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Are you a participant in any other research studies?             _____Yes     _____No

DESCRIPTION OF RESEARCH BY INVESTIGATOR
We are asking you to volunteer to take part in a research study at the VA Western New York Healthcare System [VAWNYHS].  You must read and understand the information on this form.  [Indicate #] participants will be enrolled from this Medical Center.  [Indicate #] participants will be entered in total.  This study is sponsored by _____________.  [If the PI/research team has any relationship with the sponsor or possible financial gain it should be noted here. UB-SUNY if a sponsor should be listed.]
1.  What is the purpose of this study? 

1.1 This study will...
[Content: Introduce the participant to the nature of the research, why it relates to the participant’s condition, and make a specific purpose statement including use of experimental drug/procedure/device:]
[When referring to medical terms that are commonly abbreviated, write out the full name the first time you mention it in the text, and subsequently use the abbreviation.  When describing incidence or risks, indicate the number out of 100, instead of a percent.]

2.  What will be done if you take part in this research study?

[This section describes the PROCEDURES of the study.  Use layman terms and add the approximate length of time it will take to complete each aspect of the study.]
[Content:]

2.1  [Start this section with:]  If you consent to take part in this study ...

2.2  [Give a step-by-step description of the procedures, from selection of participants through follow-up.  Identify phases, if appropriate. For example, On Day 1 this will occur, On Day 2, Week 1 etc.]

2.3  [Discuss experimental procedures (do not call them investigational procedures).  Focus on invasive techniques, restriction of normal activities, long term follow-up, and the possibility of receiving inactive materials.]
2.4  [Make a clear distinction between procedures/appointments that are necessary because of the study and those which would be required as part of the participant’s usual care.  This includes increases in treatment time, complexity, discomfort and/or prolongation of clinic visits or hospitalization, or visits entirely for research purposes.]

2.5  [If the study involves random assignment, specify the nature and probability of being assigned to which group:]
Using a process like flipping a coin, you will have a one in 

 chance of receiving a sugar pill instead of 
    
.
2.6  [If the participant and/or treating physician are to be kept blind to group assignment, this fact must be included.]

2.7  [When appropriate, the participant’s approximate length of involvement in the study shall be indicated.]

2.8  [The number of times a procedure is to be repeated shall be noted.]

2.9  [An estimate of the duration of lengthy procedures, including questionnaires, should be indicated.  This may be summarized for normal procedures done as a group.]

2.10  [If blood will be withdrawn, both the frequency of the procedure and the total amount of blood should be indicated in metric measures, followed by approximate volume given in teaspoons, tablespoons, ounces, pints, etc., as appropriate.  For studies involving a large number of samples to be drawn over an extended time interval, an estimate can be given.]

2.11 [For studies involving investigational (experimental) drugs, devices, or procedures, the following  3 statements must be included verbatim:]

(a) Because this is a new _____________________ we do not know all its possible bad effects. You should contact _____________________ at ______________ if you have any bad effects. [Include this information about the investigator here, even if it is repeated elsewhere.]
(b) We cannot guarantee that you will continue receiving this _________________ after this study is over.
(c) You have been informed that because this study involves articles regulated by the Food and              Drug Administration (FDA), the FDA may choose to inspect research records identifying you as a participant of this investigation. 
2.12  If the investigator finds that you are not following the study protocol, or are unable to meet requirements of the study, or if funding is discontinued, your participation in the project can be discontinued by the investigator without your permission. 

[For studies involving banking of human specimens, include the following section—NOTE only VA approved off-site locations can be used.  The name and location of the tissue BANK needs to be indicated.  Otherwise specimens will need to be destroyed at the conclusion of the tests (genetic testing or a cell line) specifically must be spelled out for study.  ALL specimens must be de-identified and cannot be linked to participant and the consent must state this. The disposition of the specimens at the end of the study and/or banking must be clear. State if the specimens and all links to the clinical data can or cannot be removed upon the participant’s request.] 

2.13  Would you be willing to allow specimens of your _________________ to be banked?

(Initial one) I _________ (consent)  _________ (do not consent) to the use of my biological specimens for future research.  I understand that the results from such future research (will or will not) be told to me.  I understand that if I do not consent to the future use of my biological specimens, they will be destroyed after the end of this research study.
[If the researcher believes that bodily fluids, substances or tissues of a research participant could be part of or lead to the development of a commercially valuable product, also include the following statement verbatim, specify if the results will or will not be  told to the participant]:

I understand that the use of my bodily fluid, substance or tissue could lead to the development of a commercially valuable product.  [Initial one] I________(authorize) ________(do not authorize) its use for this purpose.  I understand that the results from such future research (will or will not) be told to me and I will not receive financial compensation from development of such products (unless either of the statements is not valid for the study).
3.  What are the possible discomforts and risks?

[Content:]

3.1  [State any known risks (consider all risks which may be psychological, social or economic, as well as physical), inconveniences, or side effects, with at least a rough estimate of number per 100, 1000, etc. of likelihood for severe events such as:  infection, loss of limb, hemorrhage, coma, death, etc..]

3.2  [If blood is to be drawn, include the following risks:] Pain, bruising, and rarely, fainting or infection.

3.3  [Discuss any measures taken to minimize hazards.]

3.4  [Note that risks can not be predicted, and indicate what will be done to minimize risks]

3.5  [Include the effects these risks would have on the person’s health or person as a result of participating in the research study.]

3.6  [For women of child bearing age:]

[If potentially pregnant participants are to be included, the following statement is required for all women of child bearing age...]

This study may have bad effects on an unborn child.  The study should not be done during pregnancy.  To my knowledge, I am not pregnant now.  I understand that, it is necessary that a pregnancy test be done before I start the study.  I agree not to become pregnant during this study.

[Indicate whether, and for how long, females and/or males would need to restrain from unprotected sexual intercourse, and whether the PI needs to be made aware of any births within a certain timeframe.]
4.  What are the possible benefits to you or to others?

[Content:]

4.1  [Describe any potential benefits to the participant, society, or future patients with similar conditions. This section should answer the question of how the benefits outweigh the risks and discomforts. It should indicate whether such results could be obtained by other methods or at random. The participant should have a clear understanding of why the experiment is justified, and that the participant should not feel coerced to participate.]

4.2  [If there are no clear benefits to this participant, include the following:]

You may not be helped by taking part in this study.  Your participation may lead to knowledge that will help others.
5.  If you do not want to take part in this study, what other options or treatments are available to you?

[Content:]

5.1  [Discuss the consequences of not being involved in the study including whether and how the evaluation/treatment received would be different.  If there are no other treatments available, then indicate that the participant will continue to receive standard of care,]

5.2  [Where appropriate, include the consequences of a participant’s decision to withdraw from the research.]

5.3  [Where appropriate, include the set procedure for safe and orderly termination of participation when abrupt termination would impose risks.]

6.  What will happen with the research results?

[Content:][Consider the statements below, as applicable.  The wording should be changed only for substantive reasons and without changing the meaning.  The intent of the statements and all parts of the statements should be retained.]
6.1  We will let you and your doctor know of any important discoveries made during your participation in this study that might affect you, your condition or your willingness to take part.

If results of this study are reported in medical journals or at meetings, you will not be identified by name, by recognizable photograph, or by any other means without your specific consent.  

7.  Special Information

[Content:][All of the following items must be included in this Section.  Modification is allowed in item 3 when applicable.  This section represents an affirmation to the participant concerning participation.]

7.1  You are not required to take part in this study.  Your participation is voluntary.

7.2  You can refuse to take part now.  You can withdraw from the study whenever you wish after giving your consent.  This will not interfere with your regular medical treatment, if you are a patient.  If you have questions about your rights as a research participant or if you think you have a research-related injury, you may contact the Chair of the Research & Development Committee at (716) 862-6528 or the patient advocate, Hank Patronski, at (716) 862-8814.  You may also contact Mr. Patronski if you have concerns, questions, or complaints and cannot reach the research team or wish to talk to someone else.    
7.3  There will be no costs to you for any treatment or testing done as part of this study.   [If participants will be compensated for participating in the study, indicate the amount and method of disbursement, i.e., incremental or in full at the end of their completion.  Research participants must be informed that payments of $600 or more in a given calendar year are considered reportable income by the IRS and they are responsible for appropriate income tax follow-up. If a participant will be paid $600 or more for a single study, they should receive a 1099 form with the payment]t 
7.4  Eligibility for medical care is based on the usual VA eligibility policy.  Eligibility is not guaranteed by taking part in a study.
7.5  The VA will provide necessary care to you if you are injured by taking part in this study.  This does not apply if you are injured because you did not follow research procedures.  The VA will not pay you for lost wages, pain, or suffering.
[The following paragraph should be included for UB investigators whose studies are to be conducted on VA premises including the CTRC, whether they involve veterans or non-veterans.  Approval will need to be obtained from both the VA-IRB and an UB-HSIRB.] 

Routinely, the Buffalo General Hospital, Erie County Medical Center, Millard Fillmore Hospital, and/or the University at Buffalo, State University of New York, its agents, or its employees do not compensate for or provide free medical care for human participants in the event that any injury results from participation in a human research project.  In the unlikely event that you become ill or injured as a direct result of participating in this study, you may receive medical care from the VA Medical Center in accord with applicable VA law, regulation, and policy.
[The following paragraph should be included for sponsored (drug) studies if the sponsor does not supply its own specific language.]

If you are hurt as the result of taking part in this study, only doctors fees and medical expenses not covered by your medical and hospital coverage or a third party coverage [will/ will not] be paid at no expense to you by the sponsor [fill in name].  Any expenses not covered by these entities may be covered by the VAMC, consistent with applicable law, regulation, and policy.  Financial compensation for such injuries is not available.  However, you are not giving up any legal rights that you would otherwise have as a participant in a research study.

7.6  If you have a medical record at this facility, a copy of this signed consent form will be placed or scanned in your medical record.  Your medical records will be maintained according to this Medical Center’s requirements.

AUTHORIZATION FOR ACCESS AND RELEASE OF PROTECTED HEALTH INFORMATION Health Insurance Portability and Accountability Act (HIPAA) 
•  Access to information about you  (Protected Health Information (“PHI”)) will be obtained during the course of this research study under the direction of "_____Place the PI’s name here___".
•  This will include information that is used to determine your eligibility for this study, and information collected from the procedures that are carried out as a part of the research study.  These may include the following types of medical information:

· your medical history, physical exam, laboratory tests (blood and urine), x-rays 

· response to any study treatments you receive

· information related to study visits and phone calls

· other tests or procedures that may be performed 

· other medical information relating to your participation in this study
· your death certificate  [include only if necessary]
• You authorize the Veterans Health Administration (VHA), the study doctor and his support staff to access and disclose this information to those carrying out the study, including a Study Sponsor and/or the Sponsor’s associates who work to monitor and oversee the study, if applicable.
• The Sponsor agrees to keep your PHI confidential, which will minimize the risk that it will be released to others without your permission.

[Please include one of the following three statements for your protocol, as appropriate:]

· Your authorization has no expiration date.  The researchers may continue to rely on your authorization to obtain and use PHI about you unless you revoke this authorization in writing. 
· Your authorization will expire at the end of the research study.  After that time, your authorization may not be used to obtain additional information about you.
· Your authorization will expire and your protected health information collected for the purposes of this study will be destroyed on ____[DATE]_____.
By signing this consent form you authorize these uses and disclosures of your PHI. If you do not authorize these uses and disclosures, you will not be able to participate in the study.
• You have the right to see and copy any of the information gathered about you, but not until the study is complete.  You also have the right to withdraw this permission at any time by providing a written request to the Investigator.  If you withdraw your permission, no new health information that might identify you will be gathered after that date.  Information that has already been gathered may still be used and given to those previously authorized. 

• The VHA complies with the requirements of the Health Insurance Portability and Accountability Act  (HIPAA) of 1996 and its privacy regulations and all other applicable laws that protect your privacy.  We will protect your information according to those laws.  Even with this protection, there is a possibility that your information could be used or disclosed in a way that it will no longer be protected.  Our Notice of Privacy Practices provides more information on how we protect your information.  The research team will provide a copy of this document at your request.
You will be given a copy of this signed consent form.
AFFIRMATION FROM THE PARTICIPANT
RESEARCH PARTICIPANTS' RIGHTS:  I have read or have had read to me all of the above. 

 __Place the PI's name here___ or [his/her] designee, ____________________ has explained the study to me and answered all of my questions. If I have questions later, I understand I can contact ___Place the PI's name here__.   I have been told of the risks or discomforts and possible benefits of the study.  I have been told of other choices of treatment available to me.

I understand that I do not have to take part in this study.  My refusal to take part will involve no penalty or loss of rights to which I am entitled.  I may withdraw from this study whenever I wish without penalty or loss of VA or other benefits to which I am entitled.
In case there are medical problems or questions, I have been told I can call ___Place the PI's name here___at  716-_____ during the day and  ___Place the PI's name here___at  716-_____ after hours.  If any medical problems occur in connection with this study, the VA will provide emergency care.

I understand my rights as a research participant.  I voluntarily consent to take part in this study.
I understand what the study is about and how and why it is being done.  I agree to the use of my identifiable information.    

Confidentiality:  Any information obtained about you in this study will be treated as confidential and will be stored as stated in the Privacy Act of 1974.  In order to comply with federal regulations, records identifying you may be inspected by representatives of the sponsor or sponsors of this study:

· The VA WNYHS Medical Center Institutional Review Board (VAWNYHS IRB),
· The UB-HS-IRB, 
· VA Research Staff,
· The Office for Human Research Protections (OHRP), 
· The Association for the Accreditation of Human Research Protection Program (AAHRPP),
· VA Office of Research Oversight (ORO), 
· Buffalo Institute for Medical Research (BIMR),
· The Department of Health and Human Services (DHHS), 
· The Food and Drug Administration (FDA), 
· The Government Accounting Office (GAO).
Anyone who has access to the VA Computerized Patient Record System (CPRS) could find out you are a part of this study.  By signing this document, you consent to such inspection.  

__________________________________________________

__________________

Participant's Signature


Participant (Print Name)

Date



__________________________________________________





Witness of Participant’s Signature          Witness (Print Name)
 
Date 
(Study personnel cannot witness)
__________________________________________________






Signature of Individual Obtaining Participant’s Consent


Date 
__________________________________________________
Signature of Investigator

[If the IRB has approved the use of a Surrogate's signature, insert the following signature and date blanks under the Participant's signature before the blanks for the witness: otherwise delete the Surrogate blanks. Otherwise delete.]
____________________________________________________                __________________
Surrogate/Legal Representative Signature               (Print Name)
 
Date


________________________________________

Relationship to Participant


 Participant’s Initials: _____________

Name: _______________________________________
  

                 Last, first, middle

Social Security # ____________________

Veteran _____   Non-Veteran _____


   

Version: (Date)_______
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