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	Section Number 1.0
	Section

PURPOSE

	
	The purpose of this standard operating procedure is to provide the specific procedural information that investigators need in order to include subjects with IDMC in their studies.


	Section Number 2.0
	Section

REVISION HISTORY
	

	Date: 
	November 15, 2010
	

	Rev. No.
	5.0
	

	Change No.
	Changes In This Document
	Reference Section(s)

	1. 
	This represents an extensive revision of the entire SOP.  
Changes have been made to all sections.
	Not Applicable


	Section Number 3.0
	Section

PERSONS AFFECTED

	3.1
	Research Principal Investigators

	3.2
	Research Investigators, Persons delegated to obtain research informed consent and Study Staff including Research Coordinators, Data Managers and all those concerned with planning, obtaining and documenting research informed consent

	3.3
	IRB Chair, Members, Alternates, Primary Reviewers

	3.4
	IRB Coordinator, IRB Support Staff


	Section Number 4.0
	Section

POLICY

	4.1
	It is the policy of the VA New Jersey Health Care System (VA NJ HCS) that:

	4.2
	Under appropriate conditions, investigators may obtain consent from the Legally Authorized Representative (LAR) of a subject (i.e., surrogate consent).  

	4.3
	No individual who lacks decision-making capacity may participate in VA Research until the IRB has reviewed and approved that individual’s, or that class of individuals’, participation in a given study.  

	4.4
	An individual is presumed to have decision-making capacity (and surrogate consent may not be obtained) unless:

It has been documented by a qualified practitioner that the individual lacks capacity to make the decision to participate in the proposed study.
Or

The individual has been ruled incompetent by a court of law.

	4.5
	Persons who lack decision-making capacity are not to be subjects in research simply because they are readily available.

	4.6
	Human subjects are to be protected from exploitation and harm, while making it possible to conduct essential research on problems that are unique to persons who lack decision-making capacity (e.g., a study of treatment options for comatose persons can only be performed with persons who lack decision-making capacity).  

	4.7
	The IRB follows applicable Federal, State and local laws and is guided by VA regional counsel in legal matters.


	Section Number 5.0
	Section

DEFINITIONS – This table only contains a list of Defined Terms
See next table (below) for definitions

	5.1
	Form: VA Research Consent Form, VA Form 10-1086 (VA NJ HCS template) Version For Surrogate Consent

	5.2
	Form: PROTECTING RESEARCH SUBJECTS WITH IMPAIRED DECISION MAKING CAPACITY (IDMC) - IDMC SCREENING

	5.3
	Form: IRB Primary Reviewer Worksheet - Enrolling Subjects Who Are Incompetent or Have Impaired Decision Making Capacity

	5.4
	Form: VA New Jersey Health Care System, APPLICATION TO UNDERTAKE RESEARCH INVOLVING HUMAN SUBJECTS

	5.5
	Assent 

	5.6
	Benefits to subjects or others

	5.7
	Competency

	5.8
	CPRS (Computerized Patient Record System)

	5.9
	Decision-Making Capacity 

	5.10
	Dissent

	5.11
	Fluctuating Capacity.

	5.12
	Health Care 

	5.13
	HIPAA Authorization

	5.14
	Human Research Protection Program (HRPP)

	5.15
	Human Subject

	5.16
	Impaired Decision-Making Capacity (IDMC)

	5.17
	IRB (Institutional Review Board)

	5.18
	LAR

	5.19
	Legal Guardian or Special Guardian

	5.20
	Legally Authorized Representative (AAHRPP I.3.F)

	5.21
	Next-of-Kin

	5.22
	Person Obtaining Consent

	5.23
	Personal Representative

	5.24
	Practitioner

	5.25
	Principal Investigator (PI)

	5.26
	Qualified Practitioner

	5.27
	Risks or Discomforts

	5.28
	Surrogate

	5.29
	Teach Back 

	5.30
	REFERENCES FOR DEFINITIONS SECTION

	5.31
	VHA Handbook 1200.05 Requirements For The Protection Of Human Subjects In Research

	5.32
	Association for the Accreditation of Human Research Protection Programs (AAHRPP) Evaluation Instrument 


	Section Number 5.0
	Section

DEFINITIONS (Full definitions of terms)

	5.1
	Form: VA Research Consent Form, VA Form 10-1086 (VA NJ HCS template) Version For Surrogate Consent
A VA NJ HCS template overprinted onto VA Form 10-1086.  The version for Surrogate Consent has a signature line labeled: Surrogate’s Signature (Legally Authorized Representative).  This is a standard form to be modified by investigators for individual research studies utilizing a written form to document informed consent from subjects’ Legally Authorized Representatives (LAR).  The modified form must be approved by the IRB and stamped with an approved time frame for use (not to exceed one year).  The form may be amended by the investigator as needed.  Each version must have IRB approval and stamping.  At the time of continuing review an updated form must be submitted for a new period of approval if recruitment of subjects is to continue.

	5.2
	Form: PROTECTING RESEARCH SUBJECTS WITH IMPAIRED DECISION MAKING CAPACITY (IDMC) - IDMC SCREENING
This one page form is used by the person obtaining consent to screen all consented subjects for IDMC.  It provides sample questions to be asked of the subject.  The person obtaining consent signs the form and it remains as part of the investigator’s research records.

	5.3
	Form: IRB Primary Reviewer Worksheet - Enrolling Subjects Who Are Incompetent or Have Impaired Decision Making Capacity

An IRB Primary Reviewer form to determine if proposals to include subjects who are incompetent or who have impaired decision making capacity meet the criteria for approval.

	5.4
	Form: VA New Jersey Health Care System, APPLICATION TO UNDERTAKE RESEARCH INVOLVING HUMAN SUBJECTS
A multi-page application form prepared by investigators for initial review of research protocols.  The application includes questions on plans for recruitment, the informed consent process, risk, benefits, staffing and protection of subjects’ privacy and confidentiality among others.  This form is reviewed by the IRB.

	5.5
	Assent

For the purposes of this SOP, Assent is the affirmative agreement to participate in research by a potential subject who is incompetent or who has impaired decision making capacity. Mere failure to object should not be construed as assent. 

If feasible, the investigator must explain the proposed research to the prospective research subject even when the surrogate gives consent. Although unable to provide informed consent, some persons may resist participating in a research (i.e., if they dissent) protocol approved by their representatives. Under no circumstances may a subject be forced or coerced to participate in a research study even if the LAR has provided consent.

Assent discussions may include the following: 

1. A simplified description of the purpose of the research, including the risks and benefits (may be presented in an Information sheet)

2. A description of the procedures and interventions to which the subject will be exposed

3. An explanation of any procedures that may hurt and for how long 

4. A statement explaining to the subject that s/he has the right to decide whether or not to participate in the research study

5. An explanation of the research alternatives

6. A question and answer period in which the subject will be encouraged to ask questions about her/his participation in the study. 

	5.6
	Benefits to subjects or others

Possible benefits that may result from the research. 

Benefits may include the importance of knowledge that may reasonably be expected to result from the research.

For the purposes of IRB consideration only those benefits that may result from the research (as distinguished from benefits from therapy that subjects would receive even if not participating in the research).

Payment for participation is not to be considered as a benefit of the research.

	5.7
	Competency
In relation to decision-making capacity, competency is a legal determination, made by a court of law, that a patient has the requisite capacities to make a medical decision.  This is in contrast to the term “decision-making capacity” which is a clinical determination made by the practitioner.

	5.8
	CPRS (Computerized Patient Record System)

The electronic medical record system used for all patients in VA.  Informed Consent must be documented in CPRS progress notes for all consented research subjects regardless of whether or not they are patients or veterans.

	5.9
	Decision-Making Capacity

Decision-making capacity for health care decisions has four major components:  understanding, appreciating, formulating, and communicating.  The first two components represent the patient’s ability to understand and appreciate the nature and expected consequences of each health care decision.  This includes understanding the known benefits and risks of the recommended treatment options, as well as any reasonable alternative options including no treatment.  The latter two components represent the ability to formulate a judgment and communicate a clear decision concerning health care.  As used in this SOP, “capacity” is a clinical determination made by the practitioner, in contrast to the term “competency,” which is a legal determination made by a court of law.  

	5.10
	Dissent
For the purposes of this SOP, Dissent is the withholding of agreement to participate in research by a potential subject who is incompetent or who has impaired decision making capacity.  (Refusal to participate)  (See Assent)

	5.11
	Fluctuating Capacity

Investigators, IRB members, and LARs must be aware that decision-making capacity may fluctuate in some subjects.  For subjects with fluctuating decision-making capacity or those with decreasing capacity to give consent, a re-consenting process with surrogate consent may be necessary.

	5.12
	Health Care Agent
The individual named in a Durable Power of Attorney for Health Care (DPAHC) document executed by the patient prior to losing decision-making capacity. This individual acts on the patient’s behalf to make health care decisions, including the use of life-sustaining treatment when the patient is unable to make such decisions. 

	5.13
	HIPAA Authorization

The term HIPAA authorization means prior written permission for use and disclosure of protected health information (PHI) from the information’s source person, research subject, or legally authorized personal representative, as required under law, including HIPAA. The written authorization must include all elements of a compliant authorization (see VHA Handbook 1605.1) prior to any disclosure of information.
NOTE:  An individual who is qualified as an LAR to provide informed consent on behalf of a prospective research subject may not always qualify as a “Personal Representative” for purposes of consent to use or disclose a human subject’s PHI (i.e., signing a HIPAA authorization).  Therefore, in circumstances involving authorization for use or disclosure of a human subject’s PHI, the investigator must ensure the LAR meets the requirements of a personal representative (legal guardian or power of attorney) in HIPAA and the Privacy Act of 1974 prior to the LAR’s signing a HIPAA authorization (see SOP: Privacy Subjects and Confidentiality of Data for a description Personal Representative in cases of IDMC).

	5.14
	Human Research Protection Program (HRPP)
An HRPP is a comprehensive system to ensure the protection of human subjects participating in research.  The procedures for inclusion of individuals with IDMC as research subjects takes into account a critical component of the HRPP; the principle of Respect for Persons and the associated informed consent process.

	5.15
	Human Subject

Human subject means a living individual about whom an investigator (whether professional or student) conducting research obtains: (1) Data through intervention or interaction with the individual or (2) identifiable private information.  Intervention includes both physical procedures by which data are gathered (for example, venipuncture) and manipulations of the subject or the subject's environment that are performed for research purposes. Interaction includes communication or interpersonal contact between investigator and subject.

NOTE:  The FDA definition of human subject differs: Human subject means an individual who is or becomes a participant in research, either as a recipient of the test article or as a control. A subject may be either a healthy human or a patient.  Under Title 21 CFR 812; human subject also includes an individual on whose specimen an investigational device is used.

	5.16
	Impaired Decision-Making Capacity (IDMC)

IDMC exists when an individual lacks capacity to make the decision to participate in a proposed study.  This must be documented by a qualified practitioner in the individual’s medical record in a progress note.

	5.17
	IRB (Institutional Review Board)

The IRB is an administrative body established to protect the rights and welfare of human research subjects recruited to participate in research activities conducted under its jurisdiction.  The IRB is a sub-committee of the R&D Committee.

Research under the IRB’s jurisdiction includes all research involving human subjects that is conducted completely or partially in VA NJ Health Care System facilities, approved off-site locations, and/or conducted by VA NJ HCS employees while on official VA duty time.  

The IRB must be (and must be perceived to be) fair and impartial, immune from pressure either by the institution's administration, the investigators whose protocols are brought before it, or other professional and nonprofessional sources.

The IRB has the authority to approve, require modifications in, or disapprove all human studies research activities as specified by both the Federal regulations and local policy.  Research that has been reviewed and approved by an IRB is subject to review and disapproval by the R&D Committee, however, the R&D Committee may not approve research if it has been disapproved by the IRB.  

The IRB must comply with the requirements of all relevant regulatory and compliance enforcement agencies or offices, including VHA Office of Research Oversight (ORO), DHHS Office of Human Research Protection (OHRP), and Food and Drug Administration (FDA).

	5.18
	LAR

See Legally Authorized Representative

	5.19
	Legal Guardian or Special Guardian
A person appointed by a court of appropriate jurisdiction to make health care decisions for an individual who has been judicially determined to be incompetent.  Also: A legal guardian is a person appointed by a court of competent jurisdiction to maintain and care for the property of an individual, or an individual who the court has declared incompetent due to physical or mental incapacity or age.  The appointment may be of limited duration.  Under VHA policy, legal guardians and special guardians have the same authority to make health care decisions as any surrogate authorized under this policy.  NOTE:  Financial or other types of limited guardianship do not always include the authority to make health care decisions.

	5.20
	Legally Authorized Representative (AAHRPP I.3.F)
The following persons are authorized (Legally Authorized Representatives) to consent to the subject's participation in the procedure(s) involved in the research on behalf of persons who lack decision-making capacity in the following order of priority (AAHRPP II.4.A):

(a)  Health care agent (i.e., an individual named by the individual in a Durable Power of Attorney for Health Care 

(b)  Legal guardian or special guardian;

(c)  Next of kin in this order: a close relative of the patient 18 years of age or older, in the following priority: 

1. Spouse

2. Child

3. Parent

4. Sibling

5. grandparent, or grandchild

(d)  Close friend.

If the research is not conducted in a VA facility, local law applies. In such cases, the IRB will consult with legal counsel to determine which individuals are authorized under applicable law to consent on behalf of a prospective subject to the subject’s participation in the procedures involved in the research.

	5.21
	Next-of-Kin
A relative (18 years of age or older) of the patient who may act as surrogate in the following order of priority, as specified in Title 38 Code of Federal Regulations (CFR) 17.32: spouse, child, parent, sibling, grandparent, grandchild.

	5.22
	Person Obtaining Consent

The person obtaining consent must be knowledgeable about the consenting process and the research to be conducted.  If someone other than the principal investigator conducts the interview and obtains consent, the principal investigator needs to formally delegate this responsibility and the person so delegated must have received appropriate training to perform this activity.

	5.23
	Personal Representative

A personal representative is a person who, under applicable law, has authority to act on behalf of another individual. This may include power of attorney, legal guardianship of an individual, the executor of an estate of a deceased individual, or someone under Federal, state, local, or tribal law with such authority (e.g., the parent of a minor).  See NOTE under Legally Authorized Representative.

	5.24
	Practitioner
Any physician, dentist, or health care professional who has been granted specific clinical privileges to perform the treatment or procedure.  For the purpose of this SOP, the term practitioner includes medical and dental residents, regardless of whether they have been granted clinical privileges.

	5.25
	Principal Investigator (PI)

Within VA, a PI is an individual who conducts a research investigation, i.e., under whose immediate direction research is conducted, or, in the event of an investigation conducted by a team of individuals, is the responsible leader of that team.  The PI is the one to whom funding is credited.  (Not so for “investigator.”)  An investigator must be either compensated by VA, be appointed to work without compensation (WOC), or may be an employee assigned to VA through the Intergovernmental Personnel Act (IPA) of 1970.  The FDA considers a PI and an investigator to be synonymous.

	5.26
	Qualified Practitioner

A practitioner who is authorized to determine and document that an individual lacks capacity to make the decision to participate in a proposed research study.  NOTE:  The qualified practitioner may be a member of the research team.
At the VA NJ HCS a qualified practitioner is further defined as: Any medically qualified licensed independent practitioner.  If the determination and documentation are done at the VA NJ HCS, the practitioner must be a clinically privileged medical practitioner (on MD roster).  The clinically privileged practitioner may be an: M.D., D.O., Optometrist, Podiatrist, Dentist, or Clinical Psychologist.

	5.27
	Risks or Discomforts

Possible harms that may result from the research.

The risks to research subjects are possible undesirable outcomes including physical (side effects, complications), psychological, social, and economic harms.

The risks of the research only involve those risks that may result from the research (as distinguished from risks from therapy that subjects would receive even if not participating in the research).

Minimal Risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.

	5.28
	Surrogate

See Legally Authorized Representative

	5.29
	Teach Back
Teach Back is a method of communication in the informed consent process where subjects are asked to explain the research to the person obtaining consent.  Sample questions are provided in the “Protecting Research Subjects With Impaired Decision Making Capacity (IDMC) – IDMC Screening” form.  

	5.30
	REFERENCES FOR DEFINITIONS SECTION

	5.31
	VHA Handbook 1200.05 Requirements For The Protection Of Human Subjects In Research
This Veterans Health Administration (VHA) Handbook establishes procedures for the protection of human subjects in Department of Veterans Affairs (VA) research

	5.32
	Association for the Accreditation of Human Research Protection Programs (AAHRPP) Evaluation Instrument.  http://www.aahrpp.org/Documents/D000103.PDF


	Section Number 6.0
	Section

RESPONSIBILITIES

	6.1
	The facility Director is responsible for overseeing the IRB, research office, and all investigators and research team members who perform human research.

	6.2
	Principal Investigators are responsible for assuring that they and their study staff adhere to the processes described in this and other related SOPs, including:
· Request For Inclusion Of Subjects With IDMC

· Obtain IRB approval prior to inclusion of subjects with IDMC 
· IDMC Screening

· Determination and Documentation of IDMC

· Surrogate Consent
· Investigators must be aware that for some subjects, their decision-making capacity may fluctuate.

	6.7.
	The IRB is responsible for reviewing requests to enroll subjects with IDMC, making determinations, documenting and conveying their determinations to PIs in accordance with this SOP.


	Section Number 7.0
	Section

PROCEDURES

	7.1
	IDMC Process Step I

Request For Inclusion Of Subjects With IDMC

	7.2
	A request must be made to the IRB for protocols that need to enroll subjects with IDMC.  The request for enrolling subjects with IDMC will be made using the Application to Undertake Research Involving Human Subjects.  The application for enrolling subjects with IDMC may also be made using an Amendment form; however, the Amendment form does not include the relevant questions so that the PI will need to obtain and complete the relevant questions from the Application to Undertake Research Involving Human Subjects if an Amendment is used.  

	7.3
	The inclusion of subjects with IDMC must be justified to the IRB.  

	7.4
	IRB consideration will be based on the PI’s description of how the study meets ONE (1) of the following five (5) justifications:

	7.5
	1  The proposed research entails: No greater than minimal risk to the subject

OR

	7.6
	2  The proposed research entails: If the research presents some probability of harm, there must be at least a greater probability of direct benefit to the subject 

OR

	7.7
	3  The proposed research entails: Greater than minimal risk and no prospect of direct benefit to individual subjects, but is likely to yield generalizable knowledge about the subject’s disorder or condition that is of vital importance for the understanding or amelioration of the subject’s disorder or condition 

OR

	7.8
	4  The disorder (e.g., Alzheimer’s) leading to the individual’s lack of decision-making capacity is being studied, whether or not the lack of decision-making itself is being evaluated (e.g., an individual who lacks decision-making capacity as the result of a stroke can participate in a study of cardiovascular effects of a stroke), but only if the study cannot be performed with only persons who have decision-making capability 

OR

	7.9
	5  The subject of the study is not directly related to the individual’s lack of decision-making capacity, but the investigator can make a compelling argument for including individuals who lack decision-making capacity in the study [e.g., transmission of methicillin-resistant Staphylococcus aureus (MRSA) infections in a nursing home where both individuals with, and those without, decision-making capacity are affected]

	7.10
	In addition to justification, discussed in the previous paragraph, the PI’s request must provide information on ALL five (5) of the following:

	7.11
	1 How subject dissent will be respected

	7.12
	2 Plans for assent (if any) (Assent means agreement but not formal consent.)

	7.13
	3 Plans for additional safeguards (if any)

	7.14
	4 Whether fluctuating or decreasing capacity are to be expected

	7.15
	5 The procedures to ensure that subjects’ Legally Authorized Representatives (LARs) are well informed regarding their roles and obligations to protect persons who lack decision-making capacity.

	7.16
	Additional Conditions that must be met for IDMC enrollment approval

	7.17
	The IRB must make a determination in writing regarding the applicable criteria listed above.  If one of the criteria is met, the IRB may approve the inclusion of incompetent subjects or subjects with impaired decision-making capacity in research projects on the basis of informed consent from authorized representatives.

	7.18
	Both investigators and IRB members must be aware that for some subjects, their decision-making capacity may fluctuate. For subjects with fluctuating decision making capacity or those with decreasing capacity to give consent, a re-consenting process with surrogate consent may be necessary.

	7.19
	IDMC Process Step II
Review, Approval and Notification by IRB

	7.20
	In considering requests for inclusion of subjects with impaired decision making the IRB will use the form: VA New Jersey Health Care System Research Form: IRB Primary Reviewer Worksheet – Impaired Decision Making Capacity

	7.21
	(1)  Before approving the request to enroll subjects with IDMC, the IRB must:

	7.22
	(a)  Determine whether or not ONE (1) of the five (5) following justifications for inclusion of subjects with IDMC are met:

	7.23
	1  The proposed research entails: No greater than minimal risk to the subject

OR

	7.24
	2  The proposed research entails: If the research presents some probability of harm, there must be at least a greater probability of direct benefit to the subject 

OR

	7.25
	3  The proposed research entails: Greater than minimal risk and no prospect of direct benefit to individual subjects, but is likely to yield generalizable knowledge about the subject’s disorder or condition that is of vital importance for the understanding or amelioration of the subject’s disorder or condition 

OR

	7.26
	4  The disorder (e.g., Alzheimer’s) leading to the individual’s lack of decision-making capacity is being studied, whether or not the lack of decision-making itself is being evaluated (e.g., an individual who lacks decision-making capacity as the result of a stroke can participate in a study of cardiovascular effects of a stroke), but only if the study cannot be performed with only persons who have decision-making capability 

OR

	7.27
	5  The subject of the study is not directly related to the individual’s lack of decision-making capacity, but the investigator can make a compelling argument for including individuals who lack decision-making capacity in the study [e.g., transmission of methicillin-resistant Staphylococcus aureus (MRSA) infections in a nursing home where both individuals with, and those without, decision-making capacity are affected]

	7.28
	(b)  If the IRB determines that ONE (1) of the justifications in Step II above, are met, the IRB must address ALL Six (6) of the following additional issues:

	7.29
	1  Ensure the study includes appropriate procedures for respecting dissent

	7.30
	2 Determine whether or not the study needs to include procedures for obtaining assent

	7.31
	3 Determine whether any additional safeguards need to be used (e.g., consent monitoring)

	7.32
	4 Determine whether or not a re-consenting process will be required due to fluctuating capacity or decreasing capacity

	7.33
	5 Determine whether procedures are adequate to ensure that subjects’ Legally Authorized Representatives (LARs) are well informed regarding their roles and obligations to protect persons who lack decision-making capacity.

	7.34
	6 Determine whether the plan to assess capacity is adequate for this study

	7.35
	(2)  The IRB determinations regarding the request to enroll subjects with IDMC will be conveyed to the investigator in writing.

	7.36
	(3)  The IRB must document its determinations in the IRB minutes.

	7.37
	IDMC Process Step III

IDMC Screening

	7.38
	All studies involving consent will include a screening for IDMC.  This includes both studies that have previously been approved for inclusion of subjects with IDMC and those that have no plans to include subjects with IDMC.  Questions will be utilized to screen for understanding and ability to make an informed judgment in the subject’s own best interest regarding whether or not to serve as a study volunteer.  The “Protecting Research Subjects With Impaired Decision Making Capacity (IDMC) – IDMC Screening” form will be utilized for this purpose.  This form is available at the VA NJ Health Care System Research Website.  

	7.39
	It is first assumed that prospective subjects have decision making capacity.  The IDMC form is used as a tool for screening and is not intended as a medical assessment of decision making capacity.  The person obtaining consent, trained in the consent process, will ask IDMC questions of the subject and will sign the form.  The “Teach Back” process is recommended.  The screening form will be maintained in the investigator’s study file.  Potential subjects who demonstrate impairment in decision making capacity will not be permitted to enroll as subjects unless the IRB has previously approved enrollment of subjects with impaired decision making capacity.  Where prior approval has been granted for enrollment of IDMC cases, the process must be followed as described below in steps IV and V.

	7.40
	IDMC Process Step IV

Determination and Documentation of IDMC 

	7.41
	(1)  An individual is presumed to have decision-making capacity unless any one or more of the following apply:

	7.42
	(a)  It has been documented by a qualified practitioner (see definition of qualified practitioner) in the individual’s medical record in a signed and dated progress note that the individual lacks capacity to make the decision to participate in the proposed study.  NOTE:  The qualified practitioner may be a member of the research team.

	7.43
	(b)  The individual has been ruled incompetent by a court of law.

	7.44
	(2)  If there is any question as to whether or not a potential adult subject has decision-making capacity, and there is no documentation in the medical record that the individual lacks decision-making capacity, and the individual has not been ruled incompetent by a court of law, the investigator must consult with a qualified practitioner (who may be a member of the research team) about the individual’s decision-making capacity before proceeding with the informed consent process.  This consultation must be documented in a progress note by the investigator or the qualified practitioner, who was consulted with.

	7.45
	(3)  Temporary or Fluctuating Lack of Decision-Making Capacity

	7.46
	Individuals, who because of a known condition, are at high risk for temporary (e.g., head trauma) or fluctuating (e.g., schizophrenia) lack of decision-making capacity must be evaluated by a qualified practitioner (who may be a member of the research team), to determine the individual’s ability to provide informed consent.  This evaluation must be performed as described in the IRB-approved protocol.  If the individual is deemed to lack decision-making capacity at the time of their participation in the study, an LAR must provide informed consent.  If the subject regains decision-making capacity, the investigator or designee must repeat the informed consent process with the subject, and obtain the subject’s permission to continue with the study.

	7.47
	IDMC Process Step V

Surrogate Consent

	7.48
	After Determination and Documentation of IDMC as described in step IV above, the IRB approved process to obtain surrogate consent may be conducted by the PI or the PI’s delegated Person Obtaining Consent.

	7.49
	The following form must be used to obtain surrogate informed consent: VA Research Consent Form, VA Form 10-1086 (VA NJ HCS template) Version For Surrogate Consent (LAR)

	7.50
	The following persons are authorized (Legally Authorized Representatives) to consent on behalf of persons who lack decision-making capacity in the following order of priority:

	7.51
	(a)  Health care agent (i.e., an individual named by the individual in a Durable Power of Attorney for Health Care

	7.52
	(b)  Legal guardian or special guardian

	7.53
	(c)  Next of kin in this order: a close relative of the patient 18 years of age or older, in the following priority:

	7.54
	1. Spouse

	7.55
	2. Child

	7.56
	3. Parent

	7.57
	4. Sibling

	7.58
	5. grandparent, or grandchild

	7.59
	(d)  Close friend.

	7.60
	Dissent or Assent.  If feasible, the investigator must explain the proposed research to the prospective research subject even when the surrogate gives consent.  Although unable to provide informed consent, some persons may resist participating in a research (i.e., if they dissent) protocol approved by their representatives. Under no circumstances may a subject be forced or coerced to participate in a research study even if the LAR has provided consent.

	7.61
	Information to LARs. Investigators must provide information (i.e., informed consent process and HIPAA authorization) to the subjects’ LARs that would ordinarily be required to be provided to the subjects themselves if they had decision-making capacity.

	7.62
	Responsibilities of Surrogate Legally Authorized Representative (LAR).  LARs are acting on behalf of the potential subjects, therefore:

	7.63
	(a)  LARs must be told that their obligation is to try to determine what the subjects would do if able to make an informed decision.  

	7.64
	(b)  If the potential subject’s wishes cannot be determined, the LARs must be told they are responsible for determining what is in the subjects’ best interests.  

	7.65
	(c)  LARs generally assume the same rights and responsibilities as the individuals who lack decision-making capacity in the informed consent process (see 38 CFR 17.32(e)).

	7.66
	Fluctuating Capacity.  Investigators, IRB members, and LARs must be aware that decision-making capacity may fluctuate in some subjects.  For subjects with fluctuating decision-making capacity or those with decreasing capacity to give consent, a re-consenting process with surrogate consent may be necessary.

	7.67
	HIPAA Authorization: NOTE:  An individual who is qualified as an LAR to provide informed consent on behalf of a prospective research subject may not always qualify as a “Personal Representative” for purposes of consent to use or disclose a human subject’s PHI (i.e., signing a HIPAA authorization).  Therefore, in circumstances involving authorization for use or disclosure of a human subject’s PHI, the investigator must ensure the LAR meets the requirements of a personal representative (legal guardian or power of attorney) in HIPAA and the Privacy Act of 1974 prior to the LAR’s signing a HIPAA authorization (see SOP: Privacy Subjects and Confidentiality of Data for a description Personal Representative in cases of IDMC).

	7.68
	References For Procedures Section

	7.69
	VHA HANDBOOK 1200.05, REQUIREMENTS FOR THE PROTECTION OF HUMAN SUBJECTS IN RESEARCH

	7.70
	VA New Jersey Health Care System Research SOP: IDENTIFYING RESEARCH SUBJECTS IN CPRS.  
See Research Procedures page through on VBRI web site: http://www.vbri.org/Research/procedures.htm

	7.71
	VA New Jersey Health Care System Research SOP: INFORMED CONSENT.  See Research Procedures page through on VBRI web site: http://www.vbri.org/Research/procedures.htm

	7.72
	VA New Jersey Health Care System Research Form: PROTECTING RESEARCH SUBJECTS WITH IMPAIRED DECISION MAKING CAPACITY (IDMC) - IDMC SCREENING
See Research Forms page on VBRI website:
http://www.vbri.org/Research/forms.htm

	7.73
	VA New Jersey Health Care System Research Form: APPLICATION TO UNDERTAKE RESEARCH INVOLVING HUMAN SUBJECTS

See Research Forms page on VBRI website:
http://www.vbri.org/Research/forms.htm

	7.74
	VA New Jersey Health Care System Research Form: IRB Primary Reviewer Worksheet – Impaired Decision Making Capacity

See Research Forms page on VBRI website:
http://www.vbri.org/Research/forms.htm

	7.75
	VA New Jersey Health Care System Research Form: VA Research Consent Form, VA Form 10-1086 (VA NJ HCS template) Version For Surrogate Consent (LAR)
See Research Forms page on VBRI website:

http://www.vbri.org/Research/forms.htm
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