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	Subject Name:   
Subject ’s Complete SSN: 

	Title of Study:   
 
	VA Study ID#: 


	Principal Investigator:   

	VAMC:  
NWIHCS



[bookmark: _GoBack][INSTRUCTIONS:   Delete this paragraph after reading.  This document is a “Microsoft Word” document.  The top portion of this document is set up as a “Header”.  This means to complete this portion (the grayed area) of the consent form, you will need to double-click in this portion so that the “Header and Footer Tools” appears in the toolbar.   To enter text double-click the text box.  To exit the header and begin in the main body of the consent form click “close” on the toolbar.   The text throughout this document in red, blue, bolded, and inside brackets offers guidance and suggestions.  Delete this text and replace it with the appropriate wording for your study.]   THE PORTIONS IN BLACK ARE REQUIREMENTS AND MUST BE KEPT.

[A Statement that the study involves research.]  This study involves research.

PURPOSE:  [Explanation of the PURPOSE of the research.] The purpose of this research study is [general description of the project – what is being investigated, what knowledge is to be gained].
You are being asked to participate in this research study because you [complete this sentence by describing why the person reading the consent is a possible subject for your project.  For example, …have been diagnosed with lung cancer, …are taking an introductory psychology class, …are a teacher, …are a jogger, …are a healthy adult, etc.].   

[If applicable, explain any Research Financial Conflict of Interest (Appendix S). The following text is a sample statement and can be modified as necessary to fit the circumstances).]
Dr. [Insert name as applicable], the principal investigator affiliated with this study, has received consulting fees from [insert text as applicable] and other companies that make drugs for [insert indications] treatment.

DURATION:  [Expected DURATION of the subject’s participation:] If you agree to participate, your involvement will last for [length of time and number of visits for one subject’s participation.  If more than one contact is involved in the study, length of time for each contact, and how long in between each contact].   


PROCEDURES:  [Description of the PROCEDURES to be followed.  Identify which procedures are done for research purposes.] The following procedures are involved in this study.  [Describe, step by step, what is going to happen to the research subject if he/she decides to participate.] [For survey or questionnaire studies, include a statement that the subject is free to skip any questions that he/she would prefer not to answer.]  [If measures to prevent pregnancy should be taken while in the study, that should be explained.]

PROCEDURES THAT ARE EXPERIMENTAL:  [Identification of any PROCEDURES THAT ARE EXPERIMENTAL.]   [Describe any experimental procedures.  Use subheadings as appropriate.  For complex protocols, consider including a chart or table showing which procedures/tests are performed at each visit.]

RISKS/DISCOMFORTS:  [Description of any reasonably foreseeable RISKS/DISCOMFORTS:]	
The possible risks/discomforts associated with participating in this research project are as follows.  [Describe the risks - psychological, physical, social and economic (including legal and employment).  If there are no known risks, state that there are no foreseeable risks to participating.]   [If relevant animal data are available, the significance should be explained to potential participants.] 

[An example of appropriate language:]
[Blood samples will be taken at least x times during the study. To get a blood sample, a needle will be stuck in your arm. When this happens, you may feel a bit of discomfort or you may feel dizzy or lightheaded. There may even be slight pain and a small amount of bleeding, discoloring, or bruising at the site where the needle was put in. Sometimes, there is also the risk of infection or phlebitis (a condition that could lead to a blood clot). The total amount of blood taken at blood drawing visits will be about (insert amount).]

BENEFITS:  [Description of any BENEFITS to the subject or others, which may reasonably be expected from the research.] There [{may be / will be} - select the appropriate phrase] no personal benefit for participating in this study.  However it is hoped that, in the future, society could benefit from this study by [describe the possible benefits to society].


ALTERNATIVE PROCEDURES:  [Disclosure of appropriate ALTERNATIVE PROCEDURES or courses of treatment, if any, which might be advantageous to the subject.] Before deciding whether to participate in this study, your doctor/designee will have discussed the other options that are available to you.  Rather than participating in this study, [list the alternative treatments or procedures.   If the subject can receive the study intervention without participating in the research, that should be described.  If there are no alternative procedures or courses of treatment, state this (i.e. one time blood draws or surveys)].

CONFIDENTIALITY:   [Describe the extent to which CONFIDENTIALITY of records identifying the subject will be maintained.]  [Include the following:]  The results of this study may be published but your identity and records will not be revealed unless required by law.  Any information obtained about you in this study will be treated as confidential and will be safeguarded in accordance with the Privacy Act of 1974 and HIPAA.  Information published or presented about the results of the study will be in a form that does not identify any particular participant.  You understand that, in order to comply with federal regulations, records identifying you may be inspected by the representatives of the sponsor(s) of this study*, and professional or government organizations that conduct and oversee the conduct of research activities (e.g., Office of Human Research Protection (OHRP) and the Food and Drug Administration (FDA)), an accrediting organization currently under contract with the VA, the VA Research Service and its nonprofit research organization.  By signing this document, you consent to such inspection.  Destruction of the research records will be in accordance with the VA record control schedule.  [If an FDA-regulated test article is involved, the FDA requires a statement that the FDA may choose to inspect research records that include the subject’s individual medical records.]  [*Additional information, such as the sponsor’s name, should be added to this paragraph.]    [Insert the following if this is a clinical trial:  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.]






                                                                                                  
RESEARCH RELATED INJURY:  [Provide an explanation, regardless of risk level, as to whether any compensation is available if injury occurs, AND an explanation as to whether any medical treatments are available if injury occurs and, if so, what they consist of, or where further information may be obtained. {Reference VHA Handbook 1200.05} Except in limited circumstances, the necessary care must be provided in VA medical facilities.  {VHA Handbook 1200.05} 

Exceptions include: 
· Situations where VA facilities are not capable of furnishing economical care,
· Situations where VA facilities are not capable of furnishing the care or services required,
· Situations involving a non-veteran research participant,
· With reference to above three situations, Directors may contract for such care.
· Situations when a research participant needs treatment in a medical emergency for a condition covered by this section, VA Medical Facility Directors shall provide reasonable reimbursement for the emergency treatment in a non-VA facility.
Sponsor language about research-related injury payment should not be included in the consent form.]

[Include the following] If you are injured as a result of your participation in research, the VA will provide emergency care and appropriate medical therapy at no cost to you.  In addition, if you suffer any adverse drug experience resulting directly from your participation in the study, [insert sponsor name], the sponsor of the study, will provide reimbursement for the reasonable costs of medical treatment to the extent such costs are not covered by the VA or by your medical insurance.*  No other form of compensation is routinely available.

*Note:  If the study does not include an investigational drug, this part of the sentence can be removed.

The above requirement does not apply to:
1.  Treatment for injuries that result from non-compliance by a research participant with study procedures.
2.  Research conducted for VA under a contract with an individual or non-VA institution.  [Information on the responsibility for research-related injury under such circumstances must be included in the consent form.  It is strongly suggested that the investigator make provisions for coverage of such cost in research awards and contracts.]
WHOM TO CONTACT:  [Include the following:] For answers to pertinent questions asked about the research and research subjects’ rights, to voice concerns or complaints, or in the event of illness or injury that you believe to be related to the study, please contact Dr.       at       during the day and Dr.       at       after hours.  To discuss problems, concerns and questions, to verify the validity of the study, to obtain information or to offer input with an individual who is unaffiliated with a specific research study, contact the Research Administrative Officer at 402-995-3541.

VOLUNTARY PARTICIPATION:  [Include the following]:  You understand that participation in this study is voluntary and your refusal to participate will involve no penalty or loss of benefits to which you are otherwise entitled.  You may discontinue participation at any time without penalty or loss of benefits to which you are otherwise entitled.   [Any language limiting the participant’s right to withdraw from the study will not be permitted in consent documents.]    

RESEARCH SUBJECT NOT REQUIRED TO PAY FOR CARE: [A statement that a veteran-participant will not be required to pay for care received as a participant in a VA research project.]  [Investigators need to note that charges will not be made to the subject for medical services, including transportation furnished, as part of a VA-approved research study.   Exceptions are as follows]   

[Veterans receiving medical care and services from the VA that are not rendered as part of the VA-approved research study, must pay any applicable co-payment for such care and services.  Suggested wording for the consent form to note this requirement is:] 
Some veterans are required to pay co-payments for medical care and services provided by the VA.  These co-payment requirements will continue to apply for medical care and services provided by the VA that are not part of this study.   
 [If services are furnished to a person who is not eligible for the services as a veteran, the medical care appropriation will be reimbursed from research funds.]                              

AUTHORIZED STUDY PERSONNEL: The following research team members will be involved in the consent form process, including informing you about all aspects of the trial and obtaining documentation of informed consent.  [List the names and phone numbers of the Principal Investigator(s), sub-investigators and research team members who will be involved with the consent form process.  Identify who is eligible to inform the prospective subject about all aspects of the trial and obtain documentation of informed consent.] 


[ADDITIONAL ELEMENTS ARE ONLY REQUIRED WHEN APPLICABLE TO STUDY]


[UNFORSEEABLE RISKS:]  [A statement that a particular treatment or procedure may involve currently unforeseeable risks to the participant* (or to the embryo or fetus*, if the participant is or may become pregnant*).]
*Note:  Other guidance documents include the following:
Guidance on Collecting Data on Pregnancy and Outcomes of Pregnancy from VA Research Subjects and Pregnant Partners of VA Research Subjects for Safety Monitoring (04/18/2014)

[The following text is sample wording, and could be modified based on circumstances].  If, during this study, you become pregnant, you should notify the study doctor as soon as possible.  The study drug will be stopped.  The study doctor will ask about the progress and outcome of your pregnancy.  You will remain in the study.  After your pregnancy, the study doctor may ask you to begin taking study drug again when it is safe to do so.

[PARTICIPATION MAY BE TERMINATED:] [Anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's consent.
a. An unexplained statement that the investigator or sponsor may withdraw participants at any time, does not adequately inform the participants of anticipated circumstances for such withdrawal.
b. A statement that the investigator may withdraw participants if they do not “follow study procedures” is not appropriate.  Participants are not in a position to know all the study procedures.
c. Participants may be informed that they may be withdrawn if they do not follow the instructions given to them by the investigator.]



[ADDITIONAL COSTS TO THE SUBJECT:]  [[Any additional costs to the subject that may result from participation in the research.  If subjects may incur additional costs because they are participating in research, the costs should be explained.  Some insurance and/or other reimbursement mechanisms may not fund care that is delivered in a research context.]

[CONSEQUENCES OF SUBJECT’S DECISION TO WITHDRAW FROM THE RESEARCH:]  [Any consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of participation. When withdrawal from a research study may have deleterious effects on the subject’s health or welfare, the informed consent must explain any withdrawal procedures necessary for the subject’s safety and state why they are important to the subject’s welfare.]

SIGNIFICANT NEW FINDINGS: [A statement that] Significant new findings developed during the course of the research, which may relate to the subject's willingness to continue participation will be provided to the subject. [Any study in which the subject’s participation is expected to continue over a period of time during which new findings may become available requires a statement that significant new findings developed during the course of the research that may relate to the subject’s willingness to continue participation will be provided to the subject.] 

[NUMBER OF SUBJECTS:] [The approximate number of subjects involved in the study.  If the IRB determines that the number of subjects in a study is material to the subject’s decision to participate, the informed consent document must state the approximate number of subjects involved in the study.  This is particularly true in studies involving small numbers of subjects, as in Phase 1 and 2 studies.]










[HUMAN BIOLOGIC SPECIMENS:]* [If the investigators believe that the human biologic specimens obtained could be part of, or lead to the development of a commercially valuable product, or if the specimens are to be retained after the end of the study, current VA policy and Veterans Health Administration (VHA) regulations must be followed.   
*Note:  Other guidance documents include the following: 
Appendix QQ:  Existing Research Specimens (02/2009)
Appendix SS:  Informed Consent for Protocols Involving Tissue Banking (Updated 08/2012 and separated into 2 parts: For-profit (first 3 pages) and Non-profit (next 4 pages))
For information on VA specimen research and tissue banking, please consult the ORD Website at http://www.research.va.gov/programs/tissue_banking/
[bookmark: OLE_LINK1][PAYMENT *THE SUBJECT IS TO RECEIVE:] [As appropriate, a statement regarding any payment the subject is to receive and how payment will be made.  Clearly describe the monetary (total amount, average total amount, amount per visit, amount per hour, etc.) or non-monetary compensation.  If compensation is pro-rated when a subject withdraws prior to completing the study, explain how it is pro-rated.]
*Note:  Additional information is included in the IRB SOP, Section VIII, E (Payment for Research Subjects).
[NON-VETERAN* ENROLLMENT IN STUDY:]  [It is now required to obtain written acknowledgement of receipt of the VHA Notice of Privacy Practices by non-Veteran research subjects after handing each non-veteran a copy of the Volunteering in Research Brochure which includes a copy of the Notice of Privacy Practices.  Form 10-0483, attached to Appendix Z HIPAA Authorization, must be signed and kept in the Investigator’s study records.  A copy is sent to Medical Records for scanning along with the consent and authorization when the subject becomes admitted to a VA facility or treated as an outpatient at a VA facility.]
*Note:  Additional information is included in the IRB SOP, Section VIII, E (Recruitment on non-veterans in a VA research study)
[Please make this signature page a separate page.]

I will receive a signed and dated copy of this consent form.



___________________________________________	___________________________________ Subject’s Signature			 		Date


_____________________________________ 		______________________________________ Name	of Person Obtaining Consent   	(print)		Signature of Person Obtaining Consent   Date

[This signature block for a subject’s legally authorized representative (LAR) should only be used when the IRB approves the research to include adults unable to consent.]	

In the event the subject is unable to consent for himself/herself, and the Investigational treatment as outlined in this consent form is an available treatment option, consent may be obtained from a surrogate.  A surrogate is an individual who is 1) appointed under the Durable Power of Attorney for Health care, 2) a court-appointed guardian, or 3) a relative actively involved in the life of the patient and who appears to be acting in the best interests of the subject, so that the surrogate’s decision would reasonably be considered what the patient would have chosen to do.  Indicate below your authority to act as the subject’s legally authorized representative:
 |_| Health Care Agent named in a Durable Power of Attorney for Health Care
 |_| Legal Guardian or Special guardian
[bookmark: Check3] |_| Spouse
 |_| Adult child (19 years of age or over) for his or her parent
 |_| Parent 
 |_| Adult Sibling (19 years of age or over)
 |_| Grandparent
 |_| Adult Grandchild (19 years of age or over)
 |_| Close Friend or Other per local or state law       Specify: ____________________
I have read and understand this consent form.  I have had the opportunity to ask questions and all of my questions have been answered.  I believe receiving investigational treatment is in the best interests and is consistent with what the subject would have decided had she/he been able to do so.  
_____________________________________		______________________________________ Name of Legally Authorized Representative 		Signature of Legally Authorized	  Date	           (print)                                         				Representative
_____________________________________ 		______________________________________ Name	of Person Obtaining Consent   	(print)		Signature of Person Obtaining Consent   Date     
_____________________________________	         ________________________________________ Name of Witness (print)					Signature of Witness	                       Date           
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	VA FORM
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	IRB Approval Date:  ____________  Expiration Date:  ____________	________
								  (initials)
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