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Please read this form carefully.  It tells you important information about a voluntary research study. As your study doctor or study staff discusses this consent form with you, please ask him/her to explain any words or information that you do not clearly understand.  It is important that you understand the information on this form. If you would like to check that this study is approved by the Durham VAMC’s Institutional Review Board, please call the research office at (919) 286-6926 or (888) 878-6890, extension 6926. 
Why is this research being done? 

The purpose of this research is [Introduce the participant to the nature of the research and make a specific purpose statement. Please be as brief as possible.  When referring to medical terms that are commonly abbreviated, write out the full name and describe in layman’s terms the first time you mention it in the text.  When using statistics, indicate the number out of 100 instead of using a percent.]

[If applicable:  For all FDA-regulated research, there must be a statement that the purpose of the study includes evaluation of both the safety and effectiveness of the test article.]

You are being asked to participate in this research study because… [State how and why the subject was selected.]

[Indicate the number of participants involved in the study—local and multicenter numbers.]  

What is the experimental part of this research study?
[Describe in one sentence if possible; this is to highlight the difference between usual care and study procedures.  There must be a clear statement that describes the difference between being a research participant and a person not involved in this study. ] 

What procedures, drugs, or treatments are involved in this research study? 

If you agree to participate in this research study… [Give a step by step description of the procedures from selection of patients through follow-up.  Identify phases, if appropriate.]  [If you want to use a table of events, add table in this section.]

· [Discuss experimental procedures (do not call them investigational procedures).  Focus on invasive techniques, restriction of normal activities, long term follow-up, and possibility of receiving inactive materials.]

· [Make a clear distinction between procedures that are necessary because of the study and those that would be required as part of the participant’s usual care.  This includes increases in time, complexity, discomfort, and/or prolongation of hospitalization or hospitalization entirely for research purposes.]

· [If the study involves random assignment, the nature and probability of group assignment must be specified: Using a procedure like flipping a coin, you will have a 1 in 
   chance of receiving an inactive substance like a sugar pill (a placebo) instead of 
_.] 

· [If the participant and/or treating physician are to be kept blind to group assignment, this fact must be included.]

· [List the number of times a procedure is repeated.]

· [Indicate the duration of lengthy procedures, including questionnaires. This may be summarized for procedures done as a group.]

· [If blood is withdrawn, indicate both the frequency of the procedure and the total amount of blood in metric measures, followed by 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.]

· [If pregnant participants are to be excluded, the following statement is required for all women of child bearing potential]:  Since this research may have bad effects on an unborn child and should not be done during pregnancy, we will give you a pregnancy test. If you are pregnant, we will withdraw you from the study.  [If the research extends over more than several days, add a statement to indicate the following:] You also agree to avoid becoming pregnant (use contraceptives, take precautions against becoming pregnant, etc.) during this study.
· [For studies involving experimental drugs, devices, or procedures, the following statements must be included:]  

· Because this is a new (drug, device, procedure, therapy combination, etc.) we do not know all of its effects. You should contact the Investigator or a member of the study team if you have any questions. 
· We (I) cannot guarantee that you will be able to continue receiving this (drug, device, procedure, therapy combination, etc.) after this study is over.

· [If applicable, describe what will happen when the research study is over (e.g., describe cessation of treatment, etc.).]

· [Describe anything unusual about this study that is not covered above.]

· Commercial Product:  [If applicable, indicate that the Investigator believes that the human biological specimen(s) obtained could be part of, or lead to the development of, a commercially valuable product.] 

[If there are any optional sub-studies or future contact provisions of the study, list them here.  For each optional procedure that is listed, begin the section with:
Option 1: [(number sequentially) in bold face type.]  

· Sub-study Name:  [If applicable, indicate if there are optional or required sub-studies.  Describe the sub-study(ies).]
I agree to participate:   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   

Option 2: 

· Re-Contact:  [If applicable, indicate if the participant will be re-contacted for future research within the VA or outside the VA.  Describe how re-contact would be conducted.]
I agree to be re-contacted:   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   
What genetic testing is done in this study, and what is the risk? [include only if applicable]

[If there are any optional or required genetic testing provisions of the study, list them here.  [Describe genetic testing in layman’s terms.]

· [Address all risks of genetic testing:  see the Durham VAMC Genetic Guidelines.]

I agree to genetic testing:   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   
Will any of my data, blood, tissue or other samples be stored and used for future research? [include only if applicable] 
[If there are any optional or required future use provisions in the study, list them here.]
· Future Use of Specimens:  [If applicable, indicate whether the specimens are to be retained after the end of the study for future research, where the specimens will be retained, who will have access to them, how long they will be retained, and who to contact if participant wishes to withdraw samples for future use.]  

I agree to future use of my specimens:   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   
· Future Use of Data: [If applicable, indicate if any of the data will be retained after the study for future research, where the data will be stored, and who will have access to the data.]

I agree to future use of my data:   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  

Can i refuse to be in this research study or withdraw at a later time?

Absolutely.  You do not have to join this or any other research study.  If you do join and later change your mind, you may quit at any time.  If you withdraw from the study, no new data about you will be collected for study purposes.  If you refuse to join or if you withdraw from the study, there will be no penalty or loss of any benefits to which you are otherwise entitled.  This will not affect your relationship with or treatment by the Veterans Health Administration (VHA) or your rights as a VHA patient.  You will still receive all the medical care and benefits for which you are otherwise eligible.  

[Some studies involve medications or procedures that would be dangerous for subjects to discontinue abruptly.  In that case include the following]: Tell the researcher if you are thinking about stopping your participation in the study or decide to stop.  The researcher will tell you how to stop safely.  The researcher can evaluate any risks from the [drugs or intervention].  Another reason to tell the researcher that you are thinking about stopping is to discuss what follow-up care and testing could be most helpful for you.  [If applicable, provide information on any clinical considerations for withdrawal, including a description of the procedures regarding how to withdraw safely from the research (e.g., coming in for a close-out visit or a follow-up physical exam, getting lab work, etc.).]
What other options do i have? 

Taking part in this study is your choice. You have the option not to participate. [If applicable, discuss alternative research or non-research procedures or courses of treatment, if any, which might be advantageous to the participant. For example:  If you choose not to take part in this study, your other choices may include]:

· Getting no treatment

· Getting treatment without being in a study

· Getting a different experimental treatment/taking part in a different study

· [Add specific alternative procedures or treatments as applicable]

How Long will i be in this research study? 

[Indicate the participant’s approximate overall length of involvement in the study.] 

What are the risks and discomforts of participating in this research study? 

· [State any known risks, inconveniences, or side effects, with at least a rough estimate of number per 100, 1000, etc. of likelihood for severe events such as: loss of limb, coma, death, hemorrhage, etc.]

· [If any of the risks are specifically related to optional procedures, please indicate that by labeling the risk with “Risk related to Option 1,” etc.] 

· [If blood is to be drawn, include the mandatory discomfort statement: The risks of blood draws are pain, bruising, and rarely, fainting or infection.]
· [Discuss any measures taken to minimize hazards.]

· [Include risk associated with any ionizing radiation procedure identified in the study. Clearly state the level of exposure as normal or outside normal and routine exposure levels.]

· [Note that risks cannot be predicted.]

· [Include the effects these risks will have on the person’s health or person as a result of participating in the research study.]
· [When appropriate include the following statement: If you are of childbearing potential and become pregnant, the procedure or treatment or study medication might involve unknown risks to the embryo or fetus.]  

· [Discuss any physical, psychological, social and/or economic risk(s).]

· [Behavioral and Social Science Research (and medical research when applicable) should include a statement regarding risk of breach of confidentiality.]

· If you experience discomfort that you think may be related to the research, you can call the study team.

Will i benefit from taking part in this research study? 

You may not personally be helped by taking part in this study, but your participation may lead to knowledge that will help others.  [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. The participant should have a clear understanding of why the experiment is justified, without being coerced.]  

Does participation in this research study cost anything?

There will be no costs to you for any of the research treatment or research testing done as part of this research study.  Some Veterans are required to pay co-payments for medical care and services provided by VA.  These co-payment requirements will continue to apply to medical care and services provided by VA that are not part of this study.
Will i receive any compensation (money or other) for taking part in this research study? 

[When applicable, describe what a participant will receive for participating (e.g. money/direct deposit/check, gift certificate, travel expenses, or other compensation or reimbursement). Ex:  You will receive up to $100 for completion of this study.  If no compensation is offered, state that you will not be paid for participating in this study.]  
[Money that you receive for participating in research is considered taxable income per Internal Revenue Service (IRS) regulations.  The money may be reported to the IRS and you may receive an IRS Form 1099.]  

How will i be compensated? 

[The timing and method of compensation must be specific.   Always pro-rate compensation for individuals who, for whatever reason, don’t or can’t complete the study.  Ex:  The study involves five visits, and at each visit you will receive a direct deposit/check for $20 (or after each visit a check will be mailed to you).] 

Are there reasons that my research participation may end early? 

[Enter name of Principal Investigator] may take you out of the study without your consent for one or more of the following reasons: ...  [When applicable, list the anticipated circumstances under which the participant’s participation may be terminated by the investigator without regard to the participant’s consent. For example, the investigator may withdraw you from the study and stop study medication without your consent for one or more of the following reasons: study cancelled, investigator decides that continuing your participation could be harmful to you, failure to follow instructions of investigator and/or study staff, you need treatment that is not allowed on the study, etc.]

What will happen if i am injured while participating in the research study? 

The VA will provide necessary medical treatment should you be injured by being in this study.  You will be treated for the injury at no cost to you.  This care may be provided by the Durham VAMC or arrangements may be made for contracted care at another facility.  No promises have been given to you as the results and the risks of a research study are not always known in advance.  Every reasonable safety measure will be taken to protect your well-being.  You have not released this institution from liability for negligence. In case of research related injury resulting from this study, you should contact your study team. If you have questions about compensation and medical treatment for any study related injuries, you can call the medical administration service at this VA Medical Center at 919-286-6957.

Will my clinical or other research test results be shared with me? 

We will let you know of any important discoveries made during this study which may affect you, your condition, or your willingness to participate in this study. [If applicable, state that you will share important discoveries with other health care provider(s).]

Will the results of this research study be shared with me? 

[When appropriate, indicate if the participant will receive a report of the aggregate research results.  Also if appropriate, indicate whether any research results specific to the participant may be requested.  If those results may be made available to the individual participant, specify when they will be available (usually after the participant completes the study and/or once data has been analyzed).  If results will not be shared, state that you will not share research study data.]
Do any of the researchers have a financial interest related to this research study? 

[Provide information about who is paying for this study (i.e., name the Sponsor) and whether or not the Sponsor pays for any salary support.]

How will my research data be protected and secured?

[The following information MUST be identified in the consent:  1) describe where study data will be stored (Note: original research files must be maintained at DVAMC per VA guidelines), 2) who will have access, 3) clarify how inadvertent disclosure will be avoided, 4) method of data storage must be specific to identify media used, e.g. electronic, hardcopy paper, sponsor provided equipment/service.  Avoid technical terms. 5)  Include these statements: There are VA rules (called records control requirements) about how long your research records are kept. Right now the rules say your research records cannot be destroyed. This may change in the future; at that time we will follow the new VA rules. Your medical records will be maintained according to this medical center’s requirements.

[If applicable, include a statement that indicates who will have possession of questionnaires, videos, audio cassettes, who else will have access to them, how they will be secured, and the timing and method of coding and disposal.]  
Will anyone else have access to my research data?

If results of this study are reported to others, you will not be identified by name, by recognizable photograph, or by any other means without your specific consent.  

Your research records may be reviewed by Durham VA staff who are responsible for the safe conduct of this research. We may also provide your research records to federal agencies such as the Office for Human Research Protections (OHRP), the VA Office of the Inspector General (OIG), and the Office of Research Oversight (ORO). [If an investigational drug, device, or procedure is involved, include this statement:] The Food and Drug Administration (FDA) may choose to inspect research records that include your medical records. We may also disclose your information to [insert names and/or agencies such as pharmaceutical companies, CROs, IMR, sponsors, etc., including those who may receive information for reimbursement].  We will not share any information with these groups outside the VHA unless they agree to keep the information confidential and use it only for the purposes related to the study. Any information shared with these outside groups may no longer be protected under federal law. These groups may disclose your information to other groups. If the sponsor receives identified information, it is then the sponsor, and not the VA, who is responsible for the security of the information.
Are there any limits to the privacy and confidentiality of my research information? [include only if applicable]
Example: If during the study any information reveals suicidal intent, depression, or other major clinical findings, your primary physician will be notified. In addition, if you reveal current intent to harm yourself or someone else, we may be required to escort you or have you escorted to this hospital’s emergency room to be seen by staff in the Psychiatric Emergency Clinic (PEC). If during the course of the study you discuss or mention anything that gives us cause to suspect abuse or neglect of any child, elderly adult, or person with a disability, we are required by federal law to report the suspected abuse to your local Department of Social Services. 

Where can I find other information about this research study? 
[include if required by your sponsor.  If required, you must use the language below without any changes.] 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.

Who do i contact if i have questions or concerns about the research study?

If you have questions about the research or need to talk to the study team, you can contact [enter name of Investigator] at [(xxx)-xxx-xxxx] during the day or at [(xxx)-xxx-xxxx] at night.  [Optional:  You may also contact the study coordinator at (xxx)-xxx-xxxx during the day.  (Note:  it is not necessary to list the coordinator by name.  If you list by name and s/he leaves, this document must be amended and approved by the IRB)].  If you have questions about the research or your rights as a research participant, would like to obtain information, offer input, or have other concerns or complaints, you may contact the administrative officer of the research service at (919) 286-0411, extension 7632. 

Affirmation from participant
My rights as a research participant have been explained to me, and I voluntarily consent to participate in this study.  I have received an explanation of what the study is about and how and why it is being done.  I authorize the use and disclosure of my identifiable information as described in this form.  I will receive a signed copy of this consent form.  If I am a VA patient, a copy of this consent form will be placed in my medical record.
	
	

	Participant’s Signature/Legally Authorized Representative*
	Date

	Signature of Investigator or Person Obtaining Consent
	Date


*[If Legally Authorized Representative (LAR) use is not requested and/or approved, delete this sentence and “Legally Authorized Representative” from signature line.  LAR permission can ONLY be obtained with prior approval of the IRB.]
	Subject Identification (last, first, middle) and Social Security Number:
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