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	VAMC:  John D. Dingell 
	VA Medical Center



[INSTRUCTIONS FOR FORM:
Please follow italicized instructions listed in brackets.
Delete all instructions from the consent template when finished.
Make sure that formatting is correct.
Only a size 12 font or larger may be used.
Consent given to participant must be one sided only.]

You are being asked to volunteer to take part in a research study at the John D Dingell VA Medical Center [list all other locations where the PI will be conducting this study]. Participation in this research study is voluntary. This consent form gives you information about the study. It is important that you read and understand the information on this form.

About [insert number] people will take part in this study at the John D Dingell VA Medical Center as well as about [insert number] throughout [insert location where study will be conducted; e.g., U.S., Europe, Canada, etc.].

[If applicable, add statement that sponsor is paying the VA to conduct the research.  For example:]  
This study is being sponsored by ___ [insert name of sponsor].  [Insert name of sponsor]___ is paying for the John D Dingell VA Medical Center to do this study.  The non-profit Metropolitan Detroit Research and Education Foundation will get the money.

[If the study is FDA regulated, you must add a statement informing the participant they can obtain information about the study at www.clinicaltrials.gov.  For example:]  
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.


Please read this form and ask any questions you may have before agreeing to be in the study.

PURPOSE OF RESEARCH STUDY:
If the treating physician is also the research investigator, some subjects may not realize they are participating in research, but believe they are just being treated for their condition.  By specifying the purpose of the research and describing experimental procedures, it is intended that subjects will be able to recognize the difference between research and treatment.
You are being asked to be in a research study of [insert a general statement about the study] because you [explain succinctly and simply why the prospective subject is eligible to participate].
In this research study, [provide a brief paragraph or two that describes the purpose of the research study in lay language (6th -8th grade reading level).  If a drug/device is involved, state whether or not it is experimental and who will be providing the drug/device.]

STUDY PROCEDURES: 
If you agree to take part in this research study, you will be asked to [explain in simple, nonscientific terms what the participants will be asked to do as part of the research study. Medical terminology should be simplified or explained. All abbreviations and acronyms should be defined. The following information, as applicable, should also be addressed in paragraph form:
1. Describe exactly what tasks the participant will have to do to take part in the research protocol—take medications, return for clinic visits, fill out a diary, refrain from certain activities, etc. [If several visits are identical, procedures/tasks can be collapsed under a general category.]
2. Clearly state how long each study visit will last, the frequency of visits, and the total duration of active treatment and follow-up. Give an estimate of how much time is required at each session for required activities such as completion of questionnaires, procedures, interviews, etc.

3. Describe what tests will be performed over what period of time. Clearly differentiate what is outside of the standard of care.
a. If blood or other tissue is to be collected, state in lay terms (i.e., teaspoons, inches, pounds, etc.) the amount, frequency, and method of collection as well as how the specimens will be used.
b. State how the participant’s identity will be protected.
c. Explain the need for any radiation exposure that is specific to the research protocol (i.e., X-rays or scans that would not be done except for participation in this protocol).
d. Identify all aspects of the research that are experimental.
4. NOTE: All procedures listed in the protocol should be included in the Study Procedures section.]
RISKS: [Select only the applicable statements that follow]

There are no known risks at this time to participation in this study. [If selected, delete the next paragraph].

By taking part in this study, you may experience the following risks: [describe in lay language the risks that are inherent to the study in order of severity and likelihood; when possible, quantify in percentage or likeliness of occurrence—e.g., most likely, likely, less likely. Include a description of the following category of risks, as applicable:
· Physical risks (e.g., nausea, vomiting, muscle aches, rashes, discomforts, etc.)
· Emotional risks (e.g., feelings of sadness or anxiety)
· Social/Economic risks (e.g., possible loss of confidentiality, possible effect to employment status)
· Legal risks (e.g., possibility of being arrested)
· List risks of other procedures that are involved in this research (e.g., MRI, PET scan, ultrasound, etc.).]

[If death is a possible or probable result due to drug or device, it should be stated here.]
 [List all standard of care medications and/or devices explicitly required by the protocol and their inherent side effects. It is preferred that multiple medications and side effects be referred to an appendix, but they may be incorporated into the body of the consent if preferred by the PI or sponsor.]  [If applicable, the following statement may be included:] As a part of the study, you will be taking (insert medication) that is part of the normal treatment for your disease or medical condition. Please refer to the appendix for all known side effects.
[Add paragraph when pregnancy risks are unknown]
There may be unknown risks to women who are or may become pregnant, to unborn babies, and to nursing infants. Therefore, to take part in this study, a medically acceptable form of birth control is required—for both male and female participants.  Medically acceptable birth control may include the following methods:  barrier protection—such as condoms, intrauterine devices (IUD), abstinence (not having sex), etc. Oral contraceptives may be used but should not be the only means of protection.  No birth control method completely eliminates the risk of pregnancy.  [Add when applicable,] You should inform the study doctor (PI) immediately if you or your partner intends to get pregnant or if you or your partner should become pregnant while participating in this research study, so that your choices and options can be explored and discussed. 

[Add when blood samples will be obtained]
Blood samples will be obtained from your veins. Possible side effects of obtaining blood samples are pain, bruising, bleeding, or infection at the blood draw site. Occasionally nausea, lightheadedness or fainting may occur.

[Add when photographs will be obtained]
Photographs will be taken of visible disease sites to monitor the progression of the disease, rash or lesion.  Every attempt will be made to avoid a full face photograph.  If this is not possible, the photograph will the ‘de-identify’ as much as possible, including a black box over the eyes.  There is a risk that a photograph may not protect your identity. You will also be asked to sign an additional VA form titled Consent to Use Picture.
[Also add]
There may also be risks involved from taking part in this study that are not known to researchers at this time.

BENEFITS: [select only one of the following paragraphs and delete the one that does not apply]
As a participant in this research study, there [select the appropriate verbiage, may/will] be no direct benefit for you; however, information from this study may benefit other people [if applicable, state—with similar health issues] now or in the future.

The possible benefits to you for taking part in this research study are [describe any direct benefit to the participant; e.g., information about health status, improvement in their medical condition, or any other personal gain other than financial]. [If there is also an indirect benefit to the participant, add: Additionally, information from this study may benefit other people (with similar health issues, add if applicable) now or in the future.]

STUDY COSTS:
Medical care that is part of this research project will be provided at no cost to you.

ALTERNATE COURSES OF ACTION: 
[If the study involves treatment and/or intervention, clearly spell out alternative procedures or course of treatment, if any, which may be appropriate for the participant. The only alternative might be not to participate in the study.]

STATEMENT OF RESEARCH RESULTS: 
When the results of this research are published or discussed in conferences, no information will be included that would reveal your identity.  [Delete the following if not applicable: If photographs, videos, or audiotape recordings of you will be used for research or educational purposes, your identity will be protected or disguised. (Describe the subject’s right to review and/or edit the tapes, who will have access, and when the tapes will be erased. Describe how personal identities will be shielded or disguised, etc.)].

SPECIAL CIRCUMSTANCES:   Delete this whole section when not applicable
There may be situations where a patient or a research participant is known to possess biologic materials with unique characteristics thought to have potential commercial value. In this case, if specimens are to be collected for research and the investigator expects that the specimens will be commercialized into a marketable product or sent to a commercial sponsor for research or development, the consent form must state this possibility. You will not receive any financial or proprietary interest in the samples or in any products or processes that may result from research on the samples.

COMPENSATION: [select only the applicable statement. Note: participants are not paid for participation, but are compensated for their time and inconvenience].
You will not be paid for taking part in this study.

[bookmark: _GoBack]For taking part in this research study, you will be compensated for your time and inconvenience [enter form of payment, amount of payment, and payment schedule. (Note: all payments to participants should be prorated for partial participation) The IRS requires that compensation greater than or equal to $600 be reported to the IRS-refer to http://www.irs.gov/pub/irs-pdf/i1099msc.pdf


CONFIDENTIALITY:  
All information collected about you during the course of this study will be kept confidential to the extent permitted by law. You will be identified in the research records by a code name or number. Information that identifies you personally will not be released without your written permission. Federal agencies including, but not limited to, the FDA, OHRP, ORO, and the VA Office of the Inspector General (OIG) may have access to the records. Please include a statement explaining where research records will be kept, e.g. “in a locked cabinet in the locked research office”. Also include a statement that copies of research records including a copy of the signed informed consent will be sent outside the Detroit VAMC, if appropriate.
It is not necessary to address the destruction of research data in the consent form but If you wish to, you must say:
If an FDA-regulated test article is involved, FDA requires a statement that the FDA may choose to inspect research records that include the subject’s individual medical records.

Research Involving the Future Use of Biological Specimens [Delete this section if not applicable]

[Include the following information:
1. The types of specimens that will be stored and the name and location of the bio-repository/tissue bank where they will be stored.
2. The types of future research that the sample will be used for. 
3. If the specimen will be shared with other researchers for approved research protocols.
4. The length of time the specimen will be stored. 
5. If the specimen will be labeled with a code that doesn’t contain any personal identifiers (i.e., protected health information as defined by HIPAA) and if the subject’s clinical data will be linked to the specimen.
6. When and under what conditions research results will be conveyed to the subject, the subject’s family, or the subject’s physician. 
7. The steps necessary for the subject to withdraw from the study and any future studies in which the specimens may be used. The consent must indicate what will occur to the data collected to that point and that the specimen and the code that links the subject’s clinical data to the specimen will be destroyed.
8. Disclose any potential commercial benefits and if the subject will receive money or other benefits.
9. Disclose any intent to perform genetic tests.
10. Disclose any potential risks to the subject or the subject’s family. Potential risks may include breach of confidentiality, which may lead to discrimination in the areas of employment, insurability, social stigmatization, or psychological stress caused by disclosure of adverse information to the subject or the subject’s family.

Research records will be kept in accordance with the VA record retention policy. Until that time your research records will be kept in a secure location.

RESEARCH PARTICIPANT’S RIGHTS:
You have read each page of this consent form or each page has been read to you.   A member of the research team has explained the study to you and answered all of your questions.  You have been told of the risks or discomforts and possible benefits of the study.  You have been told of other choices of treatment available to you.  You have been told that you do not have to take part in this study, and your refusal to participate will involve no penalty or loss of rights to which you are entitled.  You may withdraw from this study at any time without penalty or loss of VA or other benefits to which you are entitled.  
If you have any questions, concerns or complaints about this study now or in the future, you may contact [insert name of PI] or one of [his/her] research team members at the following phone number [insert telephone number]. If you have questions or concerns about your rights as a research participant or the validity of this study, the Chair of the Investigational Review Board can be contacted at (313) 577-1628. If you are unable to contact the research staff, or if you want to talk to someone other than the research team, you may call the Research Compliance Officer at (313) 576-4467 to ask questions or voice concerns or complaints or you may call the Patient Advocate at (313) 576-1000, ext. 65158.
The results of this study may be published, but your records will not be revealed unless required by law.  In case there are medical problems or questions, you have been told you can call Dr. [insert name of PI] at [insert telephone number] during the day and [insert name] at [insert telephone number] after hours. 

The VA will provide necessary medical treatment should you be injured by participation in this study.  You will be treated for the injury at no cost to you, but no provisions have been made for additional compensation.  No reimbursement, compensation or free medical care is offered by Wayne State University. (You can also add, if applicable, DMC hospitals, NIH, etc.) You may be among the veterans 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.
Your signature on this form indicates that you have had this research explained to you and your questions about it answered, and you voluntarily consent to participate in this study.  You will receive a signed copy of this consent form.
	x___________________________________
	x_______________________ x___________________

	Research Participant’s Signature
	Date
	Time

	x___________________________________
	x__________________________
	x____________

	Signature of person obtaining consent
(Study personnel must be approved by IRB.)
	(Print Name)

	Date
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