currently unforeseeable.

In addition, if the research includes pregnant women or women of child bearing potential, the consent process must disclose that the particular treatment or procedure may involve risks to the embryo or fetus, if the participant is or may become pregnant, which are currently unforeseeable unless the risk profile of all research interventions or interactions on embryos and fetuses is foreseeable or there is no reasonable expectation that this research causes risks to fetuses or embryos.  
 










          
POSSIBLE BENEFITS

The possible benefits of your participation are:
(Describe potential benefits which might reasonably result from the research.  Identify those to be gained by the individual subject as well as those by society in general.  If the individual subject will receive NO direct benefit, this must be stated.)

INJURY/COMPLICATIONS  

For studies being conducted at the James H. Quillen VA Medical Center:

According to VA Regulations [ 38CFR17.85 (a)] the medical facility shall provide necessary medical treatment to a research subject injured as a result of participation in a research project (unless the injury is a result of not following study procedures).  However, no additional compensation has been set aside.  You have not waived any legal rights or released the VA or its agents from liability for negligence by signing this form. 
 
FINANCIAL COSTS

“Some veterans are required to pay co-payments for medical care and services provided by VA.  These copayment requirements will continue to apply to medical care and services provided by VA that are not part of this study.” 

If there are any additional costs to the participant that may result from participation in the research study, the consent process must disclose any additional costs.  If there are no additional costs to participants so state. 

COMPENSATION IN THE FORM OF PAYMENTS TO RESEARCH SUBJECTS

Compensation in the form of payments to subjects for their participation in a research study must be IRB approved.  The amount must be commensurate with the expected contributions of the subject.  The amount, timing and terms of the payment (check, cash, gift certificate, etc.) must be stated precisely.  The payment should be a fair and appropriate amount that does not place undue pressure (coercion) to the volunteer.

Note: If the subject is to be paid by a check from the VA through Austin, there must be a statement that the subject's SSN will be required to process the check and that payments will be reported to the IRS and may be counted as income.
 










VOLUNTARY PARTICIPATION

Participation in this research experiment is voluntary .  You may refuse to participate.  You can quit at any time.  If you quit or refuse to participate, the benefits or treatment to which you are entitled will not be affected.  You may quit by calling (name) whose phone # is (phone #).  You will be told immediately if 
any of the results of the study should reasonably be expected to make you change your mind about staying in the study.  Your Principal Investigator may take you out of the study at any time without your consent, if he/she decides it is not in your best interest to continue (i.e., not following study related directions, adverse event).  You may be taken off the study if it ends early. 

If there may be any adverse consequences (physical/social/economic, legal of psychological) of a participant's decision to withdraw from the research, the consent process must disclose the consequences and procedures for orderly termination of participation.  

If there are significant new findings are likely during the course of the research which may impact the subject's willingness to continue their participation, the consent process must disclose that these new findings will be provided to them.                                
                                                                                  
CONTACT FOR QUESTIONS

If you have any questions, problems, or research-related medical problems at any time you may contact (Principal Investigator) at (phone #) or (Name of second point of contact) at (phone #).  You may call the Chairman of the Institutional Review Board at (423) 439-6054 for any questions you may have about your rights as a research subject.  If you have any questions or concerns about the research and want to talk to someone independent of the research team, or you can't reach the study staff, you may call an IRB Coordinator at 423/439-6055 or 439-6002.

CONFIDENTIALITY

Every attempt will be made to see that my study results/data are kept confidential.  A copy of the records from this experiment will be stored in (name the location where the records will be kept) in accordance with the record control schedule.  The results of this study may be published and/or presented at meetings without identifying me as a subject.  The study records are accessible to the study personnel, ETSU/VA IRB, VA Research & Development Committee, ORO, GAO, FDA, OHRP (and specify drug company or sponsor, if applicable).  My medical records will be kept completely confidential according to current legal requirements, and will not be revealed unless required by law, or as noted above.

For Veteran Research Subjects Only – If you are a Veteran taking part in a study at the James H. Quillen VA Medical Center, a copy of your signed and dated Consent Form will be placed in your medical record.










For VA Studies – (required if the research involves an investigational drug with an IND or a medical device with an IDE)  A verbatim statement:  “I have been told that because this study involves articles regulated by the FDA (Food and Drug Administration), the FDA may inspect research identifying my as a subject of this investigation.” 

A verbatim statement:  “I authorize the use of my bodily fluids, substance or tissues for research purposes.”  (Required if the researcher believes that bodily fluids, substances or tissues of a research subject could lead to the development of a commercially valuable product.)

CONSENT

By signing below, I certify that I have read or have had this document read to me and I have been given a copy.  I have been given the opportunity to ask questions and to discuss my participation with the Investigator.  I understand the consent process and I freely and voluntarily choose to participate in this research experiment.


___________________________________________________________________________________
Signature of Subject							Date                       SSN 

______________________________________________________________________
Signature of Witness							Date

_____________________________________________________________________________
Signature of Person Obtaining Consent		           		Date

______________________________________________________________________
Signature of Subject’s Legal Representative			            Date       (*NOTE)

*Only use the "SIGNATURE OF SUBJECT'S LEGAL REPRESENTATIVE" signature and date line when enrolling vulnerable populations or if applicable to your study, otherwise delete it.
















AUTHORIZATION TO USE AND DISCLOSE
PROTECTED HEALTH INFORMATION FOR RESEARCH PURPOSES
The privacy law, Health Insurance Portability & Accountability Act (HIPAA), protects my individually identifiable health information (protected health information).  The privacy law requires me to sign an authorization (or agreement) in order for researchers to be able to use or disclose my protected health information for research purposes in the study entitled [insert title of study/protocol/project].
I authorize [name of investigator] and his/her research staff to use and disclose my protected health information for the purposes described below.  I also permit the research staff to disclose my protected health information for the purposes described below.
My protected health information that may be used and disclosed includes:
· [bookmark: Text3]     [List all of the protected health information* to be collected for this protocol/study such as demographic information, social security number, results of physical exams, blood test, X-rays, and other diagnostic and medical procedures as well as medical history.]
[bookmark: Text4]The Investigator,      [name of researcher] may use and share my health information with:
· The East Tennessee State University Human Research Protections Program (HRPP) Institutional Review Board Administration when the researcher or the research site is undergoing Quality Improvement Program (QIP) auditing.
· The James H. Quillen Veterans Affairs Medical Center Office of Research & Development when the researcher or the research site is undergoing Quality Improvement Program (QIP) auditing.
· Government representatives, when required by law
· [bookmark: Text5]     Hospital (VAMC or Mountain States Health Alliance) representatives
· [bookmark: Text6]     [List any collaborators, outside laboratories or research sites, etc.]
· [bookmark: Text7]     [If applicable -- list the sponsor's name]
· [bookmark: Text8]     [List any other groups with whom the information may reasonably be shared]
Once my health information has been disclosed to anyone outside of this study, the information may no longer be protected under this authorization.
[bookmark: Text9][bookmark: Text10]The investigator(s)      (researcher) and      [list sponsor's name if applicable] agree to protect my health information by using and disclosing it only as permitted by me in this Authorization and as directed by state and federal law.
I do not have to sign this Authorization.  If I decide not to sign the Authorization:
· It will not affect my treatment, payment or enrollment in any health plans nor affect my eligibility for benefits.
· I may not be allowed to participate in this research study.









After signing the Authorization, I can change my mind and:
· Not let the researcher disclose or use my protected health information (revoke the Authorization).
· [bookmark: Text11]If I revoke the Authorization, I will send a written letter to:      [name and contact information] to inform him/her of my decision.
· If I revoke this Authorization, researchers may only use and disclose the protected health information already collected for this research study.
· If I revoke this Authorization my protected health information may still be used and disclosed should I have an adverse event (a bad effect, or experience something unanticipated).
· If I change my mind and withdraw the authorization, I may not be allowed to continue to participate in the study.
Optional item: It has been explained to me that I will not be allowed to review the information collected for the research until after the study is completed.  When the study is over, I will have the right to access the information again.

[bookmark: Text12]This Authorization does [or does not] have an expiration date.  The expiration date is       [State clearly what the expiration date is if there is one]

If I have not already received a copy of the Privacy Notice, I may request one by contacting the Privacy Officer.  If I have any questions or concerns about my privacy rights, I should contact the VAMC Privacy Officer, Ms. Angela Mullins, at (423) 926-1171,  Ext 7620, or the East Tennessee State University, James H. Quillen College of Medicine Privacy Officer, Ms. Paula Wright, at (423) 433-6074. 

I am the subject or am authorized to act on behalf of the subject.  I have read this information, and I will receive a copy of this form after it is signed.



_________________________________            _____________________________________________
Signature of research subject or *research                        Date			 	SSN
subject's legal representative

_________________________________            _________________________________
Printed name of research subject or                      Representative's relationship to
*research subject's legal representative                           research subject

*Please explain Representative's relationship to patient/subject and include a description of Representative's Authority to act on behalf of Patient:
[bookmark: Text13]     
[bookmark: Text14]     
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 (
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)		VA FORM
 Mtn-Home		April 1991 (RS)  10-1086
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