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Standard Operating Procedures for an Institutional Review Board (IRB)

Operated by the VA Medical Center
Introduction

This VA Medical Center Institutional Review Board’s (IRB) Standard Operating Procedure (SOP) is a reference for IRB members and investigators. This sample SOP details the policies and procedures specifying the regulations and policies governing human subjects’ research and the requirements for submitting research proposals for review to the IRB (or Human Studies Subcommittee) and the Research and Development (R&D) Committee.  (Note: Each facility should tailor this sample to the unique characteristics and procedures in its HRPP.) 

1. Ethical Principles Governing the IRB (Refer to Chapter 1 of the Guide).  VA Research must be carried out in an ethical manner (38CFR16.103(b)(1)). The basic ethical principles guiding research involving human subjects are provided in the Nuremberg Code, the Declaration of Helsinki, and the Belmont Report. Three basic principles contained in The Belmont Report (Appendix A) are central to the ethics of research involving human research and guide the IRB in assuring that the rights and welfare of subjects are protected:

a.
Respect for persons is applied by obtaining informed consent, consideration of privacy, confidentiality, and additional protections for vulnerable populations.

b.
Beneficence is applied so that possible benefits are maximized and possible risks are minimized to the persons involved.

c.
Justice is evidenced in the equitable selection of subjects.

(Note: Any and all of the above documents may be included in the SOPs’ appendices. However, the primary one to include is the Belmont Report.)

2. 
The Regulatory Mandate to Protect Human Subjects (Refer to Chapter 2 of the Guide).  The Department of Veterans Affairs (VA) and other Federal regulations require specific protections for human subjects.

a.  
Department of Health and Human Services (DHHS) Regulations at 45CFR46.  In January 1991 the VA joined 16 other Executive Branch Departments and Agencies in simultaneously adopting the Federal Policy (Common Rule) for the Protection of Human Subjects.  Codified by the VA at 38 CFR 16, the Common Rule is also codified by the Department of Health and Human Services (DHHS) as Subpart A of the DHHS regulations at 45 CFR 46.  DHHS has three additional Subparts in the regulations, as well, that are not in 38 CFR 16.
b.  
VA regulations at 38 CFR 16 and the Federal Policy (Common Rule) for the Protection of Human Subjects. In addition, 38 CFR 17.33 provides regulations for patient rights.  38 CFR 17.85 discusses treatment of research related injuries to human subjects and 38 CFR17.45 addresses medical hospital care in research studies. 38 CFR 17.92 addresses outpatient care for research studies.  Codified by the VA at 38 CFR 16, the Common Rule is identical to Subpart A of the DHHS regulations, but does not include the additional DHHS Subparts B, C, and D.

c.
Food and Drug Administration (FDA) Regulations at 21CFR50 (Informed Consent Regulations), 50 Subpart D (Safeguards for Children), 56 (IRB Regulations), 312 (Investigational New Drug Applications-IND), 361 (Radioactive Drugs), 612 (Biological Products), and 812 (Investigational Device Exemptions-IDE).
The Assurance and IRB Registration Process (38 CFR 16.103(a)). 

(Note: Place the Federal Wide Assurance for the VAMC and, if applicable, the VA FWA for the Non-Profit Research corporation in an appendix.)

3.
Definition of Human Subject and Research (38 CFR 16.102; M-3, Part 1, Chapter 9.04).   VA regulations at 38 CFR 16.102(d) define research as a systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge.

VA regulations at 38 CFR 16.102(f) define human subject as “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.  Private information includes information that an individual can reasonably expect will not be made public, and information about behavior that an individual can reasonably expect will not be observed or recorded.  Private information must be individually identifiable.  Identifiable means that the identity of the individual is or may readily be ascertained by the investigator or associated with the information.”

If an FDA-regulated test article is involved, the FDA regulations will also apply.  It is important to note that the definitions of human subject and research in the FDA regulations differ from the VA regulations and the Common Rule.  In 21 CFR 56.102(c), the FDA regulations define research as “… any experiment that involves a test article and one or more human subjects….”  The FDA regulation further states that “…The terms research, clinical research, clinical study, study, and clinical investigation are deemed to be synonymous for purposes of this part.”  21 CFR 56.102(e) defines human subject as “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 individual or a patient.”

VA policy (M-3, Part 1, Chapter 9.04.b) highlights that the definition of human subject includes investigators, technicians, and other assisting investigators when they serve in “subject” roles by being observed, manipulated, or sampled. 

(Note: Specify the full range and types of human subject research the IRB reviews, e.g., clinical research and epidemiological research.  Refer to Chapter 3.2 of the Guide.)

4.
Institutional Review Board (IRB) Roles and Authorities (Refer to Chapters 4 and 5 of the Guide).

a.
Institutional Authority of the IRB (38 CFR 16.109; M-3, Part 1, Chapter 2.02 and 3.01).  The Medical Center Director is responsible for all research activities conducted under medical center auspices. The R&D Committee, who reports to the VAMC Director, may oversee the IRB(s).  (Note: Specify the number of IRBs at the VAMC; whether they are operated by the facility, by another VA facility, or by a VA academic affiliate.   If the IRB is operated by another entity, specify that VA interests are appropriately represented with a significant number of well-qualified VA staff who are at least 5/8 FTE employees, and if the IRB is operated by another entity, provide Memorandum of Understanding in the Appendix.)

b.
Purpose of the IRB (38 CFR 16.109).  (Note: Specify purpose of the IRB.  Refer to Chapter 5.3 of the Guide.)

c.
The Authority of the IRB (38 CFR 16, 17; 21 CFR 50, 56; and 45 CFR 46).  This IRB, designated by the VAMC Director and the R&D Committee (M-3, Part 1, Chapter 2.02 and 3.01), and named in the Federal Wide Assurance (FWA) must prospectively review and make a decision concerning all human subject research conducted at the VAMC or by VAMC employees or agents, or otherwise under the auspices of the VA. Further, this IRB has statutory authority to take any action necessary to protect the rights and welfare of human subjects in the VA facility’s research program.  The IRB has the authority to approve, require modifications in, or disapprove the facility’s human subject research and to conduct continuing review of research at intervals appropriate to the degree of risk, but not less than once per year (38 CFR 16.109).

Although the IRB is a subcommittee of the R&D Committee (M-3, Part 1, Chapter 2.02, 3.01), neither the Director nor the R&D Committee can approve research involving human subjects that has not been approved by the IRB of record (38 CFR 116.112; M-3, Part 1, Chapter 3.01(e)).  If in the course of its review, the R&D Committee requires changes to the protocol that relate to the determination of the protection of the human subjects, the R&D Committee must refer those changes back to the IRB for its approval before the R&D Committee can give final approval.

The IRB has authority to suspend or terminate the enrollment and/or ongoing involvement of human subjects in the facility’s research as it determines necessary for the protection of those subjects (38 CFR 16.113).  The IRB has the authority to observe and/or monitor the VAMC’s human subject research to whatever extent it considers necessary to protect human subjects.

d.
The Principal Investigator (21 CFR 56.108(b), 312.64, and 312.66; M-3, Part 1, Chapter 9.11 & Appendix 3C).  The IRB recognizes one Principal Investigator (PI) for each project.  The Pl has ultimate responsibility for his/her research project and all official IRB correspondence is addressed to the PI.  Co-investigators communicate with the IRB through the PI.  (Note: Specify interactions between the investigator and the IRB such as notification of initial and continuing review, notification of modifications to the protocol, reporting requirements, e.g., adverse events.  Specify how the PI and R&D Committee are notified of IRB decisions about the protocol.  Refer to Chapter 4.3 of the Guide.)

e. 
Appeal of IRB Determinations (38 CFR 16.109(d)).  The IRB shall provide the PI with a written statement of its reasons for disapproving or requiring modifications in proposed research and must give the PI an opportunity to respond.  (Note: Specify the process that the VAMC requires the PI to follow to respond to IRB comments, e.g., time frame, electronically, or in writing.  Refer to Chapter 5.6 of the Guide.)

f.
Other Relationships within the VAMC.  The IRB may require projects to be reviewed and approved by a Radiation Safety Sub-Committee, Biohazard Sub-Committee, Radioactive Drug Review Committee (21 CFR 261.1), and/or other committees of the VAMC, relevant committees of collaborating institutions or by ad hoc reviewers.  (Note: Specify what other review and approval is required by the IRB. Refer to Chapter 5.7 of the Guide.)
g.
Other Institutions.  The IRB is responsible for the protection of the rights and welfare of human research subjects at this VAMC and for research conducted under VA auspices.  The IRB has no authority over or responsibility for research conducted at other institutions.  (Note: If there are any affiliated Human Research Protections Program (HRPP) relationships, specify the nature of the relationships, including a diagram or organizational chart in an appendix.  Specify if the FWA includes reviewing research at other facilities. Refer to Chapter 5.9 of the Guide.)

h.
Regulatory Agencies.  The IRB and IRB records are subject to regulation and inspection by governmental regulatory agencies (e.g. FDA, GAO, and Office for Human Research Protections (OHRP), and the VA Office of Research Compliance and Assurance (ORCA). Copies of any reports or correspondence to and from such agencies concerning the VAMC’s R&D Committee must be provided by the IRB to the VAMC’s R&D Committee, which shall determine if any additional notifications are necessary.

I.   IRB Staff and Resources.  (Note:  Specify staff duties and reporting lines.  Add names and contact information in an appendix.  Specify space, filing resources, and other pertinent resource information, e.g., the policy, if any, on IRB charges for protocol review.)

5.
The Membership of the IRB (38 CFR 16.107; M-3, Part 1, Chapter 9.08).  (Refer to Chapter 6 of the Guide).  The IRB has 
 members (a minimum of five members). The membership is selected to assure appropriate diversity, including representation by multiple professions, multiple ethnic backgrounds, both genders, knowledge of institutional commitments, knowledge and experience with vulnerable subjects, inclusion of both scientific and non-scientific members and one member who has no other affiliation with this VAMC (Appendix D: IRB Membership).  (Note: Specify the number of members, what are the requirements for membership, and on the Membership Roster specify the information required by OHRP.  Include this roster in Appendix D.  Refer to Chapter 6.6 of the Guide.)

a.
Appointment of Chairperson, Length of Service and Duties (M-3, Part 1, Chapter 3.01).  (Note: Specify number of chairs or chair/vice-chairs, how they are appointed, their term and their duties. Refer to Chapter 6.2 of the Guide.)

b.
Appointment of IRB Members, Length of Service and Duties (M-3, Part 1, Chapter 3.01).  IRB members are nominated by the R&D Committee, and formally appointed by the Director of the VAMC.  (Note: Specify members, length of staggered terms, attendance requirements, and removal procedures. Refer to Chapter 6.1 of the Guide.)

c.
Alternate IRB Members.   Alternate members may be nominated by the R&D Committee and appointed by the Director. These alternates replace regular IRB members who are, on occasion, unable to attend convened meetings of the IRB.  (Note: If alternate members exist for this IRB, specify number of alternates and whom they are qualified to replace.  Refer to Chapter 6.3 of the Guide.)

d.
Use of Consultants (38 CFR 16.107(f)).  The IRB is authorized to obtain services of ad hoc reviewers when additional expertise is required.  (Note: Describe the circumstances under which the IRB uses consultants. Refer to Chapter 6.5 of the Guide.)

e.
Conflict of Interest (38 CFR 16.107(e)).  No IRB member may participate in the IRB’s initial or continuing review of any project in which the member has a conflicting interest, except to provide information requested by the IRB.  (Note: Specify what is the procedure for IRB members to follow when they have conflicts of interest and what is recorded in the IRB minutes relating to the conflicts of interest. Refer to Chapter 6.7 of the Guide.)

f.
Training and Development of IRB Chair and Members (ORD May 8, 2000, and March 14, 2001, Memoranda).  As a condition of the FWA, IRB members are provided education about human research protection.  (Note: Specify the education plan for orientation and continuing education. Include what reference materials are provided and who provides the training. Refer to Chapter 6.8 of the Guide.)

g.
Compensation for IRB Service.  IRB members are generally not compensated for serving on the IRB.  (Note: Specify if VA IRB members are compensated and under what conditions. Refer to Chapter 6.9 of the Guide.)

h.
Liability Coverage for IRB Members.  The VA has no formal provisions to guarantee liability protection for IRB members acting in the performance of their duties. However, such protection may be provided on a case-by-case basis at the discretion of the VA and the Department of Justice.  (Note: Specify what coverage exists for the IRB members.)

6.
IRB Record keeping and Required Documentation (38CFR115). (Refer to Chapter 8 of the Guide). 
a.
Record Retention (38 CFR 16.115(b)).  The IRB shall keep records at least for 3 years after a study is completed.  (Note: Specify what practice the IRB follows, where the records are retained, who maintains them, and what records are retained.  Refer to Chapter 8.1 of the Guide.)

b.
Access to IRB Records.  (Note: Specify which individuals in the facility have access to IRB records, where they are stored, and the security of that area. Specify how electronic records are handled.  Refer to Chapter 8.2 of the Guide.)

c.
IRB Records.  IRB records are in files organized in to specific categories.  (Note: Specify what categories the IRB uses. Refer to Chapter 8.c.)

d.
Current IRB Registration and Membership Roster.  The IRB of record shall maintain the current IRB membership rosters and report any changes promptly to OHRP with a copy to ORCA.  (Note: Specify what information is included on the registration update and who is responsible for the roster. Refer to Chapter 8.4 of the Guide.  A copy of the current registration should be in an appendix.)

e.
Education and Training Records.  The IRB shall maintain accurate records listing research investigators, IRB members, and IRB staff who have fulfilled the facility’s HRPP training requirements.  (Note: Specify what training must be completed, what is the plan for investigators’ education, and the individuals responsible for providing training and maintaining training records.)

f.
Written Standard Operating Procedures and Guidelines (38 CFR 16.103(a-b) and 108, 115(a)(6)).  (Note: Specify how investigators, members and others access SOPS, who approves them, and who writes and maintains them.)

g.
IRB Correspondence (38 CFR 16.115(a)(4)).  Accurate records are maintained of all communications to and from the IRB. Copies are filed in the IRB’s investigator project file.  (Note: Specify the type and flow of communication between IRB and investigator, storage of information including electronic communication, and what information is provided.)
h.
IRB Research Application Files.  The IRB shall maintain a separate file for each research application. Protocols are numbered sequentially in the order in which they are received.   (Note: Specify what information the investigator is expected to submit to the IRB, what is kept, and where it is kept. Include forms and formats in an appendix. Refer to Chapter 8.7 of the Guide.)

i.
Research Tracking System.  The IRB uses a reliable computerized tracking system.  (Note: Specify what computerized tracking system is used, what information is stored by the system, and who maintains the system. Refer to Chapter 8.8 of the Guide.)

j.
Documentation of Exemptions (38 CFR 16.101; M-3, Part 1, Chapter 9.06).  Investigators submit a written request to the R&D Committee. The Committee or its designee reviews the exempt status based on categories stipulated at 38CFR16.101 and communicates that status in writing to the investigator. The IRB must approve the exempt status.  (Note: This section pertains only to those IRBs who elect to follow the exempt categories stipulated in regulations. Specify what are the categories of exemption and who reviews the exempt status and list the categories of exempt research. If the IRB does not use this process, specify that it does not and what process is used in its place, e.g., only expedited or full review. Refer to Chapter 8.9 of the Guide.)

k.
Documentation of Exceptions from Informed Consent for Emergency Use of a Test Article  (21 CFR 50.23).

l.
Documentation of Exemptions from IRB Review (21 CFR 56.104c).  (Note: For both “k” and “l” specify the conditions in which a test article can be used, what procedures the investigator must follow, and what is the time frame for notifying the IRB. Refer to Chapter 8.10 and 8.11 of the Guide.)

m.
Documentation of Expedited Reviews (38 CFR 16.110(b); FR 60364-60367 & 60353-60356, November 9, 1998).  (Note: Specify conditions under which the expedited IRB review procedure may be used, who conducts the review, and how and where they are documented.  Refer to Chapter 8.12 of the Guide.)

n.
Documentation of Convened IRB Meetings – Minutes (38 CFR 16.115(a)(2)).  (Note: Specify who completes the minutes, what information is recorded, and the time frame for completion.  Refer to Chapter 8.13 of the Guide. Include a sample format of the IRB minutes in an appendix.)

o.
Attendance at IRB Meetings.  (Note: Specify attendance at the IRB meeting. Refer to Chapter 8.14 of the Guide.)

p.
Quorum Requirements and Voting at IRB Meetings (M-3, Part 1, Chapter 9.09.e).  The minutes shall include a statement of quorum requirements to transact business.  (Note: Specify the requirements for quorum. Refer to Chapter 8.15 of the Guide.)

q.
Actions Taken by the Convened IRB (38 CFR 16.109; 115).  The minutes shall include all actions taken by the convened IRB and the votes underlying those actions.  (Note: Specify the approval process, what process the IRB uses to notify others in writing of its findings and actions, what process the investigator uses to respond to the IRB, and indicate use of VA Form 10-1223.  Refer to Chapter 8.16 of the Guide.)
r.
Basis for Requiring Changes or Disapproving Research (38 CFR 16.109(d)).

s.
Summary of Controverted Issues at Convened Meetings (38 CFR 16.115(a)(4)).  (Note: For both “r” and “s” specify what information is to be included in the minutes, what information is provided to the investigator, the investigator’s responsibility, and the time frame for response. Refer to Chapter 8.17 and 8.18 of the Guide.)

t.
IRB Findings and Determinations where Documentation is Required by Regulation (OHRP and FDA Guidance).  (Note: Specify the method of documentation used by the IRB; what information is included in the minutes or other formats, e.g., checklists; indicate names of checklists used, and include in the Appendices the various approved checklists and a sample format for the minutes. Refer to Chapter 8.19 of the Guide.)
u.
Documentation of Review by Another Entity’s IRB.  (Note: This section is required only if the IRB(s) of record is(are) operated by another entity under a separate FWA. Specify who maintains what records, and where the information is stored. Refer to Chapter 8.20 of the Guide.)

7.
Types of IRB Review Determinations (Refer to Chapter 9 of the Guide).  Unless determined to be exempt, all human subject research conducted at this VAMC or by VAMC employees or agents or otherwise under VA auspices must be prospectively reviewed and approved by the IRB designated by the R&D Committee. No research may be initiated or continued at the facility or by employees or agents without prospective approval of a designated IRB. Regardless of the type of review (approved as exempt, expedited or review at a convened meeting), the investigator is notified in writing of the IRB’s determinations.

a.
Review by the Convened IRB  (38 CFR 16.108(b)).  The IRB is required to conduct initial and continuing reviews of all non-exempt research at convened meetings at which a majority of the members are present, unless the research falls into one or more categories appropriate for expedited review.

A majority of the IRB members (or their designated alternates), including at least one member whose primary concerns are in nonscientific areas, must be present to conduct a convened meeting.  For research to be approved, it must receive the approval of a majority of those members present at the meeting where a quorum is present.  (Note:  Specify the IRB meeting schedule and include a current schedule in an appendix.)

b.
Initial Review by the Convened IRB (38 CFR 16.103(b)(4) and 21 CFR 56.108-109).  Prior to the convened meeting, all members of the IRB shall be provided with detailed initial review materials describing the research to discuss the protocol adequately and determine the appropriate action during the convened meeting.  (Note: Specify when and what materials are provided to IRB members; the process for determining which studies pose significant or non-significant risk; ensuring that the information is relevant to the approval criteria described in the regulations; and provide in the appendices any checklists used to assist in the review.  Refer to Chapter 9.2 of the Guide.)

c.
Continuing Review by the Convened IRB  (38 CFR 16.103 and 109(b)(4)).  The IRB is required to conduct substantive and meaningful continuing review of research at intervals appropriate to the degree of risk, but not less than once per year.  (Note: Specify how far in advance the investigator is notified to submit materials for review and what are the expiration date and consequences of not meeting deadline, specify the criteria the IRB uses to determine that continuing review should be accomplished more often than every 365 days, criteria for using expedited review process, what materials IRB members receive in advance of meeting and how far in advance of meetings the materials are received.  Refer to Chapter 9.3 of the Guide.)

d.
Types of IRB Review Systems.  (Note: Specify if primary and secondary reviewer system is used at the VAMC.  Specify what reviewer system is used, what materials members receive, and the process used. Specify how and what the reviewers report to the IRB and how their reports are maintained. Refer to Chapter 9.4 of the Guide.)

e.
Expedited Review of Research (38 CFR 16.110).  (Note: Specify under what conditions the IRB Chair or designees(s) may review research through an expedited procedure, what is the approval process, what is the process used to advise the IRB of research approved under expedited procedures, and the type of documentation in the IRB records (may be included in the Appendix.)  Refer to Chapter 9.5 of the Guide.)

f.
Expedited Review of Minor Changes in Previously Approved Research (38 CFR 16.110(b)).  Investigators must report to the IRB any proposed changes in IRB-approved research, including proposed changes in informed consent documents. No changes may be initiated without prior approval of the IRB, except where necessary to eliminate apparent immediate hazards to subjects.  (Note: Specify and define the conditions under which this form of review can be done. Refer to Chapter 9.6 of the Guide.)

g.
Expedited Initial and Continuing Review: Permitted Categories.  Expedited procedures are used for initial and continuing review of research that is no greater than minimal risk and falls within the categories published in the November 9, 1998, Federal Register FR 60364-60367 and FR 60353-60356.  (Note: Specify whether or not the IRB uses expedited review; list the research eligible for expedited initial and continuing IRB review. Refer to Chapter 9.7 of the Guide.)

h.
Use of Subcommittees to Support IRB Activities.  The IRB Chairperson may appoint subcommittees on an ad hoc basis to perform non-review functions as needed, such as monitoring compliance with IRB regulations.  (Note: Specify the names and functions of any existing/standing subcommittees, e.g., expedited review. Refer to Chapter 9.8 of the Guide.)

i.
Review of Reports of Unanticipated Problems or Adverse Events (21 CFR 312.66).  Investigators are required to notify the IRB promptly of any unanticipated problems involving risks to subjects or others that occur in research conducted at the VAMC or by VAMC employees or agents, or under VA auspices.  PIs are also required to report promptly to the IRB any adverse event (AE) that is reported to ORCA, or to the FDA and/or the sponsor in accordance with FDA requirements. For CRP studies see VA Cooperative Studies Program Standard Operating Procedures for the Protection of Human Subjects in Research, March 2000.

j.
Review of Adverse event or Safety Reports in sponsored or Cooperative Group (Multi-Center) Projects.  
k.
Review of Data and Safety Monitoring Board (DSMB) Reports.  (Note: For “i,” “j,” and “k” specify what process the investigator follows to file reports, what are acceptable time frames for AEs to be reported, who reviews these reports, what form is used (include in an appendix), extent of convened review, and who notifies regulatory agencies and under what circumstances.  Refer to Chapter 9.9, 9.10 and 9.11 of the Guide.)

l.
Outcomes of IRB Review (38 CFR 16.109 and 115).  The IRB shall notify investigators and the R&D Committee in writing of its determinations.  (Note: Specify typical actions, whether additional information is needed, how long the investigator has to respond before the IRB takes additional action, who contacts the investigator, and what time frame is followed for notification.  Refer to Chapter 9.12 of the Guide.)

m.
Expiration of Approval Period (38 CFR 16.109(e)).  (Note: Specify how the expiration date is determined, what notification process is used to contact the investigator, what are the consequences of an expired approval, under what circumstances and which federal agencies are contacted, and what other notifications are required. Refer to Chapter 9.13 in the Guide.)

n.
Suspension or Termination of IRB Approval of Research (38 CFR 16.113).  (Note: Specify under what conditions the investigator must notify the IRB of AEs, unanticipated problems involving risks to subjects and others, and any serious or continuing noncompliance; what actions the IRB may take; how these actions are communicated to the investigator, R&D Committee, and other relevant Federal agencies. Refer to Chapter 9.13 of the Guide.)

8.
IRB Review and Approval Considerations (Refer to Chapter 10 of the Guide).
a.
Levels of Risk (38 CFR 16.102(I) and 110).

b.
Risks Minimized (38 CFR 16.111(a)(1)).

c.
Risks Reasonable Relative to Anticipated Benefits (38 CFR 16.111(a)(2)).  (Note: For “a,” “b” and/or “c”, specify what is the definition of minimal risk, what is the process the IRB uses to consider the overall level of risks and benefits to subjects in evaluating proposed research, how the IRB distinguishes research that is greater than minimal risk from research that is no greater than minimal risk, how the IRB determines that risks are minimized, what are the qualifications of investigators, and what investigators are eligible to submit proposals.  Refer to Chapter 10.1, 10.2 and 10.3 of the Guide.)

d.
Equitable Selection of Subjects (38 CFR 16.111(a)(3)).  (Note: Specify the processes the IRB uses to determine that selection of subjects is equitable, particularly for vulnerable subject populations, gender issues, and minority groups. Refer to Chapter 10.4 of the Guide.)

e.
Review of Informed Consent Requirements (38 CFR 16.111(a)(4) and 116).

f.
Documentation of Informed Consent (38 CFR 16.117).  (Note: For “e” and “f”, specify who is eligible to obtain informed consent from a subject, under what conditions a requirements of informed consent can be waived (cite applicable state laws and include in an appendix), who are legally authorized representatives, what circumstances provide the subject with sufficient opportunities to consider whether or not to participate, what kind (and extent) of documentation is required, and what are the methods for documenting informed consent. Refer to Chapter 10.5 and 10.6 of the Guide.)

g.
Review of Plans for Data and Safety Monitoring.  (Note: Specify what criteria the IRB uses to determine that the research plan makes adequate provision for monitoring the data to ensure the safety of subjects. Refer to Chapter 10.7 of the Guide.)

h.
Privacy of Subjects and Confidentiality of Data (38 CFR 17.33(a), (f), .278 and .500-.571).  (Note: Specify who can access data and what are the procedures followed to ensure adequate confidentiality protections. Refer to Chapter 10.8 of the Guide.)

i.
Additional Safeguards for Vulnerable Subjects (38 CFR 16.111(a)(3) and M-3, Part 1, Chapter 9.12).  (Note: Specify what additional safeguards are included to protect the rights of subjects from undue influence or coercion and what are the criteria for evaluating that reviewers have expertise in working with vulnerable populations. Refer to Chapter 10.9 of the Guide.)

j.
Criteria for Requiring Review More Often than Annually (38 CFR 16.103(b)(4)(ii)).  (Note: Specify under what conditions a project is monitored more often than once per year and what are the time periods the IRB defines for approval periods. Refer to Chapter 10.10 of the Guide.)

k.
Independent Verification from Sources Other than the Investigator that No Material Changes Have Occurred Since the Previous Review.  (Note: Specify what factors must be considered in determining which studies require independent verification and at what time intervals this verification is done. Refer to Chapter 10.11 of the Guide.)

l.
Consent Monitoring (M-3, Part 1, Chapter 9.09).  (Note: Specify what procedures are followed to monitor the informed consent process, what type of studies are to be monitored, and what types of devices may be employed to evaluate the consent process.  Refer to Chapter 10.12 of the Guide.)

m.
Advertisements and Recruitment Incentives.  (Note: Specify what information is included in advertisements and what procedures investigators follow to submit these materials.  Refer to Chapter 10.13 of the Guide.)

n.
Obtaining Informed Consent from Non-English Speakers (38 CFR 16.116).  (Note: Specify under what circumstances a reliable translator be used, what is the process used to translate the consent into another language and to ensure its accuracy, and what is the process the IRB takes to approve a consent written in another language. Refer to Chapter 10.14 of the Guide.)

o.
Payment to Research Subjects (M-3, Part 1, Chapter 9.13).  (Note: Specify what process the IRB uses to review any proposed payment to research subjects, what restrictions exist on paying subjects, under what circumstances subjects may receive payment, and the justification the investigator must provide to the IRB for paying subjects.  Refer to Chapter 10.15 of the Guide.)

p.
Compensation for Injury (38 CFR 17.85).  (Note: Specify the process the IRB uses to ensure that subjects are provided with accurate information when applicable.  Refer to Chapter 10.17 of the Guide.)

q.
Certificates of Confidentiality.  (Note: Specify under what circumstances an investigator must obtain a certificate of confidentiality and from what Federal Agency or Department.  Refer to Chapter 10.18 of the Guide.)

r.
Compliance with All Applicable State and Local Laws.  (Note: Specify which state and local laws apply to the IRB and include in an appendix.  Refer to Chapter 10.20 in the Guide.)

s.
Waiver of Alteration of Informed Consent Requirements: Minimal Risk Requirements (38 CFR 16.116(d), 21 CFR 50.20 and .23).  (Note: Specify what criteria must be found and documented to waive informed consent, what information is documented in the IRB minutes, and under what circumstances consent is not practicable. Refer to Chapter 10.21 of the Guide.)

t.
Waiver of Documentation of Consent (38 CFR 16.117c)).  (Note: Specify what conditions the IRB must find and document to waive documentation of informed consent and where documentation of this waiver occurs. Refer to Chapter 10.22 of the Guide.)

9.
Required Elements of Informed Consent (38 CFR 116; M-3, Part 1, Chapter 9.11.b.2.a and Appendix 9C(2)).  A major requirement of research involving human subjects is that investigators must obtain the informed consent of prospective subjects before they can be included in research. Informed consent presumes two simultaneous concepts: informed decision-making and voluntary participation. Prospective subjects must be given sufficient information about the research and its risks and benefits to reach an informed decision as to whether they will voluntarily participate.

The informed consent template(s) included in the Appendix provides guidance on the wording and order.  The VA Form 10-1086, VA Research Consent Form, must be used.  (Note: Specify the required eight elements and the additional six elements of informed consent, additional VA-specific information, and specific requirements for FDA-regulated research.  Specify the procedures for documenting informed consent; compensation to subjects for participation; for injury, and provisions for protection of privacy.  Refer to Chapter 11 of the Guide.)

10.
Behavioral and Social Science Research.  (Note: If the IRB’s research portfolio contains behavioral and social sciences research specify special review procedures.  Refer to Chapter 12 of the Guide.)
11.
IRB Review of Research Using Data and Specimens.  (Note: If the IRB’s research portfolio contains any research involving data and specimens, specify the special review procedures used.  Refer to Chapter 13 of the Guide for inclusion of relevant materials.)
12.
IRB Considerations About Ethical Study Design.  (Note: If the IRB’s research portfolio contains epidemiological research, genetic research, family history research, or research involving potentially addictive substances refer to Chapter 14 of the Guide for inclusion of relevant materials.)

13.
Potentially Vulnerable Subject Groups (Refer to Chapter 15 of the Guide).  (Note: Tailor this chapter to the vulnerable populations included in the IRB’s portfolio.)

a.
Elements to Consider in Reviewing Research Involving Vulnerable Subjects.  (Note: Specify what are the various elements that need to be considered, e.g., inclusion and exclusion criteria, over-selection, state laws, safeguards in place or needed.  Refer to Chapter 15.1 of the Guide.)

b.
Pregnant Women, Fetuses, and Human In Vitro Fertilization (45 CFR 46, Subpart B).  (Note:  If the IRB does not conduct fetal or human in vitro fertilization research, the IRB SOP need not include such information. Specify under what conditions potential subjects will be selected and what provisions exist for monitoring the informed consent process, what are the conditions and requirements that apply to this population, and that there is adequate representation on the IRB to consider research with this special population.  Refer to Chapter 15.2 of the Guide and 45 CFR 46.205, Additional duties of the IRB in connection with activities involving fetuses, pregnant women, or human in vitro fertilization.)

c.
Research Involving Prisoners (45 CFR 46, Subpart C).  (Note:  If the IRB does not conduct research involving prisoners, the IRB SOP need not include such information. Specify under what conditions potential subjects will be selected and what provisions exist for monitoring the informed consent process, what are the conditions and requirements that apply to this population, and that there is required representation on the IRB to consider research with this special population.  Refer to Chapter 15.3 of the Guide and 45 CFR 46.305, Additional duties of the IRB where prisoners are involved.)

d.
Research Involving Children (45 CFR 46, Subpart D and VHA Directive 2001-028, April 27, 2001).  (Note: If the IRB does not conduct research involving children, the IRB SOP need not include such information. Specify that the Chief Research and Development Officer must grant waiver to include children in VA approved research at the facility, what issues need to be considered, and that there is adequate representation on the IRB to consider research with this special population.  Refer to Chapter 15.4 of the Guide.)

e.
Research Involving Decisionally Impaired Subjects.  (Note: Specify what issues need to be considered and that there is adequate representation on the IRB to consider research with this special population.  Refer to Chapter 15.5 of the Guide.)

f.
Surrogate Permission with Subject Judged Incompetent to Consent (M-3, Part 1, Chapter 9.12).  (Note:  Specify conditions under which consent from legally authorized representatives can be obtained in lieu of consent from the subject and that there is adequate representation on the IRB to consider research with this special population.  Refer to Chapter 15.6 of the Guide.)

 g.
Human Fetal Tissue Transplantation Research (Public Law 103-43).  (Note: If the IRB does not conduct human fetal tissue transplantation research the IRB SOP need not include such information. Specify the conditions which govern this research, and that there is adequate representation on the IRB to consider this type of research.  Refer to Chapter 15.7 of the Guide.)
14.
Managing Conflicts of Interest.  Refer to Chapter 16 of the Guide.  (Note: Specify the circumstances for a presumption of a conflict of interest.  Specify the situations in which the IRB deems a financial and a governance (role) conflict of interest to exist.)

15.
Investigational Drugs, Devices and Biologics.  (Note: When an FDA regulated test article is used in research conducted at the VA or funded by another federal agency, more than one set of regulations may apply. When regulations differ, the IRB applies the stricter one. Specify additional considerations the IRB must consider in relation to investigator and sponsor responsibilities, review of medical and radiology devices and radioactive materials, adverse events and reporting requirements, off-label use, expanded access to investigational drugs and devices, gene transfer research, and emergency use of a test article. Refer to Chapter 17 of the Guide.)
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