 GUIDELINES FOR INFORMED CONSENT

Definition:  An investigator may not involve a human being as a subject in research unless the investigator has obtained the legally effective informed consent of the person or the person’s Legally Authorized Representative* (LAR).  Informed Consent is the knowing consent which is obtained without undue inducement or element of force, fraud, duress or coercion.  The informed consent is not simply a form or signature, but a process of information exchange that includes:

· subject recruitment material

· verbal instructions

· written material

· question/answer session

· documented agreement (signed/dated)

Responsibility:  Research investigators are responsible for obtaining the subject’s informed consent and for ensuring that no human subjects will be involved in the research prior to obtaining their consent (unless documentation of informed consent has been waived by the IRB).  If someone other than the investigator conducts the interview and obtains consent, the investigator may delegate this responsibility and assure the delegate has received appropriate training to perform this activity.  The delegate must also be knowledgeable about the research being conducted and the consenting process, and must be able to address any questions regarding the study.  During the consent process, it is the responsibility of the PI (or qualified member of the research team), to assess the subject’s capacity to consent to a research protocol.  (Personnel involved in the conduct of the research study will be identified on a “Personnel List” by name/role, thus allowing Research Service to verify training requirements have been satisfied.)

The IRB is responsible for the review and approval of the informed consent prepared by the investigator.  IRB approval will be documented by a stamp on each page of the ICD that indicates the date of the most recent approval and the expiration date.  The IRB has the authority to observe the consent process when it has been determined to be appropriate. 

If the PI is delegating formal responsibility for obtaining informed consent, it is the PI's responsibility to assure that the delegate has received CITI training as well as any appropriate study-specific training.

Guidelines for Developing an ICD
-  VA Form 10-1086 (VA Research Consent Form) must be used as the consent form and must contain all required elements (and any appropriate additional elements) set forth by the VA and other federal regulations.  The investigator must ensure that the subject/or LAR is given ample opportunity to read the form and ask questions before signing it.

-  Language used in the ICD must be understandable to the subject or their legally authorized representative.  The language used must not exceed 7th grade reading level in the ICD and all additional material provided.  Translations must be provided for non-English speaking subjects or their representatives.

-  Informed consent must be sought only under circumstances that provide the prospective subject or LAR sufficient opportunity to consider whether or not the subject should participate and that minimize the possibility of coercion or undue influence.  

-  No exculpatory language may be used that would waive/or appear to waive, the subject’s legal rights, or releases or appears to release the investigator, sponsor, institution or its agents from liability for negligence.

-  Disposition of the VA Form 10-1086 is as follows:  original/signed ICD will be maintained by the PI in the subject’s case history; a copy to the subject, a copy scanned into the subject’s medical record.  (Note: if the HIPAA authorization is not embedded in the ICD the HIPAA form must be scanned into the electronic record as well)

-  Signatures required on the VA Form 10-1086:  subject (LAR), witness (to the subject’s signature), PI and person obtaining consent.  A version/approval/expiration date must be on each page and each page must be initialed by the subject.

- In order to enroll non-veterans as research subjects, it must be determined that there are insufficient veterans available to complete the study.

-  Further guidance can be obtained from enclosed VHA Handbook 1200.5 and comprehensive guidelines are available on the IRB website www.etsu.irb (i.e., waivers, exemption, etc.)

* Authorization for the use of a Legally Authorized Representative (LAR) is determined by the IRB.  A LAR is an individual or body, authorized under applicable law to provide permission on behalf of a prospective subject to participate in the procedures involved in the research.  A LAR may include a person appointed as a health care agent under a Durable Power of Attorney for Health Care (DPAHC), a court appointed guardian, next-of-kin in the following order of priority unless otherwise specified by applicable state law:  spouse, adult child (>18), parent, adult sibling (>18), grandparent, or adult grandchild (>18).  Surrogate consent may be requested and accepted only when the prospective research subject is incompetent or has impaired decision-making capacity, as determined and documented in the person’s medical record in a signed/dated progress note.  The determination of incompetence must be made in accordance with the following requirements:

- the practitioner, in consultation with the Service Chief, may determine after appropriate evaluation, that the prospective subject lacks decision-making capacity and is unlikely to regain it within a reasonable period of time


- consultation with a psychiatrist or licensed psychologist must be obtained when the determination that the prospective research subject lacks decision-making capacity is based on a diagnosis of mental illness

- disclosures required by VA guidelines (VHA Handbook 1200.5) to be made to the subject by the investigator must be made to the subject's surrogate


- if feasible, the practitioner must explain the proposed research to the potential subject even when the surrogate gives consent.  Under no circumstances may a subject be forced/coerced to participate in a research study
INFORMED CONSENT ELEMENTS

(REQUIRED)

___
Name of study

___
Name of PI

___
A statement that the study involves research

___
An explanation of the purpose of the research

___
The expected duration of the subject’s participation

___
A description of the procedures to be followed

___
Identification of any procedures which are experimental

___
A disclosure of appropriate alternative treatment/procedures 

___
A description of any risks or discomforts to the subject

___
A description of any benefits to the subject or to others which may be reasonably expected

___
A statement explaining the implications of a research-related injury
___
A statement explaining what the financial costs could be for the subject
___
A statement describing payment to subjects (form of payment, timeline, etc.)

___
A statement the extent to which confidentiality of records will be maintained

___
An explanation of who to contact for answers regarding the research, research subject’s rights, and who to contact in the event of a research-related injury

___
A statement that participation is voluntary, refusal to participate will not result in penalty or loss of benefits, and that the subject may discontinue participation at any time without any penalty or loss of benefits to which they are entitled

___
For veteran subjects only:  “If you are a veteran taking part in a study at the James H. Quillen VAMC, a copy of your signed and dated informed consent will be placed in your medical record”

___
An explanation of how subject's information will be kept confidential.  If appropriate, a statement that such agencies as VA R&D, IRB, FDA, OHRP, GAO, ORO, or sponsor may have access to the records.  If an FDA-regulated test article is involved, a required statement that "Because this study involves a test article, the FDA may choose to inspect your medical records."
ADDITIONAL ELEMENTS (AS APPROPRIATE)

___
The consent process must include a statement that the particular treatment/procedure may involve risks to participants that are currently unforeseeable unless the risk profile of all research-related interventions is well known and the research involves no investigational drugs/devices.
___
The consent process must disclose that the particular treatment or procedure     may involve risks to the embryo or fetus, if the participant is or may become pregnant which are currently unforeseeable unless the research excludes pregnant women and women of child bearing potential or the risk profile of all research interventions or interactions on embryos and fetuses is well known. 
___
The consent process must disclose any anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's consent unless there are no such anticipated circumstances.
___
The consent process must disclose any additional costs to the participant that may result from their participation in the study unless there are no such costs.
___
The consent process must disclose the consequences of a subject's decision to 


withdraw from the research and orderly termination of participation by the subject 
unless there are no adverse consequences (physical, social, economic, legal or 


psychological).

___
The consent process must disclose that significant new findings that develop during the course of the study that may relate to the subject's willingness to continue their participation will be provided unless significant new findings are unlikely.

___
The consent process must disclose the approximate number of subjects expected to participate in the study unless the number of subjects is not an important factor in deciding whether or not to participate.
___
 A statement is required if the researcher believes that bodily fluids, substances or tissue from a research subject could lead to the development of a commercially valuable product “I authorize the use of my bodily fluids, substances or tissues for research purposes.  The sample (s) (blood/tissue or fluids) that I am giving might be used in studies that lead to new products for research, diagnosis and treatment.  These products may have some commercial value." 
NOTE: The informed consent requirements stated are not intended to pre-empt any applicable Federal, State or local laws which require additional information to be disclosed in order for informed consent to be legally effective.
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