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INSTRUCTIONS:

1) Delete all instructions and text in italics and/or red font, including these.

2) Use lay language (2015 IOM report recommends 8th grade reading level):

· Use short sentences.

· Use simple, declarative statements where possible.

· Avoid using technical terms as much as possible.  If you must use them, explain what they mean in lay language.  

· Describe events in chronologic order in the procedures section.

· Restrict descriptions of procedures to those things the participants will actually experience.

· Use second person language, i.e., “You are invited to participate…”

3) The study title, Principal Investigator, and Version Date must be included in the heading on every page and updated with every revision.

4) Do not removed required language. Only review sections 

5) Required Sections- All sections in the template must be included in the Informed Consent Form (ICF) unless the instructions indicate otherwise (e.g. [if applicable])
6) Do not change the order of the sections in the template.
7) Remove optional sections, as applicable to the study.

8) Section headers - Do not end a page with a section header.

9) Multi-site studies--The consent form should only cover the DVAHCS research activities (research conducted while on VA time, utilizing VA resources (e.g. equipment), or on VA property).

10) The study title should be the same as the one in ClinialTrials.gov, if applicable.

11) If the study sponsor requires certain boilerplate language to appear verbatim, the boilerplate text may be used in lieu of templated language on this form. However, the following VA specific statements are required and must appear on the ICF: 1) 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 VAHCS or arrangements may be made for contracted care at another facility.  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. 2) 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-payments requirements will continue to apply to medical care and services provided by VA that are not 

      part of this study.
	OVERVIEW AND KEY INFORMATION

[The revised Common Rule requires that consent forms contain a concise and focused presentation of the key information to include reasons why one might or might not want to participate in the study.]

Please read this form carefully. You are being asked to participate in this research study because you [name condition or why subject is being selected]. This study is voluntary and will include only people who choose to take part. Ask your study doctor or study staff to discuss this consent with you, please ask him/her to explain any words or information that you do not understand. It is important that you understand the information on this form. 

The purpose of this study is to [describe in one sentence]
Your participation in this study will involve [summarize participant involvement in 1-2 sentences]

The greatest risks of this study involve or Some risks of this study include [list only the most common, known risks associated with the study intervention(s)]


Why is this study being done? 

The study is being done to  [Introduce the participant to the nature of the research and make a specific purpose statement. Be as brief as possible.]  
FDA Regulated Trials: If using an investigational drug, biologic, or device state what is FDA approved and what is investigational. If there is an investigational component, define investigational as: Investigational means this drug, device, biologic-is still being tested in research studies and is not approved by the U.S. Food and Drug Administration (FDA). 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.

Describe in one sentence, if possible, the difference between usual care and study procedures.  
How Many People Will Take Part in this Study
 Approximately XX people will be [enrolled; participate; randomized] in this study at the Durham VA Health Care System. [If Applicable X] XXX total people will take part in this study across different sites. 
How Long will i be in this study? 

Your participation in this study will last Indicate the participant’s approximate overall length of involvement in the study (days, weeks, or months). If applicable: We will continue to collect follow-up information for 6 months after your last study drug dose, for the rest of your life, etc.  
What is involved in this study? 

If you agree to participate in this research study you will be asked to sign and date this consent form. Give a step by step description of the procedures from selection of patients through follow-up, including: study drug(s), samples questionnaires, follow-up visits, contact, etc.  Identify phases, if appropriate, or consider laying out a timeline (e.g., On Day 1 you will…) or adding table of events.  Focus on invasive techniques, restriction of normal activities, long term follow-up, and possibility of receiving inactive materials. Include, as applicable:
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 XX chance of receiving an inactive substance like a sugar pill (a placebo) instead of XX.] 
Indicate if the participant and/or treating physician are to be kept blind to group assignment, this fact must be included.

Placebo controlled trials: 

· Define placebo: A placebo has no active ingredients and will have no effect, but will look the same as the active [drug or intervention/treatment] being studied. OR: A placebo is an inactive substance, like a sugar pill.
· Explain the rationale for using placebo
· Include the duration of time the subject will be on placebo, degree of discomfort, and potential effects of not receiving medication.
State if there is a placebo lead-in/run-in period or a washout period prior.
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.).
List the number of times a procedure is repeated.
Indicate the duration of procedures, including questionnaires. This may be summarized for procedures done as a group.
If blood is drawn, 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 must also agree to avoid becoming pregnant (use contraceptives, take precautions against becoming pregnant, etc.) during this study. Describe use and type of contraceptives that are appropriate for the study.
Required for studies involving biospecimens: Indicate if the study involves genetic testing and/or whole genome sequencing (i.e., sequencing of a human germline or somatic specimen with the intent to generate the genome or exome of that specimen). 
Describe any optional or required sub-studies. Consider using a separate consent for sub-studies.
One of the following statements must be included for all studies, including studies that have no planned optional or required specimen / data banking: Your [data / samples] may be stored and used for future studies without additional consent from you if identifiable private information, such as your name or medical record number, are removed. OR: Your [data / samples ] will not be stored and used for future studies even if identifiable information, such as your name or medical record number, are removed.
Required for all studies involving specimen collection: Your samples may result in commercial profit. You will not be compensated or profit from use of your samples.

If photographs, video, and/or audio recordings are  to be taken or obtained for research purposes, describe how the photographs, video, and/or audio recordings will be used for the research, and whether the photographs, video, and/or audio recordings will be disclosed

outside VA.

Future Use of Data and Contact For Future Research: [INCLUDE SECTION ONLY IF APPLICABLE]
If any of the participant’s data or contact information are going to be retained after the study for future research, the following information must be provided to the participant:

· Whether or not future use of data and/or re-contact is required for participation or optional. Note: If optional, the embedded questions below must be included.

· Whether data to be reused will be identifiable or de-identified

· Where will the data be stored

· Who will have access to the data

· Describe types of research to be conducted: Your data will be used in future research involving [specific condition or disease; any future research; unspecified future research].

If the subject is going to be re-contacted in the future about participating in future research, this must be specified.  Describe the circumstances under which the participant would be re-contacted and whether within the VA or outside the VA.  Describe how re-contact would be conducted
I agree to future use of my data:   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  

I agree to be re-contacted about participating in future research studies:  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No  
Note: Do not include the questions above if storage of data for future use, including re-contact, is required for participation. However, this participation requirement must be clearly stated in the preceding paragraphs.

Storage and Future Use of Samples: [if applicable; remove section if not applicable]
If specimens are to be retained after the study for future research, the following information must be provided to the participant:

· Type(s) of samples to be retained for future use (blood, tissue, cells, etc.)

· If tissue banking and future use samples is required for participation or optional. 

· Whether data to be reused will be identifiable or de-identified

· How long the specimens will be retained (e.g., indefinitely, 20 years, etc.) 
· Describe types of research to be conducted, if known. e.g., specific condition or disease; any future research; unspecified future research

I agree to future use of my specimens:   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No   
Note: Do not include the above question if tissue banking for future use is required for participation. This participation requirement must be clearly stated in the preceding paragraphs.

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

NOTE: Only describe risks associated with study procedures, not risks associated with standard of care procedures. 

For minimal risk research involving questionnaires or surveys or behavioral and social science research (and medical research when applicable), risks associated with psychological distress or loss of confidentiality must be stated. For example:  There are no known physical risks associated with this study. There is the potential risk of loss of confidentiality.  Every effort will be made to keep your information confidential; however, this cannot be guaranteed.  Some questions asked as part of this study may make you feel uncomfortable or increase distress. This discomfort or increased distress is usually temporary and well tolerated. You do not have to answer questions and you can take a break at any time. You can call the study team at any time if you experience any discomfort related to the research.
If you choose to take part in this study, you are at risk for the following risks or side effects. You should discuss these with your study doctor.
Describe the known risks associated with the study drug, device, procedure, intervention, etc. Consider using the below headings, as applicable. There is no standard definition for the below categories, but could be defined as: Common, occurring greater than 20% and up to 100%; Occasional, occurring 4% to 20%; rare, less than 3%.
COMMON, SOME MAY BE SERIOUS 
In 100 people receiving <type or name of study drug/device/procedure>, more than 20 and up to 100 may have:

• <insert bullet point list of risks>

OCCASIONAL, SOME MAY BE SERIOUS

In 100 people receiving <type or name of study drug/device/procedure>, from 4 to 20 may have:

• <insert bullet point list of risks>

RARE, AND SERIOUS

In 100 people receiving <type or name of drug/device/procedure>, 3 or fewer may have:

•<insert bullet point list of risks> 

Other risks, as applicable: 

Risks of drawing blood (if applicable): Pain, bruising, and rarely, fainting or infection.
Risks of Radiation (if applicable): Include risks associated with any radiation-related procedure identified in the study. Clearly state the level of exposure as normal or outside normal and routine exposure levels.

Genetic Testing Risks (if applicable): List risks that may be associated with genetic testing, which may include:
1. Social Risks: Breach of confidentiality could impact insurability, employability, reproduction plans, family relationships, immigration status, paternity suits, or stigmatization. Mention that VA healthcare benefits cannot be denied by the results of a genetic test. See below, section G.

2. Psychological risks: Information is disclosed, psychological effects may result from learning the results of a test, learning that no effective therapy exists, or disclosing results to family members.

3. Physical risks: Physical risks associated with collecting samples (via blood draw, cheek swab, etc.).
4. Other: Implications of finding potentially inheritable mutations for the patient and family member.

If genetic testing is involved, this sentence must be stated verbatim: VA has no policies that would deny benefits based on genetic information. 
Risks of washout period or a placebo run-in period (if applicable):  Washout risks should include a statement about potential worsening of symptoms.
Describe risks associated with study related x-rays, EKG, PET, MRI, contrast agents, CT, Echo, etc., as applicable. 

 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.
When appropriate include the following statement: If you are of childbearing potential and become pregnant, the study [procedure, treatment, drug, device] might be harmful to the unborn child. Some of risks to the unborn child may not be currently known.  
Discuss any measures taken to minimize hazards.
For studies involving investigational drugs, devices, or procedures, the following statements must be included:  Because this is an investigational [drug, device, procedure, therapy combination, etc.] we do not know all its effects. You should contact the Investigator or a member of the study team if you have any questions or experience a side effect that you think might be related to the research. For non-FDA regulated trials and all other studies include: There may be risks and discomforts that are not yet known. 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 benefit from taking part in this study, but your participation may lead to knowledge that will help people in the future.  Describe any direct potential benefits to the participant. The participant should have a clear understanding of why the experiment is justified, without being coerced.
What other options or Alternatives do i have? 

Taking part in this study is your choice. You may choose to not participate. Describe alternative non-research procedures or courses of treatments available, if any, that may be advantageous to the subject. If standard treatment is part of this study, state that subjects receive the treatment outside of participating in the study.
Trials involving placebos: Inform subjects of viable alternatives to being placed on placebo, if applicable.

How will my research data be protected and secured?

Your information used for this study will be kept confidential as required by law. The results of this study may be used for scientific purposes or for publication, but these results will not include any information that would identify you. Your identity will not be disclosed without your consent, or unless required by law. Your research records will be maintained and destroyed according to VHA records retention requirements. 
Describe:  1) where study data will be stored (Note: original research files must be maintained at DVAHCS 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.  
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 if applicable, 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.
[required for studies issued a Certificate of Confidentiality] Certificate of Confidentiality: To further protect your privacy, this study has been issued a privacy permit to help protect your research records if requested for a court case or for other proceedings. 
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). Example:  You will be reimbursed up to XX for your participation in this study.  If no compensation is offered: You will not be paid for participating in this study.  

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 VAHCS or arrangements may be made for contracted care at another facility.  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.

What Are My Rights to Decline Participation or Withdraw From The Study?

You can choose to not be in this study, or, if you agree to be in the study, you can withdraw at any time.  If you withdraw from the study, no new data about you will be collected for study purposes. We will keep and use the data that we already collected before you withdrew your consent.

If you choose to not be in the study 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.  

If the study involves medications or procedures that would be dangerous for subjects to discontinue abruptly, include the following: Tell the study doctor if you are thinking about stopping your participation in the study or decide to stop.  The study doctor will tell you how to stop safely.  The study doctor can evaluate any risks from stopping 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.).
Withdrawal of Samples for Future Use [if applicable; remove section if not applicable]
If you agree to allow your samples with information that would link your sample to you to be kept for future research, you can change your mind at any time. To withdraw your samples, contact [Principal Investigator name] in writing and let him/her know you are withdrawing permission for your identifiable samples to be used for future research. [PI name] mailing address is: 
[Address]
If your identifying information, such as your name or medical record number, are removed from your samples, we will no longer be able to identify and withdraw the samples.
Withdrawal of Data for Future Use  [if  applicable; remove section if not applicable]

If you agree to allow your data with information that would link the data to you to be kept for future research or for re-contacting, you can change your mind at any time. To withdraw your data, contact [Principal Investigator name] in writing and let him/her know you are withdrawing permission for your identifiable data to be used for future research. [PI name] mailing address is: 

[Address]
If your identifying information, such as your name or medical record number, are removed, we will no longer be able to identify and withdraw your data.
Are there reasons that my research participation may end early? [if applicable; remove section if not applicable]
[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 subject’s participation may be terminated by the investigator or by the sponsor without regard to the participant’s consent. For example, The investigator may withdraw you from the study without your consent for one or more of the following reasons: You have serious side effects, your condition worsens, or your study doctor decides it is no longer in your best interest to continue in the study, or failure to follow instructions of investigator and/or study staff.
We will tell you about new information that may affect your health, condition, welfare, or willingness to participate in this study.
Will the results of this research study be shared with me? 
Indicate if the participant will receive clinically relevant research results, including individual research results and, if so, under what conditions.
Do any of the researchers have a financial interest related to this research study? [if applicable; remove section if not applicable]
Include any real or apparent financial conflict of interest associated with a DVAHCS investigator.
Where can I find other information about this research study? [if applicable; remove section if not applicable]
Include if study will be registered on ClinicalTrials.gov: 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 name of Investigator at (xxx)-xxx-xxxx during regular business hours or at (xxx)-xxx-xxxx after hours.  Optional:  You may also contact the study coordinator at (xxx)-xxx-xxxx during regular business hours.  (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 177632.  If you would like to check that this study is approved by the Durham VAHCS’s Institutional Review Board, please call the research office at (919) 286-6926 or (888) 878-6890, extension 176926.
Affirmation from participant
I have read this form or it has been read to me. 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.  
	
	

	Signature of Participant

	Date

	Signature of Person Obtaining Consent
	Date


[NOTE: The below signature block for Legally Authorized Representatives (LAR) is only used for populations unable to provide informed consent.  Only use the LAR signature block in place of the participant’s signature block if it has been explained in the protocol new study application (subject to approval by the IRB) that these types of populations are going to be used in the study).  Delete this section if you do not plan to enroll participants using an LAR. NOTE:   LAR permission can ONLY be obtained with prior approval of the IRB. Remove these instructions and the below signature blocks if LARs will not be used.]
	
	

	Signature of Legally Authorized Representative

	Date


	Signature of Person Obtaining Consent
	Date


	Subject Identification (Last, First, Middle Initial)
	IRB Approval Date
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