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1.1 Purpose/Goal of the HRPP


The goal of the Human Research Protection Program (HRPP) is to protect the human rights, safety and well-being of any individual who may serve as a subject/participant of a research project at the [INSERT initials HERE]. This includes Veterans and non-Veterans, patients· and non-patients, volunteers, students and employees. The HRPP at the [Insert initials Here] is an integrated and comprehensive program involving senior management of the institution, the research office, the Institutional Review Board (IRB), the Research and Development (R&D) Committee and all subcommittees and all investigators and research staff involved in the conduct of research involving humans.  It is supported with dedicated resources allocated by the Institutional Official.  The fundamental priorities of this HRPP include the following: 

1.	Human research activities occurring throughout the [Insert initials Here] medical center and the human subjects protection program is integrated into the overall operations of the medical center.
2.	Subjects’ ethical rights and safety are always primary considerations when they take part in studies conducted or overseen at [INSERT NAME HERE].
3.	Individuals involved in human research understand the organization's goals to protect subjects’ ethical rights and safety.
4.	Research activities under the oversight of this HRPP do not commence until the research protocol has received all approvals required by this organization.
5.	Investigators and research staff are trained in human subjects protections and have the appropriate education and qualifications to conduct the approved research.



1.2 Description of the Institution:
The [Insert initials Here] Healthcare System provides [describe the catchment area of your program including the population you serve and the types of clinics and services you provide.  Describe if you have a relationship with an affiliated medical school and/or university and if there are staff, residents and medical students who rotate or see patients at the VA and the status of those appointments].


1.3 Ethical Principles

The [name if facility] is committed to conducting research with the highest regard for the welfare of human subjects. It upholds and adheres to the principles of The Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects in Research by the National Commission for the Protection of Human Subjects in Biomedical and Behavioral Research (1979). These principles are:

1.	Respect for Persons, which is ensured by obtaining informed consent, consideration of privacy, confidentiality, and additional protections for vulnerable populations.
2.	Beneficence, which is assured by ensuring that possible benefits are maximized and possible risks are minimized to all human subjects.
3.	Justice, the equitable selection of subjects.

The [name of facility] HRPP, in partnership with its research community, is responsible for ensuring the ethical and equitable treatment of all human subjects in research conducted under its auspices.

1.4 Description of the HRPP:

This HRPP program operates under a Federal-wide Assurance (FWA0000XXXX) with a VA Addendum issued by ORO. [Describe your IRB situation here] The program is governed by the VA regulations at 38 CFR parts 16 and 17; the Food and Drug Administration (FDA) regulations (21 CFR). These regulations apply to all research conducted at [INSERT NAME HERE], regardless of whether it is funded by VA or another entity or not funded.  The HRPP is part of the Veterans Health Administration (VHA), which is a covered entity for which HIPAA applies to any protected health information (PHI) collected, used, shared, or disclosed by VHA for research purposes.  The VA is also a Federal agency that applies the Privacy Act of 1974 to individually identifiable data in VA research. When a VA research activity involves a “clinical investigation” as defined by the FDA, FDA regulations will also apply in addition to any applicable laws, regulations and policies. Investigators receiving support from other Federal agencies (e.g. DoD, DoE or DHHS) must meet requirements for the protection of human subjects of the funding source in addition to those of the VA. Research activities subject to this HRPP include all research involving humans as subjects as defined by the VA regulations.  The HRPP also oversees the process of making determinations as to whether a project meets the regulatory definition of human subjects research.

The operation of the HRPP is governed by the principles outlined in the Belmont Report, the document of ethical principles underlying modern concepts of human subject protection. The three key principles governing the use of humans in research at the [Insert initials Here] are respect for persons, beneficence, and justice. It is imperative that human research subjects receive the highest level of protection possible and that any questions or any legal or ethical ambiguities that arise always be resolved in favor of the human research subject.

The HRPP is a comprehensive system to ensure the protection of human subjects participating in research.  The HRPP consists of a variety of individuals and committees such as:  the VA facility Director, Associate Chief of Staff for Research and Development(ACOS/R&D) [or a Coordinator for the R&D] , the Administrative Officer (AO) for R&D, the R&D Committee, the IRB [IRBs if applicable], other committees or subcommittees addressing human subjects protection (e.g., Subcommittee for Research Safety and Security (SRSS), Radiation Safety, Radioactive Drug Research, Conflict of Interest), investigators, IRB staff, research staff, health and safety staff (e.g., Biosafety Officer, Radiation Safety Officer), research compliance officers (RCOs), Information System Security Officers (ISSOs), privacy officers (POs), and research pharmacy staff.  The objective of this system is to assist the institution in meeting ethical principles and regulatory requirements for the protection of human subjects in research. A diagram of the [name of institution] program may be found at Appendix 1.
The policies and procedures present the most current information for reference by potential investigators and their staff. This is not however, a static document.  The ACOS/R will keep the research community apprised of new information that may affect the human research protection program, including laws, regulations, policies, procedures, and emerging ethical and scientific issues on its website and through the VA electronic mailing system. The documents required to submit a research protocol are located:  .[Provide instruction in the HRPP as to whether or not submissions to an IRB can be sent directly to the IRB or whether the submission initially goes to the research office or research portal for processing, if applicable.]


1.5 The Scope of the HRPP:
The HRPP applies to all research involving human subjects, if:

A. The [insert name of VA Facility] or [insert name of VA Facility’s NonProfit Corporation] or VA Investigator is the recipient of an activity funded as research by VA or another Federal agency, such as the National Institute of Health (NIH) or the Department of Defense (DoD).  If the [insert name of VA Facility’s NonProfit Corporation] is the recipient of the funding award, the human subjects activity must use an IRB of the VA Facility if the activity requires IRB review

B. The exempt or non-exempt human subjects VA research activity is conducted by an employee of the [insert name of VA Facility] who is compensated, WOC, or on IPA appointments while or VA time or on VA property;  

In addition to the above, any non-VA research involving human subjects that wishes to advertise for recruiting research subjects at [insert name of VA Facility], including VA patients or employees, must [describe process used to review requests for advertising non-VA research studies at the VA Facility or specify that the VA Facility does not permit advertising of non-VA research at the VA Facility].

1.5.1 Use of IRBs for Studies Within the Scope of the HRPP.

The following IRBs are the IRBs of Record that a VA Investigator at this VA Facility may use:

[list IRBs as approved by the Office of Research Oversight or refer to a website where the list is present for the VA Facility and how it is determined which IRB is used for the research activity emphasizing that the VA Investigator does not choose which IRB is used among the IRBs listed for the VA Facility].

If an Investigator wishes to seek approval to use an IRB that is not included in the above list, approval may be sought using the process outlined in Appendix 8.  Please note all requests for approval for use of an IRB not currently listed for this VA Facility’s HRPP are not approved and require evaluation and approval by the VA Medical Center Director, the Director of the Office of Research Protections, Policy, and Education within the Office of Research and Development, and the Office of Research Oversight.  

1.5.2 Required Approvals for Studies Within the Scope of the HRPP.

All VA research to be performed with human subjects in [Insert initials Here] requires the prior approval of the R&D Committee before it can be initiated.  The R&D Committee is the approving committee for all research conducted by [insert name of VA Facility and any other VA Facility that uses it] and the [insert name of VA NonProfit Corporation if the VA Facility has one].  The R&D Committee will approve non-exempt research studies involving human research and exempt activities requiring limited IRB review only after approval by the IRB and all other appropriate subcommittees.  

Neither the VA facility nor the investigator may engage the services of another IRB for the purposes of avoiding the requirements or determinations of the IRB of Record.

The R&D committee may will also approve “research not involving human subjects” and “exempt” studies after a research determination is made and any institutional requirements for approval are met, including approval by all other appropriate subcommittees. [Reference section where it is found what studies what review by other subcommittees or other institutional requirements apply.]

[bookmark: _Hlk534015332]1.5.3  Research Not Involving Human Subjects and Exempt Determinations.

Not all research activities require review by an IRB.  If an Investigator has a question as to whether or not the proposed research activity is a research activity involving human subjects, the following process is to be used:  [describe process if applicable].

Exempt research activities are research activities involving human subjects.  Some exempt activities require a process called limited IRB review, while other exempt activities require no IRB review.  Exempt research determinations may be made by the IRB Chair, an experienced IRB member, or qualified administrative staff with expertise in applying human research exempt regulations.  If the exempt activity is determined to require limited IRB review, an IRB member must conduct the limited IRB review in accordance with the IRB SOP.   The process for submitting research activities for exempt determination is [refer to SOP or location of process]. 

Any VA research activity that is exempt or does not involve human subjects must be approved by the VA Research and Development Committee.  

1.5.4 Required Investigator Conflict of Interest Reporting. 

Individual investigator conflicts of interest (COI) documents are centrally collected and processed (see appendix 16).  All VA Investigators are required to use the form:  OGE Form 450 Alternative-VA, Research Financial Conflict of Interest Statement.  Forms must be submitted [state where the forms are to be submitted]. Where an institutional conflict of interest is suspected, the conflict may be reviewed and managed by the VISN Director. (see Appendix 5)

1.5.5 Research Subject/Participant Complaints and Return of Incidental Findings.

 
If this facilityany [insert name of VA facility] employee is contacted by a research participant with a concern about the research study, the concern will be forwarded within 1 business day to the [who at your facility] who will adjudicate the concern to the appropriate committee(s). (see IRB SOP chapter research complaints for studies under oversight of the IRB)

This program is committed to returning incidental finding results to research participants when the information is deemed by the study team to be potentially actionable and the IRB approves the research activity and the plan for returning incidental findings . 

This program allows for the use of a non-affiliated IRB in circumstances outlined in Appendix 8.

All research to be performed with human subjects in [Insert initials Here] requires the prior approval of the R&D Committee. The R&D Committee will approve non-exempt research studies involving human research only after approval by the IRB and all other appropriate subcommittees.  The R&D committee may approve “research not involving human subjects” and “exempt” studies after a research determination is made and any institutional requirements for approval are met.


1.6 Types of Research Typically Covered by the HRPP
Research conducted at the [name of facility] is generally designed to advance health care for our veteran population and the nation. The HRPP typically covers the following types of research: Biomedical, Behavioral, Psychological, Sponsored Research, and Health Services Research.
The following examples illustrate common types of human subject research. These are examples only, and are not exhaustive of all human subject research.
[bookmark: _Toc511981833]1.6.1 Clinical Research.
Clinical research involves research to: a) increase scientific understanding about normal or abnormal physiology, disease states, or development; and/or b) evaluate the safety, effectiveness, or usefulness of a medical product, procedure, or intervention. Examples of clinical research include, but are not limited to, vaccine trials, medical device research, and cancer research. According to FDA regulations, clinical investigation includes any experiment that involves a test article and one or more human subjects (21 CFR 56.102).
Clinical research may include:
· The collection of data about a series of standard procedures or treatments for dissemination or generalization.
· Patient care or the assignment of normal participants to an intervention that is altered for research purposes in any way.
· A diagnostic procedure for research procedures that is added to a standard treatment.
· Systematic investigations or innovative procedures or treatments (e.g., A systematic investigation is one that involves a predetermined method for studying a specific topic, answering a specific question(s), testing a specific hypothesis(es), or developing theory. If an investigator plans to collect information about an innovative procedure or will utilize the innovative procedure with a different category of participants in order to compare it to the accepted standard).
· Comparative effectiveness trials (comparing 2 or more accepted medical treatments when clinical equipoise exists).
[bookmark: _Toc511981834]1.6.2 Epidemiological Research.
Epidemiological research targets specific health outcomes, interventions, or disease states and attempts to reach conclusions about cost-effectiveness, efficiency, interventions, or delivery of services to affected populations. Epidemiological research may employ surveillance, monitoring or reporting methodologies, or retrospective review of medical, public health and/or other records. Because epidemiological research often involves aggregate examination of data, it may not always be necessary to obtain individually identifiable information. When this is the case, the research may not meet the definition of human subjects research. See [refer to section or SOP or process or website] for more information on determining whether a given activity meets the definition of human subjects research.
[bookmark: _Toc511981835]1.6.3 Repository Research, Tissue Banking, and Databases.
[bookmark: _Toc511981836]VA Research involving the collection and use of tissue banking and the use of data and data repositories will follow the VA requirements on tissue banking andin VHA Handbook 1200.12 on the Use of Data and Data Repositories in VHA Research.

1.6.4 Social and Behavioral Research.
Social and behavior research involving human subjects focuses on individual and group behavior, mental processes or social constructs and usually generates data by means of surveys, interviews, observations, studies of existing records, and experimental designs involving exposure to some type of stimulus or environmental intervention. The goals of social and behavioral research are similar to that of clinical research - to establish a body of knowledge and to evaluate interventions - but the content and procedures often differ. Social and behavioral research, like all human subjects research, may involve risk, including loss of privacy and/or breach of confidentiality of subjects or their data. Risk in this case may be psychosocial rather than physical harm or injury risks. Thus, the IRB review of social and behavioral research is as rigorous and thorough as any other human subjects research.
[bookmark: _Toc511981837]1.6.5 Pilot Studies.
[bookmark: _Toc511981838]Pilot studies involving human subjects are considered human subjects research and require IRB review as applicable and R&D Committee review and approval.
1.6.6 Human Genetics Research.
Genetics studies include but are not limited to: a) pedigree studies to discover the pattern of inheritance of a disease and to catalog a range of symptoms involved; b) positional cloning studies to localize and identify specific genes; c) DNA diagnostic studies to develop techniques for determining the presence of specific DNA mutations; d) gene transfer research to develop treatments for genetic disease at the DNA level; e) longitudinal studies to associate genetic conditions with health, health care or social outcomes; and f) gene frequency studies. Unlike the risks presented by many clinical research protocols considered by the IRB, genetic research also includes risks of social and psychological harm. Genetic studies that generate information about subjects’ personal health risks can produce anxiety and confusion, damage familial or personal relationships and compromise the subjects’ insurability and employment opportunities. Thus, the need for careful IRB review of these studies is important.
1



1.7  Program Design
The [Insert initials Here] Director serves as the Institutional Official (IO) 

The Institutional Official (IO) is the individual legally authorized as Signatory Official to commit an institution to an FWA.  The Signatory Official assures that human subjects research to which the FWA applies is conducted in accordance with the terms of the assurance (see VHA Handbook 1058.03).  The IO is ultimately responsible for overseeing the protection of human subjects within the facility. As such, the IO provides oversight of both the IRB and R&D committees, and all VA investigators (compensated, WOC, or those appointed under an Intergovernmental Personnel Agreement). The Institutional Official has approved a HRPP program that consists of a) oversight, b) implementation, and c) quality assurance and improvement subunits.

The IO undergoes training regarding his/her responsibilities as the IO within approximately XX days of assuming this position.  If there is to be a transition in IO leadership, every effort is made to ensure that there is overlap in IO coverage.  When not possible, a senior member of the staff with appropriate authority may be trained as the IO and serve in this capacity until a new IO is named.

The IO delegates the day to day oversight of the program to the ACOS/R&D who reports through the COS to the IO. Chief of Staff, the Research and Development Committee, and Institutional Review Board. Quality Assurance Research compliance audits are overseen by the Research Compliance Officer who reports to the Director. Quality assurance of the Research Pharmacy is overseen by the Chief of Pharmacy and Clinical Services.

The RCO reports directly to the VA Facility’s Medical Center Director and is assigned to the Medical Center Director's Executive Leadership Group and operates independently of the Research Health Care Group.

The CRADO (delegated to the Director, ORPP&E) will approve any changes to the IRB(s) of Record for the institution. 

1.8 Role Responsibilities

1.8.1 Institutional Official:
(1) Overseeing the facility’s research program.  The IO is responsible for the creation and implementation of an HRPP for research involving human subjects.  The IO’s responsibilities for the facility’s HRPP include, but are not limited to:
(a) Ensuring that the institution’s HRPP functions effectively and that the institution provides the resources and support necessary to comply with all requirements applicable to research involving human subjects;
(b) Overseeing the R&D Committee, IRB, and other applicable subcommittees of the R&D Committee, facility research office, and all VA investigators and VA research staff who conduct human subjects research at that facility;
(c) Delegating authority in writing for respective roles and responsibilities for the HRPP.  This delegation of authority must provide the organizational structure and ensure leadership for oversight activities for all human subjects research conducted at or by the facility;
i. May not delegate the responsibility of signing the Assurance, signing certification letters, or conducting human research training.
ii. May delegate all other responsibilities.
(d) Ensuring provision of adequate resources to support the operations of the HRPP;
(e) Ensuring independence of the IRB;
(f) Appointing the facility’s IRB voting members in writing when the VA facility operates its own IRB;
(g) Appointing the Chair and, when applicable, Co-chair(s) or Vice Chair(s) for a term of up to 3 years when the VA facility operates its own IRB;
(2) Serving as the official representative of the institution to external agencies and oversight bodies, and providing all written communication with external departments, agencies, and oversight bodies;
(3) Ensuring that a procedure is in place to review and approve recruiting media, including documents, flyers, and advertisements for research that is not VA research prior to being posted or distributed in any form within or on the premises of a VA facility.  Posting or distributing may include announcing, distributing, publishing, or advertising the study either electronically, by hard copy, or other means to anyone, including Veterans, clinicians, or other staff (see ORD guidance at http://www.research.va.gov/resources/policies/default.cfm);
(4) Ensuring that a documented procedure is in place for determining when a research activity approved by the IRB, prior to January 21, 2019, can transition to the 2018 Requirements, if applicable.  The documented procedure must list what individuals or groups are designated to make the determinations.  NOTE:  Investigators may not unilaterally decide that their studies can be transitioned to the 2018 Requirements;
(5) Ensuring appropriate documentation of required actions and responsibilities pertaining to review, approval, conduct and oversight of research conducted at that facility set forth in this directive;
(6) Ensuring all research subject to this directive is reviewed and approved by an IRB and will be subject to oversight by the IRB.  NOTE:  Research that meets the exempt categories is not subject to IRB review unless it is determined to meet one of the exempt categories requiring limited IRB review.  All exempt research must be reviewed and approved by the R&D Committee (see Appendices A and B);
(7) Ensuring that any IRB operated by the VA facility is established in accordance with VA policies and registered through ORO with the HHS OHRP (see VHA Handbook 1058.03);
(a) When the facility engages the services of another entity’s IRB as its IRB of Record, the IO is responsible for:
1. Establishing and signing a Memorandum of Understanding (MOU) or Authorizing Agreement with other VA facilities or external organization(s) providing IRB services (see VHA Handbook 1058.03 and MOU Checklist:  http://www.va.gov/ORO/orochecklists.asp);
2. Ensuring that external IRBs of Record used by the VA facility hold current IRB registrations with FDA/OHRP and provide updates to membership as required by VHA Handbook 1058.03;
8. Requesting CRADO approval (delegated to the Director of the ORPP&E) when the VA facility wants to establish a new HRPP, change its IRB(s) of Record, or wants its internal IRB to serve as an IRB of Record for a non-VA entity.  NOTE:  All IRBs overseeing VA human subjects research regardless of the type described above must meet all the IRB requirements described in 38 CFR Part 16;
9. Submitting waiver requests electronically to the CRADO (delegated to the Director of the ORPP&E) for approval of research involving prisoners conducted by VA investigators while on official VA duty; and

10. Approving VA participation in proposed research that includes pregnant women, neonates, or children [refer to sections of the IRB SOP or HRPP policies applicable to these populations].

1.8.2 The Chief of Staff (COS)
a. Ensures that all clinical and academic activities of [INSERT NAME HERE], including research, are conducted ethically.
b. Monitors reports provided by the Research Compliance Officer
c. Ensures oversight mechanisms are implemented
d. Provides consultation to the ACOS/R&D for investigations into allegations of research misconduct

1.8.3  The Associate Chief of Staff for Research and Development (ACOS/R&D)
a.	 Serves as the primary point of contact for internal and external research integrity inquiries and complaints.
b.	 Reviews and evaluates the reports and results of compliance assessment and quality improvement activities.
c.	 Implements needed improvements and follow-up on actions as appropriate.
d.	 Evaluates the implementation and progress of the HRPP to ensure its compliance with acceptable ethical principles.
e. 	Obtains from the entity administering the study funds an annual accounting of the total amount of direct costs of industry-funded studies conducted at the [Insert initials Here] as well as the amount of funds that were made available for support of HRPP costs.	This accounting will be compared to records maintained by the Research Office.

1.8.4 The Administrative Officer for Research and Development
a. 	Submits annual expenditure reports for all VA research projects regardless of funding source to the Director of Finance, and ORD.
b. 	Annually submits an accounting of all expenditures in support of the compliance­ related activities to the Director of Finance, and ORD
c. 	Ensures that Federal Wide Assurance (FWA) and IRB registrations are maintained and updated on time
d. 	Is responsible for the oversight of the Human Research Protection Program and directly supervises all lRB support staff
e. Reviews draft IRB minutes using minutes checklist
f. Serves as an ex-officio, non-voting member of the IRB
g. Assists in establishing new IRB members and IRB staff orientation
h. Reviews IRB SOP at least annually
i. Completes and submits reports to the facility Privacy Officer, via email	or telephone, of any unauthorized use, loss, or disclosure of individually-identifiable patient information immediately or no later than 60 minutes after the breach/suspected breach.
j. Completes and submits reports to the facility Information Security Officer via email or telephone, immediately or no later than 60 minutes after the breach/suspected breach.
k. Communicates with outside institutions participating in multi-site and collaborative research regarding local IRB determinations
I.	Provides notifications/reports to Medical Center Director and other outside agencies.
m. Assists ACOS in the implementation of a Quality Improvement Plan and required corrective actions.
n. Functions as an institutional contact person for human research protection
activities with administrative responsibility for the Human Research Protection Program. As such, provides sufficient oversight to ensure that the research being approved and conducted meets the agreed upon ethical standards
o. 	Understand policies, procedures and regulations regarding human subjects research and IRB operations

1.8.5.  Human Research Protections Program Administrator (HRPPA)
a. 	Functions as the primary institutional contact person for human research protection activities with administrative responsibility for the Human Research Protection Program. As such, provides sufficient oversight to ensure that the research being approved and conducted meets the agreed upon ethical standards.
b. 	Serves as an ex-officio, non-voting member of the IRB and does not have to be appointed by the Institutional Official since membership is based on the position rather than the individual.
c. 	Serves as the primary institutional contact for the Human Research Protection Program
d. 	Develops and implements an educational plan for IRB members, staff, and investigators.
e.	 Provides a copy of any ORO compliance reports regarding the research program to the Associate Chief of Staff for Research, Research. & Development Committee, any relevant research review committee(s), and the Research Compliance Officer in a timely manner.
f. 	Responsible for the management of the Human Research Protection Program
g. 	Oversees development of education program for varying roles within the Human Research Protection Program,
h.	Assists the AO with the implementation of quality improvement activities for the Human Research Protection Program.
i. Assists the AO with all regulatory inspections, site visits and accreditation visits pertaining to the Human Research Protection Program.
j. 	Provides direct oversite of IRB personnel.
k. 	Compiles the minutes of IRB meetings in compliance with regulatory requirements
I.	Assists the IRB Chair with scheduling IRB meetings.
m. Updates the IRB on any guidance related to the HRPP
n. Maintains the official roster of current IRB members and all previous membership rosters.
o. Promptly reports changes in IRB membership to ORO. Once ORO has reviewed it, ORO will forward this documentation to OHRP.
p. Files and maintains the FWA
q. Develops, reviews, uploads, and updates all human research study forms such as the application for IRB review, the Prospectus of Research Study, the Impact Estimation Worksheet, HIPPA and consent forms, the Research Data Inventory Tool, DMAP form, and other related documentation pertaining to new and continuing review of all human research projects.
r. Assigns reviewers, with the assistance of the IRB Chair, as required by the IRB
s. Provides guidance on compliance-related educational activities and incorporates into the day-to-day operation of the Research and Development Office as well as to committee members and all other research staffs working with human subjects
t. Prepares policies, with the IRB Chair, RCO and ACOS, for programs pertinent for human subject research protections.
u. Ensures regulatory and policy updates are disseminated to investigators and research staff in a timely manner
v. Updates, with the AO, the IRB Chair and the RCO, the standard operating procedures (SOPs) in accordance with VHA Handbook or Directive changes or revisions
w. Orients new IRB members in completing orientation procedures and meeting required education standards.
x. Serves in an advisory role for HRPP related issues, policies and procedures to the IRB.
y. Maintains training documentation and reference materials related to human subject protection requirement.
z. Drafts reports and correspondence to research investigators on behalf of the IRB or IRB Chairperson regarding the status of the research, including conditions for approval of research and cases of adverse events or unanticipated problems.
aa. 	Drafts reports and correspondence directed to research facility officials, federal officials, and others on behalf of the Human Research Protection Program, IRB or IRB Chairperson.
ab. Coordinates, prepares and submits all compliance related correspondence to various governmental agencies including Office of Human Research Protection (OHRP), the Office of Research Oversight (ORO), the Department of Health and Human Services (DHHS), National Institutes of Health (NIH), Food and Drug Administration (FDA), Federal-Wide Assurance (FWA), and Office of Inspector General (OIG) as needed.
cc.	 Attends and participates in the Institutional Review Board (IRB) and the Research and Development Committee.
dd. 	Oversees use of electronic project management system to ensure that its use meets all applicable requirements.
ee. 	Establishes program goals and objectives and identifies results indicative of successful program accomplishments
ff. 	Identifies problems and negotiates corrective action concerning programmatic issues and assists in basic financial management of the site
gg.	 Assists the IRB in determining the need for additional ad hoc review/representation from scientific and medical practice specialties
hh. 	Communicates with non-VA locations and meets with [insert facility name] university affiliates
jj. 	Writes the IRB discussion for various items and ensures all criteria are met in accordance to applicable regulation.

1.8.6	Principal Investigator is the individual who conducts a research investigation and is responsible for the safety of all subjects enrolled in the research. In the event the research is conducted by a team, the Principal Investigator (PI) is the responsible leader of that team. A Co-PI assumes the same responsibilities as a PI.  Co-investigators work under the direction of the PI and may be involved in some or all aspects of the research project, including the design of the study, conduct of the study, analysis and interpretation of collected data, and writing of resulting manuscripts. Any VA investigator must be either compensated by the VA, be appointed to work without compensation (WOC) or may be assigned to the VA through the Intergovernmental Personnel Act (IPA).

a. Ensures the safety and welfare of research subjects.
b. Ensures that the design of studies is scientifically sound, and minimizes risks to subjects while maximizing research benefits.
c. Assures that the research is conducted ethically and in accordance with the IRB requirements.
d. Ensures that s/he has adequate resources to protect human subjects in the research.
e. Carefully delegates authority to subordinates and assures that research personnel are adequately trained and supervised to perform the tasks that are assigned.
f. Reports adverse events for a subject of the experiment to the appropriate authorities as required by the IRB.
g. Ensures that informed consent from research subjects or their legally authorized representatives is obtained and documented prior to involving them in research.
h. Secures initial and ongoing approval for the research.
i. Meets education requirements for self and assure that research staff meets educational requirements.
i. Ensures that all records of the research are maintained in such a form that the subject's privacy is protected.
j. Discloses to the IRB any potential, actual, or perceived conflict of interest of a financial, professional, or personal nature that may affect any aspect of the research, and complies w.ith all applicable VA and other Federal requirements regarding conflict of interest.
k. Ensures research staff are qualified, (e.g., including but not limited to appropriate training, education, expertise, credentials, and, when relevant, privileges) to perform procedures assigned to them during the study. In a protocol, study team members are generally identified by name or by title:
I. Promptly reports any changes in Pl to the IRB. Changes in other key research staff, if any, must be reported at the time of continuing review or as soon as the change is needed. These changes include, but are not limited to, additions to or loss of staff. Changes in the Pl, of an IRB-approved project must be evaluated and approved by the IRB to ensure the new individual meets the criteria described in 38 CFR 16.111.
m. Oversees research staff under the Pl's direction to ensure compliance with all applicable requirements including, but not limited to, implementing the research study in accordance with the approved protocol.	'
n. Ensures the research protocol contains all required information.
o. Obtains written approval(s) before initiating research. Before initiating the research study, IRB approval must be obtained in writing from the IRB Chair or other voting member of the IRB, and all other committees (e.g., R&D Committee), subcommittees, and other approvals according to local, VA and other Federal requirements.
p. Ensures the study is implemented as approved by the IRB and in accordance with other required approvals and with all applicable local, VA, and other Federal requirements including, when applicable, those for research involving investigational drugs or investigational devices.
q. Will comply with all document requests related to audits, inspections or other requirements by the research office.


1.8.7	Research Pharmacist. The research pharmacist is responsible for the control and dispensing of all investigational drugs utilized in research. This person provides technical advice to investigators about drugs, ensures that only authorized prescribers prescribe the study medications, and ensures the properly executed informed consent documents are present prior to dispensing medication. In addition, the research pharmacist can be an ex-officio voting member of the R&D Committee.

1.8.8	Sponsors:  Sponsors can be investigators, industry, federal partners, VA programs, and other types of organizations (university or Non profit).  The usual role is the overall management of the project and there specific reporting requirements of sponsors, depending on the type of study.

1.8.9 	The Research Compliance Officer 
Conducts the QA/QI activities and reports results to the R&D Committee, ACOS R/D, Administrative Officer, and the Chief of Staff or Director as appropriate.	Keeps abreast of changing federal policies and recommends changes to local policies and procedures. Audits investigators to assure compliance with all regulations and policies.



1.9 Committees Supporting the HRPP

1.9.1 R&D Committee: The R&D Committee is responsible to the IO (with notification to the COS) for ensuring high research standards throughout the Institution and ensuring that projects proposed for the Institution are appropriate for the Institution if approved.  They must consider other projects occurring within the Institution to ensure that a targeted population is not oversaturated with research. Additional considerations include those concerning scientific quality of research projects and the impact of the research on the facility. In addition to reviewing IRB minutes (specifically looking at: the controverted issues that might affect other committees or the institution as a whole; corrective plans taken by the IRB for noncompliance) and RCO’s QA/QI quarterly reports regarding human research, the R&D Committee requires an annual report on the status of the HRPP. The IRB may recommend to the R&D Committee that additional sanctions be considered that are outside of its immediate purview, e.g., suspending overall research privileges for a period, recommending that a Service Chief take disciplinary action, etc. The R&D Committee will make recommendations to the Institutional Official through the Chief of Staff for any remediation proposals or change in research privileges. This includes an assessment of the composition of the IRB to ensure it is appropriately constituted and has the scientific and medical expertise to evaluate research currently being reviewed. 	Comment by Klote, Mary M.: If your institution relies on the committees of another institution, make sure you describe that relationship.

The R&D Committee reviews a list of all IRB approved human subject's research to ensure that the circumstances at the facility have not changed that might affect the ability for the study to be conducted.  Additional prerequisites for R&D Committee approval include approval from IRB, SRS (is applicable see Appendix 3), and Radiation Safety Committee (if applicable) along with information concerning resources that demonstrates that there are adequate resources for compensation of subjects, information about the relevance of the project to the overall VA mission, etc. The R&D Committee cannot approve a study in which all applicable subcommittees approvals have not been obtained. The R&D Committee may never approve a study that has not been approved by the IRB; however, IRB approved research may be disapproved by the R&D Committee, the Medical Center Director or the Office of Research and Development (ORD) central office.

a.	Ensures scientific quality, safety and appropriateness of all research involving human subjects relative to the Belmont Report and applicable government regulations.
b.	Evaluates at least annually the risk/benefit ratio of all ongoing research studies involving human subjects.
c.	Evaluates composition of IRB and adequacy of its policies.
d.	Evaluates quality improvement activities and supports implementation of needed changes.
e.	Provides oversight of the implementation of [Insert initials Here] HRPP policies and program ensuring that they are always current.
f.	May strengthen requirements and conditions, or add other modifications to secure R&D Committee approval or approval by a higher authority within the VA.
g.	Reviews and acts upon all IRB minutes. Minutes and access to protocol files serve as an important oversight tool.
h.	Evaluates the results of review by the following committees and subcommittees when appropriate:
•	Biosafety
•	Radiation Committee
•	Conflict of Interest
i.	Reviews all subcommittee reports and once all concerns have been satisfied, grants approval to conduct the proposed research at [INSERT NAME HERE]. No human study may be approved without a thorough ethical review by the IRB.
j.	Reviews projects that have been determined to be exempt from IRB review prior to their initiation.


1.9.2	Institutional Review Board (IRB): The IRB is a board established in accordance with and   for   the   purposes   expressed   in the Common Rule (38 CFR §16.102(g)). As stipulated in the Belmont Report and based upon the principles respect for persons, beneficence, and justice, the primary responsibility of the IRB is to ensure: (1) the sum of the benefits to the subject and the importance of the knowledge to be gained so outweigh the risks to the subjects as to warrant a decision to allow the subject to accept these risks, (2) legally effective informed consent is obtained, unless the requirements for waiver of informed consent are met by adequate and appropriate methods in accordance with the provisions of applicable regulations, and (3) the selection of subjects is equitable and is representative of the group that will benefit from the research. There is a separate IRB SOP that outlines the responsibilities and functions of the IRB.  The IRB will review all non-exempt research at an interval appropriate to the degree of risk, but not less than once per year except where continuing review is not required.  The institution requires an annual status report on all human subjects studies not subject to continuing review, this includes exempt research.   The annual status report is listed at Appendix 2.  Although designated as a subcommittee of the R&D Committee by VA regulations, the IRB functions independently, free of undue influence and oversight of its decisions. The Institution’s IRB cannot serve as an IRB of Record for any non-VA entity except for a federal agency (e.g., DoD, DOE) or VA NPC.  At this Institution, the NPC is [insert NPC name here].  On its FWA, [insert NPC name here] must list the [Insert initials Here] IRB.

AND/OR:	 Institutional Review Board (IRB):  The [insert initials here] has (an) agreement(s) in place and registered with ORO to use the services of the following IRB(s):
	[name of institution] IRB
	. [name of institution] IRB
Prior to a protocol being submitted to the IRB the following cases must be specifically addressed:

•	If the study involves an intervention with a pregnant woman, the facility Director must certify that the study will be allowed to occur.

•	If the study involves neonates (up to 28 days of life outside the womb) in any way, the facility director must certify the research.

•	If the study involves prisoners, the CRADO (delegated to the Director, ORPP&E) must grant a waiver. See Appendix 4 for waiver application.

•	If the study involves an interaction or intervention with children, the facility Director must certify that the study will be allowed to occur.

•	Any study involving the medical records related to alcohol use or treatment, illegal drug use or treatment, sickle cell anemia, or HIV are reviewed under the privacy considerations of 38 CFR 7332. 

•	If the study involves treatment in a VA facility (inpatient or outpatient) only veterans eligible for care in a VHA facility may be enrolled, unless there are insufficient eligible veterans available to conduct the study. in accordance with 38 CFR 17.45 and 38 CFR 17.92.  All regulations pertaining to the inclusion of Veterans pertain to non-Veteran subjects enrolled in VA approved research.  For studies conducted that target families or care around the veteran, the VA will allow enrollment of non-veteran populations.

•	If the study is a multisite study and requires reliance on a non-VA IRB, the facility director (or designee) must seek approval from the CRADO (delegated to the Dir, ORPP&E)


The IRB(s) of Record do/do not serve as a privacy board for the institution ensuring compliance with the Health Insurance Portability and Accountability Act (HIPAA) and Privacy requirements when applicable and granting HIPAA authorization waivers as applicable..

If an IRB will not serve as the privacy board, or, for studies that are exempt and do not fall into a category of research that requires limited IRB review and a HIPAA authorization waiver (full or partial) is required, the facility will convene a Privacy Board (minimum 2 persons) to conduct the review and waiver determination.

The IRB has the authority to approve, require modifications to secure approval, and disapprove all research activities under their purview. The IRB has the authority to suspend or terminate approval of research not being conducted in accordance with the IRB's requirements or that had been associated with unexpected serious harm to participants. The IRB has the authority to observe, or have a third party observe, the consent process and the conduct of the research. The Institution does not allow any officials of the Institution to approve non-exempt research that has not been approved by the IRB.

Investigators may only use the IRB(s) of Record listed in this HRPP.  The investigator may not decide which institutional IRB is used for a given study.  That determination will be made by the research office staff.

1.9.3	Other Committees and Subcommittees	Comment by Klote, Mary M.: Edit for additional subcommittees supporting your program
1.9.3.1	the Subcommittee for Research Safety and Security (SRSS) must be established for all VA facilities that operates a research laboratory; or conduct research involving chemical, biological, physical, or radiation hazards or, conducts research with recombinant DNA molecules.  See Appendix 3. Ref Directive 1200.08.
1.9.3.2	Research in which human subjects are subjected to exposure to ionizing radiation must be reviewed by and approved by the Radiation Safety Committee.

Additional information on committee procedures can be found within their respective SOP Manuals.


1.10  Other Support Functions of the HRPP	Comment by Klote, Mary M.: Edit for your institution

1.10.1	Administration: The IO has delegated the responsibility for ensuring day-to-day operation of the HRPP to the ACOS/R&D. The ACOS/R&D relies on the R&D Administrative Officer and other staff to assist with the operational functions. The HRPPA will be responsible for assuring that anyone who is involved in conducting human subjects research have an appropriate employment status and that their professional credentials and licenses (if applicable) have been reviewed and they are trained to be involved with human research activities at the Institution.
1.10.2	Budget: The HRPPA, AO?,and ACOS/R&D annually prepare a budget reflecting the required costs for the management of the HRPP. The budget is discussed at an R&D Committee meeting as part of the annual HRPP report. The R&D Committee evaluates the budget in relation to the current research activities and forwards their recommendations to the Institutional Official through the Chief of Staff (COS). Should unexpected costs arise or the research program undergoes a rapid expansion, a special review is scheduled by the R&D Committee. Any deficits are addressed by the R&D Committee and recommendations forwarded to the IO through the COS. The budget includes personnel, supplies, equipment, educational expenses (TDY), space, and capital equipment.
1.10.3	Education: The HRPP incorporates an ongoing training and education program for investigators, research staff, IRB and R&D Committee members and other individuals with responsibility for human subject protection, which is described in detail in the separate Educational Plan. (Appendix 6).  Instructional methods and materials include web based tutorials and information, VA manuals; handbooks and policy documents, ongoing educational conferences and internal and external training activities. The R&D Committee annually reviews the training needs of committee members and committee support staff. The ACOS/R&D, with input from the HRPP administrator, annually reviews the training needs of investigators and their staff. In addition to the required training, the HRPP administrator arranges for one-time seminars on subjects such as HIPAA, Adverse Event Reporting, etc. as needed. The HRPP administrator, tracks compliance with required training.  The [insert initials here] also takes advantage of educational sessions offered through the cyberseminars of ORPP&E.  The budget includes a line item for attendance at PRIM&R. 
1.10.4	Quality Management: The RCO is responsible for research quality management at [Insert details here]. There is an ongoing quality assurance(QA)/quality improvement(QI) HRPP Review Plan for evaluating HRPP effectiveness and for reporting QI activities. Evaluation and improvement include measuring, assessing and improving compliance with the Institution’s HRPP policies, and assurances and other requirements for the protection of human subjects in research. The Research Compliance Officer (RCO) is responsible for conducting these reviews and reports findings and recommendations quarterly to the R&D Committee. The R&D Committee reviews and may endorse any necessary changes, and empowers the R&D AO to implement any needed changes. Details of the HRPP Review Plan are described further in a separate SOP.(Appendix 7)
1.10.5	Institutional Policy Development: The HRPPA and the RCO are responsible for identifying any external guidance that affects the Institution’s IRB policies, or gaps in IRB policies and procedures. They will develop any necessary changes to the Institution’s policies with input from the IRB and present revised policies or procedures to R&D Committee for review (if required).
1.10.6	Communications Coordination. The HRPPA integrates information from all the components of the HRPP, including assessing the need for additional resources, new committee members, and policy revision. In addition, the HRPPA serves as the focal point for communication, monitoring the flow of information concerning all elements of the HRPP, including project approval to the investigator and when appropriate to the Pharmacy, reviewing compliance reports.
1.10.7	Compliance: The Research Compliance Officer (RCO) performs compliance assessment of the investigators, the IRB, the R&D committee, and the HRPP on an on-going basis. This involves reviewing study documents to ensure appropriate enrollment and consent procedures, appropriate adherence to the protocol, any identified serious deviations are reported immediately and that the investigator continues to have adequate resources to protect the subjects enrolled in the research. Results are shared with the IRB, R&D Committee and Administrative Officer quarterly. 
1.10.8	Legal support: The VA Office of Regional Counsel (STAR – Specialty Team Advising Research) is available for consultation concerning the interpretation of any laws or any issues of misconduct involving research. Guidance is available for the IO as well as researchers.
1.10.9	NON PROFIT Corporation: The NPC administers non-VA grants for the Institution’s investigators. The NPC has its own FWA and interacts with the HRPPA and the Administrator Officer ensuring that projects do not commence without R&D Committee approval.

1.11 Definitions

a. Adverse Event.  An adverse event (AE) in human subjects research is any untoward physical or psychological occurrence in a human subject participating in research.  NOTE:  AEs are further discussed in VHA Handbook 1058.01, Research Compliance Reporting Requirements, dated June 15, 2015, and VHA Handbook 1004.08, Disclosure of Adverse Events to Patients, dated October 2, 2012.
b. Assurance.  An assurance is a written commitment to protect human research subjects and comply with the requirements of the Common Rule.  NOTE:  Assurances are further discussed in VHA Handbook 1058.03, Assurance of Protection for Human Subjects in Research, dated November 21, 2014.
c. Beneficence: Beneficence is a Belmont principle for the conduct of research.  It is understood as an obligation. Two general rules have been formulated as complementary expressions of beneficent actions in this sense: (1) do not harm and (2) maximize possible benefits and minimize possible harms.
d. Broad Consent: Broad consent is a new type of informed consent provided under the 2018 requirements of the Common Rule pertaining to storage, maintenance, and secondary research with identifiable private information or identifiable biospecimens. Broad consent does not apply to research that collects information or biospecimens from individuals through direct interaction or intervention specifically for the purpose of the research.
e. Certificate of Confidentiality.  A Certificate of Confidentiality is a document issued by a component of HHS pursuant to The Public Health Service Act Section 301(d), 42 U.S.C. 241(d) amended by Section 2012 of the 21st Century Cures Act, Public Law 114-255, to protect the privacy of individuals who are subjects of certain specified research activities by authorizing investigators to withhold from all persons not connected with the conduct of such research the names or other identifying characteristics of such subjects.  Persons so authorized to protect the privacy of such individuals may not disclose information in any Federal, State, or local civil, criminal, administrative, legislative, or other proceedings to identify such individuals.
f. Children.  Children are persons who have not attained the legal age to consent to treatments or procedures involved in the research under the applicable State law of the jurisdiction in which the research will be conducted.
g. Classified Research: Research that is considered restricted or secret by Federal government, sponsor, or any third party.  For example, research for the Federal government that is considered sensitive or would affect National security.
h. Clinical Investigation.  The Food and Drug Administration (FDA) considers the term clinical investigation to mean any experiment that involves a test article and one or more human subjects, and that either:
(1) Meets the requirements for prior submission to the FDA under Sections 505(i) or 520(g) of the Federal Food, Drug, and Cosmetic Act, codified at 21 U.S.C. 355(i) and 360j(g) respectively; or
(2) Does not meet the requirements for prior submission to the FDA under these sections of the Federal Food, Drug, and Cosmetic Act, but the results of which are intended to be submitted later to, or held for inspection by, the FDA as part of an application for a research or marketing permit (21 CFR 56.102(c)).
i. Clinical Trial.  A research study in which one or more human subjects are prospectively assigned to one or more interventions (which may include placebo or other control) to evaluate the effects of the interventions on biomedical or behavioral health-related outcomes.
j. Collaborative Research: A research project involving investigators from VA and other institutions with VA investigators having a substantive role in the design, conduct, and/or analysis of the research.
k. Conflict Of Interest (COI): Refers to situations in which financial or other personal considerations may compromise, or have the appearance of compromising a researcher's professional judgment in conducting or reporting research.
l. Consent Form: – An IRB approved explanation of the purpose, risks and benefits to the research subject for a specific protocol. 
m. Continuing Review: Periodic review by the Institutional Review Board (IRB) of active non-exempt human subjects research for re-approving, requiring modifications, disapproving, terminating or suspending the study. CONTINUING REVIEW must occur at least annually, or as determined by the IRB. See also ONGOING MONITORING.
n. Cooperative Research and Development Agreement (CRADA): 
o. De-identified Information.  De-identified information is health information that is presumed not to identify an individual, and with respect to which there is no reasonable basis to believe that the information can be used to identify an individual, because the 18 patient identifiers described in the Health Insurance Portability and Accountability Act (HIPAA) Privacy Rule have been removed or a qualified biostatistician has determined that the health information has been de-identified.  De-identified information is no longer covered by the Privacy Act, 38 U.S.C. 5701, 38 U.S.C. 7332, or the HIPAA Privacy Rule (see VHA Directive 1605.01, Privacy and Release of Information, dated August 31, 2016).
p. Engagement: The interaction between researchers and research end-users (including industry, government, non-governmental organizations, communities, and community organizations), for the mutually beneficial transfer of knowledge, technologies, methods or resources.

q. Federalwide Assurance.  A Federalwide Assurance (FWA) is an assurance approved for Federalwide use by the Office of Human Research Protections (OHRP) in accordance with Section 103(a) of the Common Rule (see 38 CFR 16.103(a)).

r. Fetal Tissue Research: Research involving tissue or cells obtained from a dead human embryo or fetus after a spontaneous or induced abortion, or after a stillbirth. Includes the dead fetus; or cells, material, or organs excised from a dead fetus.
s. Fetus.  For purposes of this directive and as defined in Subpart B of the Common Rule for the Protection of Human Subjects, a fetus is the product of conception from the time of implantation until delivery.
t. Food And Drug Administration (FDA): The Federal agency responsible for the regulation of food, drugs and cosmetics, including the human subject research performed for FDA-regulated articles.
u. Generalizable Knowledge: Activities designed (with intent) to collect information about some individuals to draw general conclusions about other individuals that are predictive of future events and that can be widely applied as expressed in theories, principles, and future events and that can be widely applied as expressed in theories, principles, and statements and that enhance scientific or academic understanding.
v. Human Research Protection Program.  The Human Research Protection Program (HRPP) is a comprehensive system to ensure the protection of human subjects participating in research.  The HRPP consists of a variety of individuals and committees such as:  the VA facility Director, Associate Chief of Staff for Research and Development (ACOS/R&D), the Administrative Officer (AO) for R&D, the R&D Committee, the IRB, other committees or subcommittees addressing human subjects protection (e.g., Biosafety, Radiation Safety, Radioactive Drug Research, Conflict of Interest), investigators, IRB staff, research staff, health and safety staff (e.g., Biosafety Officer, Radiation Safety Officer), research compliance officers (RCOs), Information System Security Officers (ISSOs), privacy officers (POs), and research pharmacy staff.  The objective of this system is to assist the institution in meeting ethical principles and regulatory requirements for the protection of human subjects in research.
w. Human Subject.  A human subject is a living individual about whom an investigator (whether professional or student) conducts research, and:
(1) Obtains information or biospecimens through intervention or interaction with the individual, and uses, studies, or analyzes the information or biospecimens; or
(2) Obtains, uses, studies, analyzes, or generates identifiable private information or identifiable biospecimens.
NOTE:  Individuals who receive test articles or who serve as controls in clinical investigations, including clinical investigations as defined under FDA regulations in 21 CFR 50.3, 312.3(b), and 812.3(h), are also considered human subjects for the purposes of this directive.
x. Human Subject Research: 	Human subject research includes all research meeting the definition of "research" performed with "human subjects."
y. Identifiable Private Information.  Identifiable private information is information for which the identity of the subject is or may readily be ascertained by the investigator or associated with the private information.
z. Identifiable Biospecimen.  An identifiable biospecimen is a biospecimen for which the identity of the subject is or may readily be ascertained by the investigator or associated with the biospecimens.
aa. Institutional Official.  The Institutional Official (IO) is the individual legally authorized as Signatory Official to commit an institution to an FWA.  The Signatory Official assures that human subjects research to which the FWA applies is conducted in accordance with the terms of the assurance (see VHA Handbook 1058.03).  The Principal Deputy Under Secretary for Health or designee is the IO for VHA Central Office, and VA facility Directors are the IOs for local VA facilities.
ab. Institutional Review Board.  An IRB is a board, committee, or other group formally designated by an institution to review, approve, require modification, disapprove, and conduct continuing oversight of human subject research in accordance with the Common Rule (38 CFR Part 16) and other applicable regulations including the 21 CFR 50 and 56 for FDA regulated research.  NOTE:  For the purposes of this directive, unless otherwise specified, references to IRB include any IRB which is responsible for approval and monitoring of a research project.
ac. Interaction.  Interaction includes communication or interpersonal contact between investigator and subject.
ad. Intervention.  Intervention includes both physical procedures by which information or biospecimens are gathered (e.g., venipuncture) and manipulations of the subject or the subject’s environment that are performed for research purposes.
ae. Investigational Device Exemption (IDE): The process by which the FDA permits a device that otherwise would be required to comply with a performance standard or to have pre-market approval to be shipped lawfully for conducting investigations of that device.
af. Investigational New Drug Application (IND): The process by which new drugs or biologics, including the new use of an approved drug, are registered with the FDA for administration to human subjects. An IND number is assigned by the FDA to the drug or biologic for use in tracking.
ag. Investigator.  An investigator is any individual who conducts research including, but not limited to, the Principal Investigator (PI), sub-investigator or co-investigator, and Site Investigator or Local Site Investigator (LSI).  All VA investigators on a VA research study or program must hold a VA appointment.
(1) Principal Investigator or Co-Investigator.  The Principal Investigator (PI) is a qualified person who directs a research study or program.  The PI oversees scientific, technical, and day-to-day management of the research.  If a study is conducted by a team of individuals, the PI is the responsible leader of that team.
(2) Sub-Investigator or Co-Investigator.  A sub-investigator or co-investigator is a qualified person designated by the PI or LSI to perform critical research procedures and/or to make important research-related decisions.  Both terms are interchangeable but are key personnel on a research study or program.
(3) VA Investigator.  A VA investigator is any individual who conducts research while acting under a VA appointment, including full and part-time employees, without compensation (WOC) employees, or individuals appointed or detailed to VA under the Intergovernmental Personnel Act (IPA) of 1970 (5 U.S.C. 3371 et seq.).  Individuals working under a contract with VA cannot conduct research as VA Investigators under a WOC appointment while simultaneously working as a contractor.  NOTE:  Trainees can serve as a co- or sub-investigator but must have a VA PI sufficiently experienced in the area of the trainee’s research interest to serve as the PI.  Trainee research activities are further discussed in VHA Directive 1200.02(1), Research Business Operations, dated March 10, 2017.
ah. IRB Documentation: Any written evidence of the IRB's consideration, evaluation, and/or assessment of proposed or active research. 
ai. Justice: Justice is a Belmont Principle regarding the consideration of who ought to receive the benefits of research and bear its burdens, in the sense of "fairness in distribution" or "what is deserved." An injustice occurs when some benefit to which a person is entitled is denied without good reason or when some burden is imposed unduly.
aj. Legally Authorized Representative.  A legally authorized representative (LAR) is an individual or judicial or other body authorized under applicable law to consent on behalf of a prospective subject to the subject's participation in the procedure(s) involved in the research.  If there is no applicable law addressing this issue, LAR means an individual recognized by institutional policy as acceptable for providing consent in the non-research context on behalf of the prospective subject to the subject’s participation in the procedure(s) involved in the research.
ak. Minimal Risk.  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.
al. Neonate.  Neonate means a newborn within the first 4 weeks of birth.
am. Non compliance: The failure of a person or organization to act in accordance with the requirements of the law, regulation, policy or the requirements and/or determinations of a determination official or IRB.
(1) Continuing Noncompliance.  Continuing noncompliance is a persistent failure to adhere to the laws, regulations, or policies governing human subjects research.  NOTE:  Continuing noncompliance is further discussed in VHA Handbook 1058.01.

(2) Institutional Noncompliance.  Failure of an organization to adhere to the internal policies of its HRPP or the Agency policies, directives, handbooks, and regulations. 
(3) Serious Noncompliance.  Serious noncompliance is a failure to adhere to the laws, regulations, or policies governing human subjects research that may reasonably be regarded as:
(a) Involving substantive harm, or a genuine risk of substantive harm, to the safety, rights, or welfare of human research subjects, research staff, or others; or
(b) Substantively compromising the effectiveness of a facility’s human subjects research protection or human subjects research oversight programs.  NOTE:  Serious noncompliance is further discussed in VHA Handbook 1058.01.
an. Memorandum of Understanding (MOU): A written agreement outlining the details of the relationship between organizations, including the responsibilities of each. Such an agreement is used by the VAMC to delineate the terms and conditions under which it may utilize another entity's IRB.
ao. Nonprofit Research and Education Corporations.  VA-affiliated nonprofit research and education corporations (NPC) are authorized by Congress under 38 U.S.C. 7361-7366 to provide flexible funding mechanisms for the conduct of research and education at one or more VA facilities.  Research approved by a facility R&D Committee and education approved by the facility Education Committee are considered to be a VA research project or a VA education activity respectively, regardless of the source of funding, the entity administering the funds, or the research or education site (see VHA Handbook 1200.17, Department of Veterans Affairs Nonprofit Research and Education Corporations Authorized by Title 38 U.S.C. Sections 7361 Through 7366, dated April 27, 2016 and revised May 9, 2017).
ap. Pregnancy.  Pregnancy encompasses the period of time from implantation until delivery.   A woman is assumed to be pregnant if she exhibits any of the pertinent presumptive signs of pregnancy, such as missed menses, until the results of a pregnancy test are negative or until delivery.
aq. Private Information.  Private information includes information about behavior that occurs in a context in which an individual can reasonably expect that no observation or recording is taking place, and information that has been provided for specific purposes by an individual and that the individual can reasonably expect will not be made public (e.g., a medical record).  (See 38 CFR 16.102(e)(4)).
ar. Program Office.  A Program Office is any office within the VHA Office of the Under Secretary for Health.  A Program Office includes all of its component offices and subdivisions, regardless of physical location.  NOTE:  The organization chart for the VHA Office of the Under Secretary for Health may be found on the VHA Web site.
as. Program Office Employee.  A Program Office employee is any individual working under a VA appointment in a VHA Program Office, regardless of duty station, including (but not limited to) full and part-time employees, WOC employees, and employees under the IPA.
at. Research.  Research means a systematic investigation, including research development, testing and evaluation, designed to develop or contribute to generalizable knowledge.  Activities that meet this definition constitute research for purposes of this directive, whether or not they are conducted or supported under a program that is considered research for other purposes.  For example, some demonstration and service programs may include research activities.  Clinical investigations, including clinical investigations as defined under FDA regulations in 21 CFR 50.3, 312.3(b), and 812.3(h), are considered research for purposes of this directive.  For purposes of this directive, the following activities are not considered research:
(1) Scholarly and journalistic activities (e.g., oral history, journalism, biography, literary criticism, legal research, and historical scholarship), including the collection and use of information, that focus directly on the specific individuals about whom the information is collected.
(2) Public health surveillance activities, including the collection and testing of information or biospecimens, conducted, supported, requested, ordered, required, or authorized by a public health authority.  Such activities are limited to those necessary to allow a public health authority to identify, monitor, assess, or investigate potential public health signals, onsets of disease outbreaks, or conditions of public health importance (including trends, signals, risk factors, patterns in diseases, or increases in injuries from using consumer products).  Such activities include those associated with providing timely situational awareness and priority setting during the course of an event or crisis that threatens public health (including natural or man-made disasters).
(3) Collection and analysis of information, biospecimens, or records by or for a criminal justice agency for activities authorized by law or court order solely for criminal justice or criminal investigative purposes.
(4) Authorized operational activities (as determined by each agency) in support of intelligence, homeland security, defense, or other national security missions.
au. Research Records.  Research records include, but are not limited to, IRB and R&D Committee records, records of all observations, subject recruitment activities, other data relevant to the investigation, progress notes, research study forms, surveys, questionnaires, and other documentation regarding the study (see VHA Records Control Schedule (RCS) 10-1, Chapter 8).
av. Research and Development Committee.  The R&D Committee is a committee responsible, through the Chief of Staff (COS) to the VA facility Director, for oversight of the facility’s research program and for maintenance of high standards throughout that program (see VHA Handbook 1200.01, Research and Development (R&D) Committee, dated June 16, 2009).
aw. Research Protocol.  A research protocol details the aims and objectives of a research study, scientific rationale, the methods used to carry out the research, and how data will be analyzed.  For human subjects research it also entails how subjects will be accessed/recruited, any foreseeable risks, and how these risks will be mitigated.  NOTE:  The protocol for social or behavioral research is sometimes referred to as the Research Plan or Research Purpose and Methodology.
ax. Respect For Persons: Respect for persons is a Belmont Principle that incorporates at least two ethical convictions: first, that individuals should be treated as autonomous agents, and second, that persons with diminished autonomy are entitled to protection. The principle of respect for persons thus divides into two separate moral requirements: the requirement to acknowledge autonomy and the requirement to protect those with diminished autonomy.
ay. Safety Reports (IND/IDE): These are written reports from sponsors that notify the FDA and all participating investigators of any adverse experience associated with the use of a drug that is both serious and unexpected.
az. Secondary Research:  refers to research use of materials that are collected for either research studies distinct from the current secondary research proposal, or for materials that are collected for non-research purposes, such as materials that are left over from routine clinical diagnosis or treatments.
ba. Serious Adverse Event (SAE): A serious adverse event (SAE) is an AE in human subjects research that results in death, a life-threatening experience, inpatient hospitalization, prolongation of hospitalization, persistent or significant disability or incapacity, congenital anomaly, or birth defect. An AE is also considered serious when medical, surgical, behavioral, social, or other intervention is needed to prevent such an outcome.
bb. Signatory Official.  The Signatory Official is the individual legally authorized to commit an institution to the requirements of an FWA.
bc. Sponsor: Any person or entity who takes responsibility for and initiates a clinical study. The sponsor may be an individual, pharmaceutical company, device manufacturer, governmental agency, academic institution, private organization, or other organization.
bd. Systematic Investigation: A planned scientific or scholarly activity involving qualitative or quantitative data collection and/or data analysis that sets forth an objective(s) and a set of procedures intended to reach the objective(s), i.e., to acquire knowledge, develop a theory, or answer a question.
be. Unanticipated or Unexpected.  The terms unanticipated and unexpected refer to an event or problem in VA research that is new or greater than previously known in terms of nature, severity, or frequency, given the procedures described in protocol-related documents and the characteristics of the study population.
bf. Unanticipated Problem Involving Risks To Subjects Or Others (UPIRTSO): Any incident, experience, or outcome that meets all of the following criteria:
(1) Unexpected (in terms of nature, severity, or frequency) given (a) the research procedures that are described in the protocol-related documents, such as the IRB-approved research protocol and informed consent document; and (b) the characteristics of the subject population being studied;
(2) Related or possibly related to participation in the research (in this guidance document, possibly related means there is a reasonable possibility that the incident, experience, or outcome may have been caused by the procedures involved in the research); and
(3) Suggests that the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized (per OHRP guidance for 38 CFR § 16.108 (a)(4)(i)).
bg. Veteran Served on active duty, in the Reserves, or in the National Guard (including the Coast Guard), and received an honorable or general discharge (under honorable conditions).  Holds a veteran ID card.  Not all veterans are eligible for clinical care at VHA facilities.
bh. VA Data or VA Information: Data or information owned, in the possession of, under the control of, or collected by VA or any entity acting for or on behalf of VA.  The data may be identifiable, deidentified, sensitive, or non sensitive.
iii. VA Investigator.  A VA investigator is an individual who conducts research approved by the R&D Committee while acting under a VA appointment on VA time, including full and part-time employees, without compensation (WOC) employees, and individuals appointed or detailed to VA under the Intergovernmental Personnel Act (IPA) of 1970 (5 U.S.C. 3371 et seq.).  As a VA investigator, that individual represents the interests of the VA in conducting the study.  NOTE:  Individuals working under a contract with VA cannot be given a WOC appointment to conduct research on their contract time.  Contractors can provide clinical services or other activities in support of VA research in accordance with their contract.
jjj. VA Research.  VA research is research that is conducted by investigators (serving on VA compensated, WOC, or IPA appointments) while on VA time or on VA property.  The research may be funded by VA, by other sponsors, or be unfunded.  VA research must have R&D Committee approval before it is considered VA Research and before it can be initiated.  All research activities approved by the R&D Committee are considered VA Research.
kkk. Vulnerable Subjects/Population: Individuals whose willingness to volunteer in a research study may be unduly influenced or coerced and individuals with limited autonomy. These individuals may include, but are not limited to, children, prisoners, pregnant women, mentally disabled, or economically or educationally disadvantaged persons.


[bookmark: _Toc511981831]2. Human Subject Research vs. Non-Research Activities
This section is intended to provide a reference to assist in identifying common practices in medical center environment that usually do not constitute research.
Only someone trained in making determinations will make a research/not research determination or this determination may be made by an approved electronic algorithm.  
[bookmark: _Toc511981873]
2.1.   Quality Assurance/Quality Improvement Activities.
[bookmark: _Toc511981874]Quality assurance activities attempt to measure the effectiveness of programs or services. Quality assurance activities that are designed solely for the purpose of internal program evaluation, with no external application or generalization, are not considered human subjects research and do not require IRB review. If the activities meet the definition for human subjects research then R&D Committee and IRB review are required. 
2.2. Research Activities vs. Innovative Treatments in Medical Practice.
[bookmark: _Toc511981875]In the course of medical practice, sound clinical judgment sometimes leads physicians to employ “innovative” treatments where more common treatments appear to be ineffective or otherwise unsuitable in addressing a patient’s individual needs. Such innovative treatments, employed on an occasional basis and solely for clinical purposes, do not normally constitute human subject research and do not normally require IRB review. However, the use of innovative treatments as part of a systematic investigation designed, at least in part, to develop or contribute to generalizable knowledge does constitute human subject research and does require prospective R&D Committee and IRB review.
2.3. Research Activities vs. Medical Case Reports.
Generally speaking, a case report is not considered research because it is not “a systematic investigation designed to develop or contribute to generalizable knowledge;” therefore, it does not come under the rubric of the IRB or R&D Committee. Further, the case report presentation, whether by lecture or publishing, is executed by the physician of record, meaning that the patient's own physician is reporting the case and already has identified the patient and has access to the clinical data. If the presentation uses photographs, initials, or any other information that may possibly identify the patient, then a medical center consent form for this purpose is required.
There does not appear to be a limit on the number of cases from one's own patients that form a case report and if exceeded, moves the situation into the category of retrospective chart review research and then requires IRB and R&D Committee review. Usually, a case report summarizes a small number of cases (<5) to emphasize a discrete instance of disease. However, it is the nature of the report, not the absolute number of cases, that determines whether or not the activity involves human subjects research. A non-research case report is limited to an account of an observation or a description of a disease process that has little scientific merit and is not subjected to scientific analysis. It is not presented as a systematic investigation designed to contribute to generalizable knowledge. A case report should be presented in such a way that it is readily distinguishable from a research report, which usually contains data with statistical analysis, or at a least a systematic qualitative analysis that substantiates the science and the conclusion and thus constitutes a contribution to generalizable knowledge.
[bookmark: _Toc511981876]
2.4.  Research Activities vs. Commercial Services.
[INSERT FACILITY NAME OR INITIALS] facilities and laboratories may occasionally provide tests or other services to non-[INSERT FACILITY NAME OR INITIALS] researchers solely on a commercial basis (e.g., [INSERT FACILITY NAME OR INITIALS] performs MRIs for non-[INSERT FACILITY NAME OR INITIALS] investigators solely on a commercial basis).
Provision of such services solely on a commercial basis does not constitute human subject research and does not require [INSERT FACILITY NAME OR INITIALS] IRB review, provided that all of the following conditions are met:
· The research is not otherwise conducted at [INSERT FACILITY NAME OR INITIALS];
· The research does not otherwise involve [INSERT FACILITY NAME OR INITIALS] employees or agents (e.g., as co-investigators, in planning or analysis, or receiving publication credit);
· The commercial services are genuinely non-collaborative, meriting neither professional recognition nor publication privileges;
· The commercial services adhere to commonly recognized professional standards for maintaining privacy and confidentiality; and
· The commercial services are conducted under a valid contract.
However, if [INSERT FACILITY NAME OR INITIALS] personnel are involved in any way that is more than merely providing a commercial service, then prospective review and approval by the R&D Committee and IRB is required.

[bookmark: _Toc511981877]2.5   Other Considerations
Research proposals lacking definite plans for the involvement of human subjects will not require IRB review. It is the responsibility of the IRB Co-Chairperson to determine whether a research activity falls outside the definition of human subjects research. If an investigator is unclear whether a proposed research activity is human research or not, he/she should contact the IRB office for guidance on the material to be submitted for review. The IRB Co-Chairperson
will determine whether the proposed study is considered human subject research, whether the research may qualify for an exemption, or whether IRB review is required, either by the full-board or expedited review


3.  Specific Policy Considerations at this Institution

3.1  Actions taken where expedited and exempt categories are in conflict

a.  The current expedited review as published in the federal register  (https://www.hhs.gov/ohrp/regulations-and-policy/guidance/categories-of-research-expedited-review-procedure-1998/index.html)  now overlap with newly created exempt categories as defined in the 2018 38 CFR 16.  The references to exempt research categories currently listed in the federal register for expedited categories 5 and 7 are now incorrect.  The correct refences for expedited category 5 regarding overlap is 38 CFR 16 104(d)(4) and for category 7 it is 38 CFR 16 104(d)(2) and (3). Where these classifications are in conflict, it is the position of this institution and the VA that the lesser regulatory category will be implemented.  This is in keeping with the spirit of the 2018 38 CFR 16 requirements.

b.  Specific expedited and exempt categories that overlap:
(1) Expedited category 5: Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for non-research purposes (such as medical treatment or diagnosis). This overlaps with exempt category:

.104(d)(4) Secondary research for which consent is not required: Secondary research uses of identifiable private information or identifiable biospecimens, if at least one of the following criteria is met: 
(i) The identifiable private information or identifiable biospecimens are publicly available; 
(ii) Information, which may include information about biospecimens, is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects; 
(iii) The research involves only information collection and analysis involving the investigator's use of identifiable health information when that use is regulated under 45 CFR parts 160 and 164, subparts A and E, for the purposes of “health care operations” or “research” as those terms are defined at 45 CFR 164.501 or for “public health activities and purposes” as described under 45 CFR 164.512(b); or 
(iv) The research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information obtained for non-research activities, if the research generates identifiable private information that is or will be maintained on information technology that is subject to and in compliance with section 208(b) of the E-Government Act of 2002, 44 U.S.C. 3501 note, if all of the identifiable private information collected, used, or generated as part of the activity will be maintained in systems of records subject to the Privacy Act of 1974, 5 U.S.C. 552a, and, if applicable, the information used in the research was collected subject to the Paperwork Reduction Act of 1995, 44 U.S.C. 3501et seq.
(2) Expedited Category 7: Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies.  This now overlaps with 2 categories of exempt research:
(2) Research that only includes interactions involving educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior (including visual or auditory recording) if at least one of the following criteria is met: 
(i) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects; 
(ii) Any disclosure of the human subjects' responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, educational advancement, or reputation; or 
(iii) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects, and an IRB conducts a limited IRB review to make the determination required by § 16.111(a)(7). 
(3) 
(i) Research involving benign behavioral interventions in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audiovisual recording if the subject prospectively agrees to the intervention and information collection and at least one of the following criteria is met: 
(A) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects; 
(B) Any disclosure of the human subjects' responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, educational advancement, or reputation; or 
(C) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects, and an IRB conducts a limited IRB review to make the determination required by § 16.111(a)(7). 
(ii) For the purpose of this provision, benign behavioral interventions are brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on the subjects, and the investigator has no reason to think the subjects will find the interventions offensive or embarrassing. Provided all such criteria are met, examples of such benign behavioral interventions would include having the subjects play an online game, having them solve puzzles under various noise conditions, or having them decide how to allocate a nominal amount of received cash between themselves and someone else. 
(iii) If the research involves deceiving the subjects regarding the nature or purposes of the research, this exemption is not applicable unless the subject authorizes the deception through a prospective agreement to participate in research in circumstances in which the subject is informed that he or she will be unaware of or misled regarding the nature or purposes of the research. 

[bookmark: _Hlk534187273]3.2  Other Specific Policy Implementations
a. Signatures:  Signatures may either be made with ink or collected electronically.
b. Broad consent:  This institution (choose one) does/does not allow the use of broad consent for identifiable data and specimens collected solely for research.
c. In Vitro fertilization research:  This institution (choose one) does/does not allow research involving the provision of invitro fertilization services.
d. In Vitro Fertilization research: This institution (choose one) does/does not allow research involving prospective or retrospective studies that enroll or include pregnant subjects conceived through invitro fertilization.
e. Stem cell research:  This institution (choose one) does/does not allow the use of adult stem cells in research.
[bookmark: _Hlk534016546]f. Embryonic stem cells:  This institution (choose one) does/does not allow research involving embryonic stem cells IAW NIH Policy.  If it advised that VISN notification occur prior to the approval of such a study. 
g. Fetal tissue research: This institution (choose one) does/does not allow research involving fetal tissue IAW NIH Policy.  If it advised that VISN notification occur prior to the approval of such a study. 

h. Interventional Research with children:  This institution (choose one) does/does not allow research with children.  If allowed, the research is not more than minimal risk and facility director certification is required.
i. International Research: This institution (choose one) does/does not allow international research.  If allowed, facility director certification is required. (Appendix 13)
j. Interventional research with Pregnant Women: This institution (choose one) does/does not allow interventional research with pregnant women.  If allowed, facility director certification is required. (appendix 12)
k. Neonate:  This institution does not allow interventional research with neonates; however observational studies may be permitted. Facility director certification is required. (see appendix 12)	Comment by Klote, Mary M.: If your facility will not permit research with neonate, state that here.
l. Expanded Access:  When access to a drug is required under the FDA expanded access regulations, 
m. Interventional Fetal research:  This facility does not allow any interventional research where the focus is the fetus.
n. Other than Interventional veteran research participation:  This facility (choose one) does/does not allow veterans who are not eligible for care to participate in non- interventional research such as surveys.
o. Veterans not eligible for care in interventional research and non-veterans:  This facility (choose one) does/does not allow veterans who are not eligible for care or others who are not eligible for care in VHA system to participate in interventional research studies.  Approval to include non-veterans is required by the R&D committee IAW VHA Directive 1200.01 para 13..
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