Elements of Informed consent
Following VHA 1200.5

In seeking informed consent, the following information must be provided to each subject:

	(
	Element included

	
	Name of the study

	
	Name of Investigator

	
	A statement that the study involves research.

	
	An explanation of the purposes of the research and the expected duration of the subject's participation

	
	A description of the procedures to be followed and identification of those being done for research purposes.

	
	Identification of any procedures that are experimental

	
	A description of any reasonably foreseeable risks or discomforts to the subject including for example, privacy risks (legal, employment, and social)

	
	A description of any benefits to the subject, or to others, which may reasonably be expected from the research

	
	A disclosure of appropriate alternative procedures or courses of treatment, if any, that might be advantageous to the subject.  

	
	A statement describing the extent to which confidentiality of records identifying the subject will be maintained.  If appropriate, a statement that Federal agencies such as the Food and Drug Administration (FDA), the Office for Human Research Protection (OHRP) and the Government Accounting Office (GAO) may have access to the records.  

· 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.

	
	For research involving more than minimal risk an explanation as to whether any compensation is available 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

	
	According to Title 38 Code of Federal Regulations (CFR) 17.85 “Treatment of Research-Related Injuries to Human Subjects,” VA must provide necessary medical treatment to a research subject injured by participation in a research project approved by a VA R&D Committee and conducted under the supervision of one or more VA employees.  Except in limited circumstances, the necessary care must be provided in VA medical facilities.  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; and situations involving a non-veteran research subject.  Under these circumstances, Directors may contract for such care.  This requirement does not apply to treatment for injuries that result from non-compliance by a research subject with study procedures.  The informed consent form needs to include language explaining VA’s authority to provide medical treatment to research subjects injured by participation in a VA research project

	
	The regulation at 38 CFR 17.85 does not apply to research conducted for VA under a contract with an individual or a non-VA institution (although veterans injured as a result of participation in such research may nevertheless be eligible for care from VA under other statutory and regulatory provisions).  Information on the responsibility for research-related injury under such circumstances must be included in the consent form.  NOTE:  It is strongly suggested that the investigator make provisions for coverage of such cost in research awards and contracts.

	
	An explanation of whom to contact for answers to questions about the research and research subjects' rights, and whom to contact in the event of research-related injury to the subject.  At least one contact's name and phone number must be other than the investigator's or study personnel.

	
	A statement that participation is voluntary, and that refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled

	
	A statement that a veteran-subject will not be required to pay for care received as a subject in a VA research project except as follows: 


(a)  In accordance with Title 38 United states Code (U.S.C.) 1710(f) and 1710(g) certain veterans are required to pay co-payments for medical care and services provided by VA.  Veterans receiving medical care and services from VA that are not rendered as part of the VA-approved research study, must pay any applicable co-payment for such care and services.  


(b)  Suggested wording for the consent form needs to note this requirement.  For example:  “Some veterans are required to pay co-payments for medical care and services provided by VA.  These co-payments requirements will continue to apply medical care and services provided by VA that are not part of this study.” 

(c)  Investigators need to note, pursuant to 38 CFR 17.102, charges will not be made for medical services, including transportation furnished as part of a VA-approved research study.  Section 17.102 requires that 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 the research appropriation. 

	
	Additional Elements of Informed Consent.

	
	A statement that the particular treatment or procedure may involve currently unforeseeable risks to the subject, or to the embryo or fetus, if the subject is or becomes pregnant.  

	
	Anticipated circumstances under which the subject's participation may be terminated by the investigator without the subject's consent

	
	Any additional costs to the subject that may result from participation in the research, consistent with the Federal laws concerning veterans' eligibility for medical care and treatment

	
	The consequences of a subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject.



	
	A statement that significant new findings developed during the course of the research which may relate to this subject's willingness to continue participation will be provided to the subject

	
	The approximate number of subjects involved in the study.

	
	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:  If genetic testing is to be done, VA requirements pertaining to genetic testing must also be met.



	
	As appropriate, a statement regarding any payment the subject is to receive and how payment will be made
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