ORO HRPP Checklist		Page 1 of 65	
ORO HRPP Checklist		Page 2 of 59
Office of Research Oversight (ORO)
Human Research Protection Program (HRPP) Checklist
(February 9, 2011)

This Checklist is provided to assist facilities in ensuring compliance with regulations and policies for VA research involving human subjects, including the Federal regulations (Common Rule) for the Protection of Human Research Subjects at Title 38 Code of Federal Regulations (CFR) Part 16; Food and Drug Administration (FDA) regulations at 21 CFR Parts 50, 56, 312, and 812; VHA Handbook 1200.05; and guidance from FDA and the Office for Human Research Protections (OHRP).  Please direct questions about the checklist to your ORO Regional Office.

SOURCES OF DOCUMENTATION/EVIDENCE: Prior to conducting the review with this checklist, it would be helpful to assemble the following documents:

1. Institutional Review Board (IRB) minutes for the past 12 months
1. Current IRB Membership Rosters (include credentials, representative capacity, and voting status)
1. List of current approved projects/protocols involving human subjects
1. IRB Standard Operating Procedures
1. Description of Human Research Protection Program (HRPP) with relevant organization chart(s)
1. Current Federalwide Assurance (FWA) and VA FWA Addendum 
1. Annual IRB and HRPP Program Evaluations (if any)
8.	Internal and external inspection or monitoring reports of investigators or research programs (if any) for the past 12 months
9.	Internal and external inspection or monitoring reports of the IRB(s) or the HRPP for the past 12 months
10. All existing Memoranda of Understanding or other agreements affecting the HRPP, such as agreements for IRB services

Please also see the ORO RESEARCH AND DEVELOPMENT COMMITTEE CHECKLIST located on ORO’s website at http://www.va.gov/oro/  	 


A list of acronyms related to human subject research is provided in the Appendix.




VA Facility: _______________________________ Reviewer: _______________________ Review Date: ________________
	







2-A
OFFICE OF RESEARCH OVERSIGHT (ORO)
HUMAN RESEARCH PROTECTION CHECKLIST

	Element
	Yes
	No
	In-part
	N/A
	Regulations and VHA Policies
	Documentation / Evidence / Notes

	I. FACILITY DIRECTOR AND INVESTIGATOR RESPONSIBIILITIES 

	1. FACILITY DIRECTOR GENERAL RESPONSIBILITIES:
	
	
	
	
	1200.05 § 5
	

	a. Fostering an institutional culture supporting ethical conduct of all research involving human subjects
	
	
	
	
	1200.05 §5.a
	

	b.  Serving as the signatory authority
	
	
	
	
	1200.05 §5.b
38 CFR Part 16
	

	c. Completing assurance training prior to signing FWA and every 3 years
	
	
	
	
	1200.05 § 5.c
	

	d. Oversight and creation of HRPP, depending on facility, resources, size and complexity.  This includes:
	
	
	
	
	1200.05 § 5.d
	

	(1) Oversight of IRB, R&D Committee, research office, and all investigators and research team members who perform human research at the facility
	
	
	
	
	1200.05 §5.d(1)
	

	(2) Appointing RCO who reports directly to the Director and is responsible for implementing a research compliance program 
	
	
	
	
	1200.05 §5.d(2)
VHA Directive 1200
1058.01
	

	(3) Delegating authority in writing for all respective roles and responsibilities within the local VA’s HRPP to provide organizational structure and ensure accountable leadership for compliance with oversight activities
	
	
	
	
	1200.05 § 5d(3)
	

	e. IRB of record is registered with OHRP and, if appropriate, FDA; listed as IRB of Record on VA facility’s FWA. This may include facility IRB, VA Central IRB, IRB of another VA facility, or an IRB established by an affiliated medical or dental school
	
	
	
	
	1200.05 §5.e
38 CFR16.103(b)(2)

	

	f. VA facility’s own internal IRB cannot serve as an IRB of record for any non-VA entity except for DOD facility or VA nonprofit research and education foundation. VA nonprofit research and education foundations must have an IRB of record of a VA facility, whether the IRB is the VA facility’s own internal IRB, another VA facility’s IRB, the VA Central IRB, or its academic affiliate’s IRB
	
	
	
	
	1200.05 §5.e(2)
	

	g. The IRB(s) of record functions independently, and that its Chair, or Co-Chairs, and members have direct access to the facility Director for appeal if they experience undue influence or if they have concerns about the IRB
	
	
	
	
	1200.05 § 5.f
	

	h. Ensuring provision of adequate resources to support the operations of HRPP in compliance with all VA and other Federal requirements. These include, but are not limited to:
	
	
	
	
	1200.05 § 5.g
38 CFR16.103(b)(2)

	

	(1) Provisions for meeting space and sufficient staff to support IRB’s review and recordkeeping duties 
	
	
	
	
	1200.05 § 5.g(1)
38CFR16.103(b)(2)  
	

	(2) Meeting space sufficient to provide privacy for conducting IRB meetings, other sensitive duties, and secure storage of records
	
	
	
	
	1200.05 § 5.g(1)
	

	(3) Adequate administrative personnel, equipment, and space for the local research office
	
	
	
	
	1200.05 § 5.g(1)
	

	(4) Educational opportunities for IRB members, relevant administrative staff, and all members of the research and members of the research team
	
	
	
	
	
1200.05 § 5.g(2)
	

	i. Ensuring IRB members, relevant administrative staff, and all members of the VA research team are appropriately knowledgeable to fulfill their respective duties in accordance with ethical standards and applicable local, VA and other Federal requirements
	
	
	
	
	1200.05 § 5.h
	

	j.  Ensuring that VA human subjects protection training requirements are met
	
	
	
	
	1200.05 §5.i
	

	k. Serving as the point of contact for correspondence addressing human subjects research with OHRP, FDA, and VHA Central Office 
	
	
	
	
	1200.05 §5.j
	

	l. Ensuring the VA facility’s HRPP is accredited by an organization approved by ORD to perform this function
	
	
	
	
	1200.05 §5.k
	

	m. Certifying that all personnel involved in research including, but not limited to, research office staff, investigators, and other research team members have appropriate credentials and privileges (when applicable) to perform their human research-related duties
	
	
	
	
	1200.05 §5.l
	

	n. Ensuring a local Research Subject Outreach Program is implemented to include:
	
	
	
	
	1200.05 §5.m
	

	(1) A reliable mechanism for research subjects to communicate with research study investigators and with an informed VA representative who is independent of the research study in question (e.g., providing contact information in the informed consent form)
	
	
	
	
	1200.05 §5.m(1)
	

	(2) Investigators must make every reasonable effort to provide the information brochure, “Volunteering in Research – Here Are Some Things You Need To Know,” http://www.research.va.gov/programs/pride/veterans/trifold.
pdf) to potential subjects in settings where subjects may be recruited (e.g., clinic waiting areas), and to each prospective subject when that individual is approached to take part in a study
	
	
	
	
	1200.05 §5.m(2)
	

	(3) Venues must be provided for research subjects and their designated representatives to obtain information, discuss their questions and concerns, and offer their input
	
	
	
	
	1200.05  §5.m(3)
	

	(4) When appropriate, educational activities must be made available for research subjects and their communities
	
	
	
	
	1200.05  §5.m(4)
	

	o. Ensuring that recruiting documents, flyers, and advertisements for non-VA research are not posted within or on the premises of a VA facility 
	
	
	
	
	1200.05 §5.n
	

	(1) Posting of such documents may give the Veteran or visitors to the VA facility the impression that the non-VA study is VA-approved research, the VA supports or endorses the research, or that VA will pay for the research expenses that are incurred
	
	
	
	
	1200.05 §5.n
	

	(2) General guidance may be posted within VA indicating that Veterans may speak with their health care providers if they wish to participate in research and that information on clinical trials is available at: http://clinicaltrials.gov 
	
	
	
	
	1200.05 §5.n
	

	p. Appointing a RCO for the Research Compliance Program
	
	
	
	
	1200.05 §5.o
	

	q. Ensuring appropriate auditing of local human subjects research studies to assess compliance with all applicable local, VA, and other Federal requirements including, but not limited to, ORO requirements:
	
	
	
	
	1200.05 §5.p
	

	(1) Each VA-approved human subjects research study must be completely audited in accordance with VHA Handbook 1058.01
	
	
	
	
	1200.05 §5.p(1)
	

	(2) Each study must be audited for compliance with the regulations and policies on informed consent in accordance with VHA Handbook 1058.01
	
	
	
	
	1200.05 §5.p(2)
	

	r. Approving the request for permission to conduct international research at the VA facility and ensuring CRADO approval of international research is obtained prior to its initiation at the facility
	
	
	
	
	1200.05 §5.q
	

	2. FACILITY DIRECTOR RESPONSIBILITIES WHEN THE VA FACILITY’S OWN IRB IS AN IRB OF RECORD -- In addition to the preceding responsibilities, the facility Director for a VA facility with its own IRB(s) as an IRB(s) of record is responsible for:
	
	
	
	
	1200.05 §6
	

	a. Appointing the IRB Chair (or Co-Chairs, or Chair and Vice Chair), and IRB voting members
	
	
	
	
	1200.05 §6.a
	

	(1) If local Standard Operating Procedures (SOPs) call for titles of positions (e.g., Associate Chief of Staff (ACOS) for R&D, Administrative Officer (AO) for R&D), instead of named individuals, to serve as ex officio, nonvoting members of the IRB, the individuals themselves do not have to be appointed by the IO. They will be considered to be ex officio, nonvoting members of the IRB by virtue of their positions within the local facility
	
	
	
	
	1200.05 §6.a(1)
	

	(2) If the VA facility’s own IRB serves as an IRB of record for a second VA facility, the facility Director of the second VA facility must appoint representatives to the first IRB
	
	
	
	
	1200.05 §6.a(2)
	

	b. Suspending or terminating the IRB membership of any individuals who are not fulfilling their member responsibilities or obligations
	
	
	
	
	§1200.05 §6.b
	

	c. Ensuring an annual evaluation of the facility’s HRPP
	
	
	
	
	1200.05 §6.c
	

	3. FACILITY DIRECTOR RESPONSIBILITIES WHEN AN EXTERNAL IRB OTHER THAN THE VA CENTRAL IRB IS AN IRB OF RECORD -- In addition to the preceding responsibilities, the facility Director for a VA facility using an external IRB (e.g., another VA facility’s or an academic affiliate’s IRB) as an IRB(s) of record is responsible for:
	
	
	
	
	1200.05 §7
	

	a. Signing the MOU with the organization(s) providing the IRB(s). This MOU is an agreement delineating the respective roles, responsibilities, and authorities of the VA facility and the external organization providing the IRB(s) (see VHA Handbook 1058.03), including, but not limited to, the external organization’s providing unredacted IRB minutes and other relevant documents to the VA facility, and the responsibility for both parties to comply with all applicable VA and other Federal requirements
	
	
	
	
	1200.05 §7.a
	

	b. Ensuring the external IRB of record complies with all applicable VA and other Federal requirements including, but not limited to, the provisions of VHA Handbook 1200.05 when reviewing VA research. If the terms of the MOU are not met, the VA facility must make alternative IRB arrangements
	
	
	
	
	1200.05 §7.b
	

	c. Appointing two or more VA-compensated employees who hold a minimum of 5/8th VA-compensated appointments as representatives to serve as voting members of each affiliate’s IRB or other local VA facility’s IRB when that IRB serves as an IRB of record, unless a waiver for such representation is obtained from the CRADO
	
	
	
	
	1200.05 §7.c
	

	(1) These representatives may not include WOCs from the VA facility, or those with IPA appointments
	
	
	
	
	1200.05 §7.c(1) 
	

	(2) At least one of these representatives must have scientific expertise
	
	
	
	
	1200.05 §7.c(2)
	

	(3) The representatives must serve as full-voting members of the external IRB; when relevant, this includes reviewing non-VA research matters coming before the IRB
	
	
	
	
	1200.05 §7.c(3)
	

	(4) At least one of the representatives must be present during the review of the VA facility’s research at a convened IRB meeting
	
	
	
	
	1200.05 §7.c(4)
	

	4. FACILITY DIRECTOR RESPONSIBILITIES WHEN THE VA CENTRAL IRB IS AN IRB OF RECORD -- In addition to the preceding general responsibilities, the facility Director for a VA facility using the VA Central IRB as an IRB of record is responsible for:
	
	
	
	
	1200.05 §8
	

	a. Signing and adhering to the MOU between VHA Central Office and the local VA facility delineating the respective roles and responsibilities of each organization
	
	
	
	
	1200.05 §8.a
	

	b. Delegating authority to an individual from the local VA facility to:
	
	
	
	
	1200.05 §8.b
	

	(1) Comment and Respond to VA Central IRB Review to:
	
	
	
	
	
	

	(a) Provide comments or suggestions to VA Central IRB, in response to VA Central IRB’s initial review considerations; and
	
	
	
	
	1200.05 §8.b.1(a)
	

	(b) Respond to VA Central IRB’s approval of the study on behalf of the VA facility as to whether the VA facility chooses to participate or declines to participate in the study 
	
	
	
	
	1200.05 §8.b.1(b)
	

	(2) Serve as Liaison between the facility and both Local Site Investigator (LSI) and VA Central IRB
	
	
	
	
	1200.05 §8.2
	

	5. INVESTIGATOR RESPONSIBILITIES (Some of the following responsibilities may be assumed by an investigator working under a Principal Investigator (PI) or LSI -- The PI, LSI, and investigator must uphold professional and ethical standards and practices and adhere to all applicable VA and other Federal requirements, including the local VA facility’s SOPs, regarding the conduct of research and the protection of human subjects. The responsibilities of the investigator may be defined in the protocol or IRB application. Specifically, the PI’s and LSI’s responsibilities include, but are not limited to:
	
	
	
	
	1200.05 §9
	

	a. Disclosing Conflicts of Interests -- Disclosing 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 complying with all applicable VA and other Federal requirements regarding conflict of interest
	
	
	
	
	1200.05 §9.a
	

	b. Ensuring Adequate Resources -- Ensuring there are adequate resources to carry out the research safely. This includes, but is not limited to, sufficient investigator time, appropriately qualified research team members, equipment, and space
	
	
	
	
	1200.05 §9.b
	

	c. Ensuring Qualified Research Staff -- Ensuring 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:
	
	
	
	
	1200.05 §9.c
	

	(1) If a study team member is identified by name in the IRB-approved protocol, a replacement or termination of their role constitutes a change in the protocol. Such a change requires IRB approval 
	
	
	
	
	1200.05 §9.c.1
	

	(2) If a study team member is replaced by another individual and the IRB-approved protocol identifies the person by title and not name, a replacement by another individual with the same title is not a protocol change. No IRB approval is required 
	
	
	
	
	1200.05 §9.c.2
	

	(3) IRB may also require a specific individual(s) by name to be part of the study team as a condition for IRB approval of the research. In that case, a proposed change in that specific individual would require IRB approval.
	
	
	
	
	1200.05 §9.c.3
	

	d. Promptly Reporting Changes in PI or LSI -- Promptly reporting any changes in the PI or LSI to the IRB. Changes in other key research staff, if any, must be reported at time of continuing review, or sooner as required by local SOPs. These changes include, but are not limited to, additions to or loss of staff. Changes in the PI, LSI, Co-PI, or Co-LSI of an IRB-approved project must be evaluated and approved by IRB to ensure the new individual meets the criteria described in 38 CFR 16.111.
	
	
	
	
	1200.05 §9.d
38 CFR 16.111

	

	e. Overseeing the Research Staff -- Overseeing and ensuring the research staff under the investigator’s direction comply with all applicable requirements including, but not limited to, implementing the research study in accordance with the approved protocol
	
	
	
	
	1200.05 §9.e
	

	f. Ensuring Complete Information in Research Protocol -- Ensuring the research protocol contains all required information.
	
	
	
	
	1200.05 §9.f
	

	g. Obtaining Written Approvals -- Obtaining written approval(s) before initiating research. Before initiating the research study at a given site, IRB approval must be obtained in writing from the Chair or other voting member of the IRB, and all other committees (e.g., R&D Committee), subcommittees, and other approvals according to applicable local, VA, and other Federal requirements
	
	
	
	
	1200.05 §9.g
	

	(1) For a VA multi-site study, not only the PI, but also all LSIs, must obtain such approvals from the relevant local VA facilities’ IRBs of record and all other local committees, subcommittees, and other approvals according to the respective applicable local, VA and other Federal requirements
	
	
	
	
	1200.05 §9.g(1)
	

	(2) Research cannot be initiated at any given site until the local investigator has obtained written notification that the research can be initiated from the local ACOS for R&D (see VHA Handbook 1200.01)
	
	
	
	
	1200.05 §9.g(2)
	

	h. Implementing the Study as Approved -- Ensuring 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
	
	
	
	
	1200.05 §9.h
	

	i. Maintaining Investigator’s Research Records -- Maintaining written documentation on file that the protocol is being implemented as approved by IRB and in accordance with other required approvals:
	
	
	
	
	1200.05 § 9.i
	

	(1) Research records include the following when relevant to the study:
	
	
	
	
	1200.05 § 9.i(1)
	

	(a) Copies of all IRB-approved versions of the protocol and amendments
	
	
	
	
	1200.05 § 9.i(1)(a)
	

	(b) Case report forms and supporting data, including, but not limited to, signed and dated informed consent forms and HIPAA authorizations 
	
	
	
	
	1200.05 § 9.i(1)(b)
	

	(c) Documentation on each subject including, but not limited to:
	
	
	
	
	1200.05 § 9.i(1)(c)
	

	i. Informed consent
	
	
	
	
	
	

	ii. Interactions with subjects by telephone or in person
	
	
	
	
	
	

	iii. Observations
	
	
	
	
	
	

	iv. Interventions
	
	
	
	
	
	

	v. Other data relevant to the research study, including, but not limited to: progress notes; research study forms; surveys and questionnaires; reports of adverse events; data analyses; reports including, but not limited to, abstracts and other publications; all correspondence including, but not limited to, that with the funding source or sponsor, and with applicable oversight entities including, but not limited to, IRB, R&D Committee, ORO; and a master list of all subjects for whom informed consent has been obtained in the study
	
	
	
	
	
	

	(2) Documents must be maintained so that they may be audited by the facility RCO or other entities according to applicable sponsor, local, VA and other Federal requirements, and
	
	
	
	
	
	

	(3)  Accounting of Disclosure must be maintained for each disclosure of information from the study to a non-VA entity (The facility Privacy Officer can assist in providing a mechanism to account for this disclosure)
	
	
	
	
	
	

	j. [bookmark: I_05_j]Obtaining Informed Consent -- Ensuring that no human being is involved as a subject in research unless legally effective informed consent of the subject or the subject's LAR has been obtained (38 CFR 16.116). The informed consent must be obtained and documented prospectively (i.e., no screening or other interaction or intervention involving a human subject can occur until after the IRB-approved informed consent requirements have been met). The only exceptions are if the IRB of record determines the research to be exempt (see 38 CFR 16.101(b)), or approves a waiver of informed consent (see 38 CFR 16.116(c) and (d), and Element III.4 of the Checklist), or approves a waiver of the signed informed consent form (see 38 CFR.117(c) and Element III.3 of the Checklist):
	
	
	
	
	1200.05 §9.j
	

	(1) [bookmark: I_05_j_1]Designating Responsibility for Obtaining Informed Consent -- If the PI or LSI does not personally obtain informed consent, the investigator must formally and prospectively designate to another research team member in writing the protocol or the application for IRB approval the responsibility for obtaining informed consent, whether or not a waiver of documentation of informed consent has been approved by the IRB. This designee must be a member of the research team: 
	
	
	
	
	1200.05 §9.j(1)
	

	(a) Any person designated to obtain informed consent must receive appropriate training and be knowledgeable enough about the protocol to answer the questions of prospective subjects
	
	
	
	
	1200.05 §9.j(1)(a)
	

	(b) The PI or LSI does not have to designate the individual by name, but can designate the position(s) title in the protocol or the application for IRB approval
	
	
	
	
	1200.05 §9.j(1)(b)
	

	(2) [bookmark: I_05_j_2]Version of Informed Consent Form -- The most current IRB-approved version of VA Form 10-1086, Research Consent Form, for each study (or the most current IRB-approved electronic version of VA Form 10-1086) must be used as the informed consent form
	
	
	
	
	1200.05 §9.j(2)
	

	(3) Circumstances Under Which Informed Consent is Obtained -- The investigator, or designee, must seek informed consent only under circumstances that:
	
	
	
	
	1200.05 §9.j(3)
	

	(a) Provide the prospective subject or LAR sufficient opportunity to consider whether or not to participate, and
	
	
	
	
	1200.05 §9.j(3)(a)
	

	(b) Minimize the possibility of coercion or undue influence
	
	
	
	
	1200.05 §9.j(3)(b)
	

	(4) Usual Care -- The investigator, or designee, must ensure the Informed Consent process clearly defines for the subject which potential risks are related to the research and, therefore, must be discussed with the research team, versus those associated solely with usual care provided by the subject’s health care provider. The informed consent process must include language advising subjects to review the risks of the latter with their health care providers
	
	
	
	
	1200.05 §9.j(4)
38 CFR 16.116(a)(2)

	

	(5) [bookmark: I_05_j_5]Documentation of Informed Consent – (also see Element III.2 of the Checklist)
(a) When documentation of informed consent is not waived by IRB, the investigator or designee must ensure the documentation includes:
	
	
	
	
	1200.05 §9.j(5)(a)

	

	i. The signature and date of the subject or the subject’s LAR 
	
	
	
	
	1200.05 §9.j(5)(a)1.
	

	ii. The signature and date of the person obtaining the informed consent, 
	
	
	
	
	1200.05 §9.j(5)(a)2.

	

	iii. The signature of the witness and the date of the subject’s or LAR’s signature was witnessed, when applicable
	
	
	
	
	1200.05 §9.j(5)(a)3.

	

	(b) If use of facsimile is approved by IRB, the subject may submit the signed and dated informed consent form to the investigator or designee by facsimile
	
	
	
	
	1200.05 §9.j(5)(b)

	

	(6) Storage of Signed Informed Consent Forms -- The investigator must ensure all original signed and dated forms are in the investigator’s research files, readily retrievable, and secure
	
	
	
	
	1200.05 §9.j(6)

	

	k. Ensuring Consistency of Informed Consent Form, Protocol, and HIPAA Authorization -- Ensuring the language in the informed consent form is consistent with that in the protocol and, when applicable, in the HIPAA authorization.
	
	
	
	
	1200.05 § 9.k
	

	l. Ensuring HIPAA Authorization is Obtained -- No human being is involved as a subject in research unless the investigator or a designee formally and prospectively designated in writing in the protocol has obtained legally effective HIPAA authorization for the use and disclosure of the subject’s PHI, or has obtained Privacy Board or IRB-approved waiver of HIPAA authorization:
	
	
	
	
	1200.05 § 9.l
	

	(1) If the investigator requires a waiver or alteration of the HIPAA authorization, the investigator must provide the Privacy Board or IRB with information sufficient for the Privacy Board or IRB to find that such waiver or alteration is necessary 
	
	
	
	
	1200.05 § 9.l(1) 
1605.1

	

	(2) Investigators can obtain and use real Social Security numbers only when real Social Security numbers are required to meet the specific aims of the research protocol or to enter information into the subjects’ health records 
	
	
	
	
	1200.05 § 9.l(2)
	

	(3) The collection and use of real Social Security numbers must be approved by IRB, and the investigators must follow all applicable VA and other Federal requirements for obtaining and using real Social Security numbers
	
	
	
	
	1200.05 § 9.l(2)
	

	m. Performing Subject Outreach -- Ensuring that, as part of the local VA facility’s Research Subject Outreach Program, the investigator is responsible for:
	
	
	
	
	1200.05 § 9.m
	

	(1) Making every reasonable effort to make available the informational brochure, “Volunteering in Research – Here Are Some Things You Need To Know ”(http://www.research.va.gov/programs/pride/veterans/tri-fold.pdf) to potential research subjects where investigators may recruit subjects, and to prospective subjects, and their surrogates where applicable, when the individuals are approached to take part in a study. All informed consent forms provide subjects with required contact information for the VA investigator and relevant study staff 
	
	
	
	
	1200.05 § 9.m(1)
	

	(2) All informed consent forms must provide a contact independent of the research team in case the research staff cannot be reached, and the subject wishes to talk to someone other than the research staff, or the subject wishes to voice concerns or complaints about the research
	
	
	
	
	1200.05 §9.m.(2)
	

	(3) Informing the independent contact person who is independent of the research team (e.g., the facility’s patient advocate, a member of the research office staff, or IRB staff) of the relevant details of the study
	
	
	
	
	1200.05 §9.m(3)
	

	(4) Documenting that this independent contact person has been informed; and ensuring the independent contact person’s ability to render proper assistance to potential subjects
	
	
	
	
	1200.05 §9.m(3)
	

	n. Ensuring Appropriate Telephone Contact with Subjects -- Research team members are prohibited from requesting Social Security numbers by telephone:
	
	
	
	
	1200.05 §9.n
	

	(1) Initial Contact -- During the recruitment process, ensuring the research team makes initial contact with the potential subject in person or by letter prior to initiating any telephone contact, unless there is written documentation that the subject is willing to be contacted by telephone about the study in question or a specific kind of research. The initial contact must provide a telephone number or other means that the potential subject can use to verify the study constitutes VA research
	
	
	
	
	1200.05 §9.n(1)
	

	(2) Later Contact -- The research team begins telephone calls to the subject by referring to previous contacts and, when applicable, the information provided in the informed consent form. The scope of telephone contacts with the subject is limited to topics outlined in IRB-approved protocols and informed consent forms
	
	
	
	
	1200.05 §9.n(2)
	

	o. Obtaining IRB Approval for all Changes -- Obtaining IRB approval for all changes to the research protocol (e.g., amendments or modifications), including changes to the IRB informed consent form, prior to implementing the changes. The only exception is when it is necessary to change the protocol to eliminate apparent immediate hazards to the subject. The investigator must promptly report these changes to the IRB
	
	
	
	
	1200.05 §9.o
	

	p. Submitting Continuing Review Materials -- Continuing review materials are submitted in a timely manner to provide IRB sufficient time for reviewing and approving the study before IRB approval expires. IRB approval automatically expires if the continuing review and approval does not occur by the expiration date of the current approval
	
	
	
	
	1200.05 §9.p
	

	q. Reporting Deviations and Complaints -- Reporting deviations from the protocol and subject complaints to IRB in a time frame specified in local SOPs
	
	
	
	
	1200.05 §9.q
	

	r. Reporting Problems and SAEs -- Reporting all unanticipated problems involving risks to subjects or others, and all internal (local) SAEs, whether related or unrelated to the research, in accordance with local SOPs and VHA Handbook 1058.01
	
	
	
	
	1200.05 §9.r
	

	s. Completing Appropriate Actions at Research Project Completion -- At completion of the research study, completing all required documentation and storing research records according to all applicable VA and Federal records retention requirements. If appropriate, the investigator communicates the results to subjects or the community from which subjects were recruited
	
	
	
	
	1200.05 §9.s
	

	t. Transferring of Records -- If the investigator leaves VA, all research records are retained by the VA facility where the research was conducted. If the grant is ongoing and the investigator leaves one VA facility to go to another VA facility, the investigator must obtain approval for a copy of relevant materials to be provided to the new VA facility’s research office. The approval must be obtained from the first VA facility’s research office, any other relevant individuals or offices according to VA and local requirements (e.g., compliance, privacy, or Information Security Officers (ISOs)) and the sponsor. NOTE: The investigator is not the grantee, nor does the investigator own the data
	
	
	
	
	1200.05 §9.t
	

	u. Maintaining a Master List of All Subjects -- The investigator must maintain a master list of all subjects from whom informed consent has been obtained whether or not IRB granted a waiver of documentation of informed consent:
	
	
	
	
	1200.05 §9.u 
38 CFR16.117(c)

	

	(1) Investigators must not add a subject’s name to the master list of all subjects until after:
	
	
	
	
	1200.05 §9.u(1)
38 CFR16.117(c)
	

	(a) Informed consent has been obtained from that subject, and
	
	
	
	
	1200.05 §9.u(1)(a)
38 CFR16.117(c)
	

	(b) When appropriate, informed consent has been documented using an IRB-approved informed consent form
	
	
	
	
	1200.05 §9.u(1)(b) 
38 CFR16.117(c)
	

	(2) IRB may waive the requirement for the investigator to maintain a master list for a given study if both of the following conditions are met:
	
	
	
	
	1200.05 §9.u(2)
38 CFR16.117(c)
	

	(a) There is a waiver of documentation of informed consent, and
	
	
	
	
	1200.05 §9.u(2)(a)
	

	(b) The IRB determined that including the subject on such a master list poses a potential risk to the subjects from a breach of confidentiality
	
	
	
	
	1200.05 §9.u(2)(b)
	

	(3) If IRB waives the requirement to maintain such a master list, IRB must provide written documentation in the IRB minutes or IRB protocol file justifying the waiver
	
	
	
	
	1200.05 §9.u(3)
38 CFR16.117(c)

	

	(4) The investigator must secure the master list appropriately in compliance with all VA confidentiality and information security requirements in the investigator’s file for each study
	
	
	
	
	1200.05  §9.u(4)
38 CFR16.117(c)

	

	v. Ensuring Appropriate Research Laboratory Test Reporting --  Ensuring research laboratories not report laboratory results that are used for diagnosis, treatment, and prevention of disease in patients, unless the research laboratories are properly accredited and meet all requirements
	
	
	
	
	1200.05 § 9.v
1106.01
42 CFR 493 
	

	w. [bookmark: I_05_w]Ensuring Requirements of Multi-site Studies – (See Element VI.3 of the Checklist)
	
	
	
	
	1200.05 § 9.w
	

	6. RESEARCH PROTOCOL -- The investigator is responsible for the research protocol, and therefore, is responsible for:
	
	
	
	
	
	

	a. Ensuring Research is Scientifically Sound -- Ensures the research is scientifically sound
	
	
	
	
	1200.05 §10
	

	b. Ensuring Research Compliance -- Ensuring that research is in compliance with all applicable local, VA, and other Federal requirements
	
	
	
	
	1200.05 §10.b
	

	c. Providing a Plan for Recruitment and Selection of Subjects -- Providing a plan for just, fair, and equitable recruitment and selection of subjects. NOTE: The requirement applies to both prospective and retrospective studies, including studies that use clinical or administrative databases or bio-specimens
	
	
	
	
	1200.05 §10.c
	

	d. Minimizing Risks -- The investigator is responsible for minimizing risks to the subjects or others
	
	
	
	
	1200.05 §10.d
	

	e. Describing Data and Safety Monitoring Plan for Prospective Studies -- Describing the data and safety monitoring plan for prospective studies, including:
	
	
	
	
	1200.05 §10.e
	

	(1) What safety information will be collected including SAEs 
	
	
	
	
	1200.05 §10.e(1)
1058.01
	

	(2) How the safety information will be collected (e.g., with case report forms, at study visits, by telephone calls with subjects)
	
	
	
	
	1200.05 §10.e(2)
	

	(3) The frequency of data collection including when safety data collection starts
	
	
	
	
	1200.05 §10.e(3)
	

	(4) The frequency or periodicity of review of cumulative safety data
	
	
	
	
	1200.05 §10.e(4)
	

	(5) If not using a Data Monitoring Committee (DMC), and if applicable, statistical tests for analyzing the safety data to determine if harm is occurring
	
	
	
	
	1200.05 §10.e(5)
	

	(6) Provisions for the oversight of safety data (e.g., by a DMC)
	
	
	
	
	1200.05 §10.e(6)
	

	(7) Conditions that trigger an immediate suspension of the research, if applicable
	
	
	
	
	1200.05 §10.e(7)
1058.01
	

	f. Describing Data and Safety Monitoring Plan for Retrospective Studies Describing the safety and monitoring plan for retrospective studies, including studies involving pre-existing data and biological specimens. When applicable, the plan needs to include, but is not limited to, the following:
	
	
	
	
	1200.05 §10.f
	

	(1) A discussion with the subject of potential study outcomes that may have an effect on the subject’s health or well-being; and
	
	
	
	
	1200.05 §10.f.(1)
	

	(2) A procedure to determine when and how to notify individual subjects or their health care providers of findings that may affect the subjects’ health
	
	
	
	
	1200.05 §10.f.(2)
	

	g. Differentiating Usual Care from Research -- If the protocol involves “usual care,” the protocol must either include a narrative section or there must be a separate document in the IRB application that clearly differentiates the research intervention(s) from “usual care” (whether the “usual care” is limited to one “arm” of the study or is being delivered to all study subjects):
	
	
	
	
	1200.05 §10.g.
	

	(1) When a study involves “usual care,” in the protocol or a separate document in the IRB application the investigator must clearly designate the individual or entity (e.g., the appropriate research personnel versus the subject’s health care provider) responsible for relevant aspects of both the research and the usual care
	
	
	
	
	1200.05 §10.g.(1)
	

	(2) The subject needs to be able to identify which activity (e.g., treatment or service) is research, and which is usual care, and know who (the researcher or the subject’s health care provider) is responsible for:
	
	
	
	
	1200.05 §10.g.(2)
	

	(a) Explaining potential risks and benefits of the treatment or service to the subject
	
	
	
	
	1200.05 §10.g.(2)(a)
	

	(b) Providing the treatment or service
	
	
	
	
	1200.05 §10.g.(2)(b)
	

	(c) Monitoring the treatment or service, as applicable
	
	
	
	
	1200.05 §10.g.(2)(c)
	

	(d) Defining whether the adverse events result from usual care or research, as applicable
	
	
	
	
	1200.05 §10.g.(2)(d)
	

	(e) Alerting the subject if there is a problem with the treatment or service (e.g., a newly discovered risk, a product recall)
	
	
	
	
	1200.05 §10.g.(2)(e)
	

	(f) Documenting the subject’s clinical course while receiving the treatment or service, as applicable
	
	
	
	
	1200.05 §10.g.(2)(f)
	

	h. Enlisting Clinical Expertise -- If the investigator is not a clinician, when appropriate, the protocol must have provisions for enlisting the services of a clinician with appropriate expertise and privileges to perform duties that may include, but not be limited to:
	
	
	
	
	1200.05 §10.h
	

	(1) Reviewing the data, adverse events, and new study findings
	
	
	
	
	1200.05 §10.h(1)
	

	(2) Making required decisions to protect the health of the subject (e.g., stopping the participant’s involvement in the study or determining when to notify the subject or the subject’s health care provider of information that may affect the health of the subject)
	
	
	
	
	1200.05 §10.g(2)
	

	i. [bookmark: I_06_i]Providing for Privacy and Confidentiality -- Providing for privacy and confidentiality:
	
	
	
	
	1200.05 §10.i
	

	(1) To facilitate review of the protocol by the Privacy Officer, the investigator must either dedicate specific sections of the protocol to privacy and confidentiality, or the investigator must develop an additional document that specifically addresses all privacy and confidentiality issues in the protocol. This document becomes part of the IRB protocol file
	
	
	
	
	1200.05 §10.i
	

	(2) The description needs to be sufficiently specific for the reader to understand how this requirement protects the subject’s privacy and the confidentiality of the data. These procedures must be in compliance with all applicable VA and other Federal requirements
	
	
	
	
	1200.05 §10.i
	

	j. [bookmark: I_06_j]Providing for Information Security -- Providing an information security plan to facilitate review of the protocol by the ISO, the investigator must either dedicate specific sections of the protocol to information security, or the investigator must develop an additional document that specifically addresses all information security issues in the protocol. This document becomes part of the IRB protocol file. The plan must clearly identify and include, but not be limited to:
	
	
	
	
	1200.05 §10.j
	

	(1) Whether or not individually identifiable information is to be collected or used
	
	
	
	
	1200.05 §10.j(1)
	

	(2) How the data is to be collected or acquired
	
	
	
	
	1200.05 §10.j(2)
	

	(3) Where the data (original and all copies) is to be stored and corresponding security systems
	
	
	
	
	1200.05 §10.j(3)
	

	(4) How the data is to be transported or transmitted from one location to another
	
	
	
	
	1200.05 §10.j(4)
	

	(5) Who is to have access to the data and how they are to access it (anyone who has access to the data is responsible for its security)
	
	
	
	
	1200.05 §10.j(5)
	

	(6) All entities or individuals outside VHA to whom the data is to be disclosed, and the justification for such disclosure and the authority (e.g., the HIPAA authorization)
	
	
	
	
	1200.05 §10.j(6)
	

	(7) Who is to have access and be responsible for the security of the information (e.g., the Coordinating Center, the statistician, and PI who has ultimate responsibility)
	
	
	
	
	1200.05 §10.j(7)
	

	(8) Mechanisms used to account for the information
	
	
	
	
	1200.05 §10.j(8)
	

	(9) Security measures that must be in place to protect individually identifiable information if collected or used
	
	
	
	
	1200.05 §10.j(9)
	

	(10) How and to whom a suspected or confirmed loss of VA information is to be reported
	
	
	
	
	1200.05 §10.j(10)
1058.01
	

	k. Providing Special Safeguards -- When applicable, the protocol includes a narrative section that: 
	
	
	
	
	1200.05 §10.k(1)
	

	(1) Identifies any circumstances that may warrant special safeguards to protect the rights and welfare of subjects who are likely to be vulnerable including, but not limited to, those subjects who may be susceptible to coercion or undue influence
	
	
	
	
	
	

	(2) Describes appropriate actions to provide such safeguards
	
	
	
	
	1200.05 §10.k(2)
	

	l. Providing for Reuse of Data -- The investigator, if the data may be reused in other studies, describes the research data repository in which the data is to be stored. There must be a research informed consent and a HIPAA authorization associated with the protocol unless these requirements are waived by the IRB. If the IRB does not waive the requirements then the informed consent and HIPAA authorization content must include language on the uses and disclosures of the data as defined in the protocol as well as information on how privacy and confidentiality will be maintained and how the data will be secured. If the creation and operation of the data repository is not included in the data collection protocol, there must be a separate IRB-approved protocol for the creation and operation of the data repository
	
	
	
	
	1200.05 §10.l
1200.12

	

	II. IRB POLICIES AND OPERATIONS 

	1. IRB COMPOSITION:
a. Minimum of five members
	
	
	
	
	1200.05 §12
38 CFR 16.107(a)
	

	b. Members who possess knowledge of institutional commitments and applicable local, VA and other Federal requirements, and standards of Government ethics and professional conduct and practice
	
	
	
	
	1200.05 §12
38 CFR 16.107(a)
	

	c. If IRB regularly reviews research that involves a vulnerable category of subjects, inclusion of one or more individuals who are knowledgeable about and experienced in working with those subjects
	
	
	
	
	1200.05 §12
38 CFR 16.107(a)
	

	d. Does not consist of entirely men or women
	
	
	
	
	1200.05 §12
38 CFR 16.107(b)
	

	e. Does not consist entirely of members of one profession
	
	
	
	
	1200.05 §12
38 CFR 16.107(b)
	

	f. At least one member whose primary concern is in the scientific area
	
	
	
	
	1200.05 §12
38 CFR 16.107(c)
	

	g. At least one member whose primary concern is in the non-scientific area
	
	
	
	
	1200.05 §12
38 CFR 16.107(c)
	

	h. At least one member who is not otherwise affiliated with the VA and who is not part of the immediate family of a person who is affiliated with the VA:
	
	
	
	
	1200.05 §12.g(1)-(4)
38 CFR 16.107(d)
	

	(1) The nonaffiliated voting member must be given a VA WOC appointment if the nonaffiliated voting member is going to be performing the duties and fulfilling the responsibilities of an IRB voting member
	
	
	
	
	
	

	(2) The nonaffiliated voting member still would be considered “not otherwise nonaffiliated” with VA if there is documentation that the only reason for the WOC appointment relates to liability coverage for the member’s IRB responsibilities
	
	
	
	
	
	

	(3) The requirement for nonaffiliated members to obtain a VA WOC appointment does not apply to members of affiliate IRBs
	
	
	
	
	
	

	(4) Veterans whose only relationship with VA is receiving care at a VA facility or receiving benefits from the Veterans Benefits Administration are not considered to be affiliated for the purpose of being an IRB member 
	
	
	
	
	
	

	(5) Individuals who perform occasional volunteer activities without a WOC appointment are not considered affiliated
	
	
	
	
	
	

	(6) Individuals who hold a WOC appointment for volunteer activities other than IRB service are considered to be affiliated
	
	
	
	
	
	

	(7) Individuals who have retired from VA and who are receiving VA retirement benefits are considered affiliated
	
	
	
	
	
	

	(8) Employees of institutions that have formal academic affiliation agreements with VA, and employees of VA nonprofit research and education foundation are considered to be affiliated with VA
	
	
	
	
	
	

	i. Members cannot participate in the IRB’s initial or continuing review of any study in which the member has a conflicting interest, except to provide information requested by IRB
	
	
	
	
	1200.05 §12.h(1)-(2)
38 CFR 16.107(e)
	

	(1) The member with a COI of a financial, professional, or personal nature must not be present during the vote or during any related IRB discussion except to answer questions; this member cannot be counted toward the quorum
	
	
	
	
	
	

	(2) “Not Present” means that an IRB member must leave the room or, if participating in the meeting by conference call or videoconference, must have terminated the connection, not just be placed on ”hold”
	
	
	
	
	
	

	j. The IRB may invite “consultants” or “ad hoc advisors” to assist in the review of issues which require expertise beyond, or in addition to, that available on the IRB; but who are not allowed to vote
	
	
	
	
	1200.05 §12.i 
38 CFR 16.107(f)
	

	k. Research staff including, but not limited to the ACOS/R&D, AO/R&D, and IRB administrative staff, may not serve as voting members of IRB; but may serve as ex officio, non-voting members.
NOTE:  If local SOPs call for title of positions (e.g., ACOS for R&D, AO for R&D, ISO, PO), instead of named individuals, to serve as ex officio, non-voting members of IRB, the individuals themselves do not have to be appointed by the IO.  They are to be considered to be ex officio, non-voting members of the IRB by virtue of their positions within the local facility
	
	
	
	
	1200.05 §12.j
	

	l. RCOs may act as a consultant to the facility’s IRB, but may not serve as a member (voting or non-voting) of the IRB.  RCOs may attend IRB meetings when requested by the IRB or as specified by local IRB SOPs
	
	
	
	
	1200.05 §12.k
	

	m. Facility Directors, their administrative staff, Chiefs of Staff, and other local leadership may observe IRB meetings, but may not be voting or ex officio, non-voting members of the VA facility’s IRB of record
	
	
	
	
	1200.05 §12.l
	

	n. A VA facility Privacy Officer and a VA facility Information Security Officer must both be appointed as ex officio, non-voting members to either the facility’s IRB or R&DC of record in accordance with current VHA policy.
NOTE:  Regardless of whether they are appointed to be ex officio members of IRB or the R&DC, the facility PO and ISO must be involved in the review of human subjects research to address and mitigate potential concerns regarding privacy and confidentiality, and information security, respectively
	
	
	
	
	1200.05 §12.m
	

	o. Alternate Members:  If alternate members are appointed to the IRB, IRB’s written procedures describe the appointment and function of alternate members:
	
	
	
	
	1200.05 §12.n
	

	(1) The IRB membership roster identifies the primary member(s) for whom each alternate member may substitute
	
	
	
	
	
	

	(2) The alternate member’s professional specialty, qualifications, and experience must be comparable to those of the primary member to enable them to adequately fulfill the role of the member to be replaced
	
	
	
	
	
	

	p. Appointment of Members:
(1) Names of potential new IRB voting members for a VA facility’s local IRB must be submitted to the facility Director (the IO) who appoints IRB voting members in writing
	
	
	
	
	1200.05 §12.o(1)-(3)
	

	(2) Names of potential new IRB voting members for the VA Central IRB must be submitted to the VHA Central Office IO, or designee, and that IO, or designee, must appoint VA Central IRB voting members in writing
	
	
	
	
	
	

	(3) Appointment procedures for ex officio, non-voting members are in accordance with local SOPs and any other applicable VA requirements
	
	
	
	
	
	

	q. Term of Appointment for Voting Members:  Voting members of VA IRBs and VA representatives to external IRB(s) of record are appointed for a period of up to 3 years.  They may be re-appointed to new terms of up to 3 years without a lapse in service at the end of each term  
	
	
	
	
	1200.05 §12.p
	

	r. The Chair of the IRB is a paid VA employee (i.e., not have a WOC or IPA appointment at VA).  NOTE:  The requirement for the IRB Chair to be a paid VA employee applies to VA IRBs, not to affiliate IRBs that serve as IRBs of record for VA facilities
	
	
	
	
	1200.05 §12.q(1)-(3)
	

	(1) There may be one IRB Chair, Co-chairs, or a Chair and a Vice Chair.  Each is a voting member of IRB
	
	
	
	
	
	

	(2) The Chair and, when applicable, the Co-chair or Vice Chair, are appointed by the IO for a term of up to 1 year, and may be re-appointed after each year indefinitely
	
	
	
	
	
	

	2. [bookmark: II_02]IRB CONVENED MEETINGS:  The IRB must observe the following requirements for convened meetings:
a. Quorum:  Except when an expedited review procedure is used, a convened meeting at which a majority of the voting members of the IRB are present (i.e., quorum) is required for IRB to conduct any business including, but not limited to voting on actions, and reviewing and approved research studies
	
	
	
	
	1200.05 §13.a 
38 CFR 16.110
	

	b. Quorum includes at least one voting member whose primary concerns are in non-scientific areas
	
	
	
	
	1200.05 §13.a 
38 CFR 16.108(b)
	

	c. Lack of Quorum:  If the required number and type of voting members are not present at any point during meeting, a quorum must be restored before any discussion of, or action on, issues requiring a vote may occur
	
	
	
	
	1200.05 §13.a(1)
	

	d. External IRBs:  For external IRBs that serve as IRBs of record for a VA facility (e.g., affiliate IRBs), one of the officially-designated VA representatives must be present to constitute a quorum for review of VA research
	
	
	
	
	1200.05 §13.a(2)
	

	e. Scheduling:  IRB meetings are scheduled to occur at intervals appropriate for the quantity, complexity, and frequency of required actions, and to permit adequate IRB oversight of the progress of the research it has approved
	
	
	
	
	1200.05 §13.b
	

	f. Remote Participation in Meetings:  If members cannot be physically present at the meeting, some or all members may participate in the meeting by conference call or videoconference; however, voting members cannot participate in the meeting discussions or voting by email
	
	
	
	
	1200.05 §13.c
	

	(1) Members participating by conference call or videoconference receive all relevant materials prior to the meeting and be able to participate actively and equally in all discussions
	
	
	
	
	1200.05 §13.c(1)
	

	(2) Minutes clearly document which members were present by conference call or videoconference and that the criteria for a member participating by conference call have been satisfied
	
	
	
	
	1200.05 §13.c(2)
	

	3. [bookmark: II_03]IRB STANDARD OPERATING PROCEDURES (SOPs):  The IRB has established written SOPs that include, but are not limited to:
a. Initial and Continuing Review:  IRB conducts its initial and continuing review of research and reports its findings and actions to the investigator, the ACOS/R&D, and the R&DC or, in the case of VA Central IRB, to the IO’s designee
	
	
	
	
	1200.05 §14.a-q
38 CFR 16.103(b)(4)(i)
	

	b. Frequency of Review:  IRB determines which projects require review more often than annually
	
	
	
	
	38 CFR 16.103(b)(4)(ii)
	

	c. Verification:  IRB determines which projects need verification, from sources other than the investigators that no substantive modifications have occurred since previous IRB review
	
	
	
	
	38 CFR 16.103(b)(4)(ii)
	

	d. Reporting of Changes in Research Activity:  IRB ensures prompt reporting to the IRB of proposed changes in a research activity including amendments to the protocol or the informed consent form and ensuring that such changes in approved research are not initiated without IRB’s review and approval, except when necessary to eliminate apparent immediate hazard to the subject
	
	
	
	
	38 CFR 16.103(b)(4)(iii)
	

	e. Initiation of Changes:  IRB ensures that changes in approved research, during the period for which IRB approval has already been given, may not be initiated without IRB review and approval except when necessary to eliminate apparent immediate hazards to the subject
	
	
	
	
	38 CFR 16.103(b)(4)(iii)
	

	f. Review of Problems and SAEs:  IRB reviews all unanticipated problems involving risks to subjects or others and all internal or local SAEs reported to IRB in accordance with VHA Handbook 1058.01
	
	
	
	
	VHA Handbook 1058.01
	

	g. Reporting Requirements:  IRB ensures prompt reporting to the IRB, and as applicable, to appropriate institutional officials (e.g., the VA facility Director), ORO, and others (e.g., the sponsor) in accordance with applicable local, VA and other Federal requirements (see VHA Handbook 1058.01), of the following:
	
	
	
	
	VHA Handbook 1058.01
	

	(1) Any unanticipated internal or local SAEs, whether related or unrelated to the research
	
	
	
	
	
	

	(2) Any serious or continuing noncompliance with Handbook 1200.05, the requirements or determinations of the IRB (38 CFR 16.103(b)(5)(i)), or applicable local, VA and other Federal requirements
	
	
	
	
	38 CFR 16.103(b)(5)(i)
	

	(3) Any suspension or termination of IRB approval
	
	
	
	
	38 CFR 16.103(b)(5)(ii)
	

	h. Observing the Informed Consent Process:  IRB observes, or has a third party observe, the informed consent process when the IRB determines it to be appropriate
	
	
	
	
	38 CFR 16.109(e)
	

	i. Notifying IRB Members of Expedited Studies:  IRB notifies IRB members of research studies that have been approved under the expedited procedure
	
	
	
	
	
	

	j. [bookmark: II_03_j]Documenting Expedited Review Eligibility:  IRB documents the expedited review category in either the IRB minutes or the IRB protocol file (also see Elements II.9.d and II.16.h(3) of the Checklist)
	
	
	
	
	
	

	k. [bookmark: II_03_k]Documenting Waiver of Informed Consent and Waiver of Documentation of Informed Consent:  IRB documents in the IRB’s minutes or the IRB protocol file the waiver of informed consent or waiver of documentation of informed consent, and the protocol-specific findings justifying the determination (also see Element II.16.h(2) and Note of the Checklist)
	
	
	
	
	
	

	l. Documenting Waiver of HIPAA Authorization:  IRB documents in the IRB minutes or IRB protocol file the approved waiver of HIPAA authorization and the protocol-specific findings justifying the determination to grant such a waiver
	
	
	
	
	
	

	m. Audits:  
(1) IRB ensures the performance of periodic and random audits of human subject research studies and requiring investigators to take appropriate and timely corrective actions when deficiencies are identified.  These procedures must include, but are not limited to:
(a) Criteria that may prompt increasing the frequency of audits beyond the minimal required frequency
(b) The timeframe for reporting audit findings to the IRB
(c) Types of corrective actions the IRB can require based on the audit findings
(d) Who should implement and review the corrective actions; and
(e) How to evaluate the results of any corrective actions
	
	
	
	
	
	

	(2) These procedures must be consistent with auditing requirements of current VHA policy and those of the Research Auditing Program overseen by the VA facility Director
	
	
	
	
	
	

	(3) The IRB can accept RCO audits to fulfill auditing requirements
	
	
	
	
	
	

	n. IRB Education:  IRB ensures that initial and continuing education requirements for the IRB Chair, IRB members, and IRB alternate members are met
	
	
	
	
	
	

	o. Reporting to Privacy Officer:  IRB reports to the Privacy Officer any unauthorized use, loss, or disclosure of individually-identifiable subject information
	
	
	
	
	
	

	p. Reporting to ISO:  IRB reports violations of VA information security requirements to the appropriate VHA facility ISO, and adhering to the processes and timeframes published in VA incident reporting policies
	
	
	
	
	
	

	q. [bookmark: II_03_q]IRB Records:  See Element II.14 of the Checklist
	
	
	
	
	
	

	4. IRB RESPONSIBILITIES FOR REVIEW AND APPROVAL OF RESEARCH:  
a. The IRB conducts review by a convened or expedited review procedure of all proposed human subjects research, which includes review of:
(1) The application to the IRB
(2) The Research Protocol
(3) All relevant documents (e.g., informed consent forms, surveys, advertising materials)
	
	
	
	
	1200.05 §15.a-d
38 CFR 16.111
	

	b. No study can be initiated until the IRB has determined that the study does not constitute human subjects research, is exempt from IRB approval requirements, or has satisfied all requirements for approval
	
	
	
	
	38 CFR 16.101
	

	c. All research that is determined to be exempt or not to involve human subjects must be reviewed and approved by the R&DC.  The IRB may consider the following questions in making these determinations:
	
	
	
	
	
	

	(1) Is the Project Research?  The IRB’s first responsibility is to determine whether or not the proposed project constitutes a research study.  If the project does not constitute research, the IRB has no responsibilities for review or approval beyond the determination that the project does not constitute research
	
	
	
	
	38 CFR 16.102(d)
	

	(2) Does the Research Involve Human Subjects?  If the project does constitute a research study, the IRB must determine whether or not it involves human subjects as defined in VHA Handbook 1200.05 and 38 CFR 16.102(f)
	
	
	
	
	38 CFR 16.102(f)
	

	(3) Is the Human Research Project Exempt?  If the study constitutes research involving human subjects, then the IRB Chair or another IRB voting member designated by the IRB Chair must determine whether or not the study is exempt from IRB review.  If the study is exempt from IRB review, the IRB does not have to approve it
	
	
	
	
	
	

	(4) Non-Exempt Research:  If a proposed human research study does not meet the criteria for exemption from IRB review, the study is considered “non-exempt,” and the IRB must:
	
	
	
	
	
	

	(a) Conduct initial review using a convened or expedited review procedure
	
	
	
	
	
	

	(b) Determine whether the research has satisfied all relevant criteria for approval, and
	
	
	
	
	
	

	(c) Perform subsequent continuing review as appropriate
	
	
	
	
	
	

	d. Scientific Review:  The IRB is not required to perform a comprehensive scientific review of the study, but does possess a sufficient understanding of the science to carry out its responsibilities including weighing the potential risks and benefits to the subjects
	
	
	
	
	1200.05 §15.b
	

	e. IRB Approval:  IRB approval of a study means the IRB has determined that the research has satisfied all relevant approval criteria and may be conducted at an institution within the constraints set forth by the IRB and by other applicable local, VA, and other Federal requirements
	
	
	
	
	38 CFR 16.201(h)
	

	f. Initiation of Research:  The investigator must not initiate any research until all applicable requirements of VHA Handbook 1200.01 have been met
	
	
	
	
	VHA Handbook 1200.01
	

	5. EXEMPT RESEARCH:  Research activities in which the only involvement of human subjects will be in one or more of the categories outlined in 38 CFR 16.101(b), may be exempt from the provisions of VHA Handbook 1200.05 and the Common Rule (38 CFR Part 16), including being exempt from IRB-approval requirements.  The Common Rule exemptions at 38 CFR 16.101(b) may not be applied to FDA-regulated research (see 21 CFR 56.104 for exemptions applied to FDA-regulated research).
a. Granting Exemptions:  The investigator must submit the proposed research study and the request for exemption to the IRB.  The IRB Chair, or an experienced IRB voting member designated by the Chair, must:  
	
	
	
	
	1200.05 §16.a-b
38 CFR 16.101(b)
38 CFR Part 16
21 CFR 56.104

	

	(1) Review all requests for exemption in a timely manner
	
	
	
	
	
	

	(2) Determine whether or not to grant an exemption based on 38 CFR 16.101(b), and
	
	
	
	
	
	

	(3) Record the determination
	
	
	
	
	
	

	b. Documentation of Exempt Status:  The IRB’s determination of exemption must be:
(1) Signed by the IRB voting member who reviewed the research and made the determination that the research was exempt, or denied the exemption
	
	
	
	
	
	

	(2) Includes the specific category(ies) from 38 CFR 16.101(b) justifying the exemption from IRB review or, if the request is denied, include the reason for the denial.  
NOTE:  The exempt status means the research is exempt from the requirements of 38 CFR Part 16 including reviews by IRB.  It does not exempt the research from other required reviews, such as by the R&DC.
	
	
	
	
	38 CFR 16.101(b)
	

	6. [bookmark: II_06]IRB APPROVAL CRITERIA:  To approve research covered by 38 CFR Part 16 and VHA Handbook 1200.05, IRB must determine that all of the following requirements are satisfied (38 CFR 16.111).  The following criteria must be met before the IRB can grant approval by expedited review, convened initial review, or continuing review.  The criteria must also be met, when relevant, before the IRB can grant approval of an amendment to the protocol if the amendment affects any of the following criteria:
a. The IRB determines that the risks to human subjects are minimized by using procedures that:
	
	
	
	
	1200.05 §17.a-k
VA Directory 6500
38 CFR 16.111(a)(1)
38 CFR 16.111(a)(6)
38 CFR 16.111(a)(7)
38 CFR 16.111(b)
	

	(1) Are consistent with sound research design and which do not unnecessarily expose subjects to risk, and
	
	
	
	
	
	

	(2) Are already being performed on the subjects for diagnostic or treatment purposes, whenever appropriate.
NOTE:  Consultation with subject matter experts or review by other committees or subcommittees (e.g., Biosafety or Radiation Safety) may be necessary to ensure risks to human subjects are minimized
	
	
	
	
	
	

	b. Risks and Benefits:  The IRB must determine that risks to subjects are reasonable in relation to anticipated benefits, if any, and the importance of the knowledge that may reasonably be expected to result
	
	
	
	
	
	

	(1) The IRB needs to consider only those risks and benefits that may result from the research (as distinguished from risks and benefits the subjects would receive even if not participating in the research)
	
	
	
	
	
	

	(2) The IRB is not to consider possible long-range effects of applying knowledge gained in the research (for example, the possible effects of the research on public policy) as among those research risks that fall within the purview of its responsibility (38 CFR 16.111(a)(2))
	
	
	
	
	38 CFR 16.111(a)(2)
	

	(a) The IRB must ensure protocols with treatment or services that constitute “usual care” include a narrative section that clearly differentiates the research interventions from usual care, whether usual care is delivered to only some or to all research subjects
	
	
	
	
	
	

	(b) The IRB must ensure the informed consent process clearly defines for the subject which potential risks are related to the research (38 CFR 16.116(a)(2)) and, therefore, needs to be discussed with the research team, versus those associated solely with usual care provided by the subject’s health care provider.  The informed consent process is to include language advising subjects to review the risks of the latter with their health care providers
	
	
	
	
	38 CFR 16.116(a)(2)
	

	(c) Should an IRB question a protocol’s characterization of “usual care,” its associated risks, or the person or entity responsible for specific aspects of “usual care,” the IRB is to seek clarification from the investigator and, if warranted, from qualified experts (38 CFR 16.107(f)).  The IRB must document its determination(s)
	
	
	
	
	38 CFR 16.107(f)
	

	c. Equitable Selection of Subjects:  The IRB must determine:
(1) That selection of subjects is equitable.  The IRB takes into account the purposes of the research and the setting in which the research is to be conducted and it needs to be particularly cognizant of the special problems of research involving vulnerable populations, such as:  children, prisoners, pregnant women, mentally-disabled persons, and economically or educationally disadvantaged persons (38 CFR 16.111(a)(3))
	
	
	
	
	38 CFR 16.111(a)(3)
	

	(2) If recruitment of non-Veterans is justified and appropriate
	
	
	
	
	
	

	d. Informed Consent:  The IRB must:
(1) Ensure that informed consent is obtained from each subject or the subject’s LAR
	
	
	
	
	38 CFR 16.116
	

	(2) Ensure the informed consent form includes all applicable elements
	
	
	
	
	
	

	(3) Ensure the informed consent form includes appropriate blocks for signatures and dates
	
	
	
	
	
	

	(4) Ensure the informed consent form is consistent with the protocol and, when relevant, with the HIPAA authorization
	
	
	
	
	
	

	(5) Determine that informed consent is appropriately documented, in accordance with, and to the extent required by 38 CFR 16.117 (38 CFR 16.111(a)(5)) and in accordance with VHA Handbook 1200.05
	
	
	
	
	38 CFR 16.117 
38 CFR 16.111(a)(5) 
1200.05
	

	e. Safety Monitoring:  The IRB must determine that the research plan makes adequate provisions for monitoring the data collected to ensure the safety of subjects (38 CFR 16.111(a)(6)).  The plan may include:
	
	
	
	
	38 CFR 16.111(a)(6)
	

	(1) Establishing a DMC as required by VA or DHHS, and a plan for reporting DMC findings to the IRB and the sponsor
	
	
	
	
	
	

	(2) For studies that do not have or are not required to have a DMC and are blinded, have multiple sites, enter vulnerable populations, or employ high-risk interventions, the IRB needs to carefully review the data and safety monitoring plan; it may suggest creation of a DMC.
NOTE:  A sponsor (e.g., ORD or NIH) may require a DMC for a specific study.  However, even if a sponsor does not require a DMC, an IRB may determine that a DMC must be established for that study.
	
	
	
	
	
	

	f. [bookmark: II_06_f_2]Privacy and Confidentiality:  The IRB must determine that there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data (38 CFR 16.111(a)(7))  
	
	
	
	
	38 CFR 16.111(a)(7)
	

	(1) An IRB does not have the authority to approve the HIPAA authorization unless it is incorporated into the informed consent form
	
	
	
	
	
	

	(2) The HIPAA authorization and informed consent form are two separate documents (also see Element III.6 of the Checklist)
	
	
	
	
	
	

	g. Information Security:  The IRB must determine that applicable VHA and VA information security policies pertaining to research are implemented and continually monitored to ensure compliance as set forth in VA Directive 6500 and its Handbooks.
	
	
	
	
	
	

	h. Vulnerable Subjects:  The IRB must assess the individuals or populations being recruited for potential vulnerability to coercion or undue influence, lack of decision-making capability or increased susceptibility to harm from the research under review
	
	
	
	
	
	

	(1) If vulnerability is determined to exist, the IRB must ensure that additional safeguards have been included in the study to protect the rights and welfare of these subjects (38 CFR 16.111(b))
	
	
	
	
	38 CFR 16.111(b)
	

	(2) Research involving certain categories of subjects (e.g., pregnant women, prisoners, and children) must adhere to specific requirements
	
	
	
	
	
	

	i. Conflict of Interest:  The IRB must ensure that steps to manage, reduce, or eliminate potential, actual, or perceived conflicts of interest related to all aspects of the research have been taken
	
	
	
	
	
	

	j. Investigator Qualifications:  The IRB must determine, at the time of initial review or if there is a change in investigator during the course of the study, that the investigator(s) has the appropriate background and experience to conduct the research.
NOTE:  The IRB is not responsible for confirming that the investigator or other research team members have met current credentialing, privileging, and training requirements
	
	
	
	
	
	

	k. HIPAA Authorization:  The IRB determines that the protocols, the informed consent form, and the HIPAA authorization are consistent with each other
	
	
	
	
	
	

	7. [bookmark: II_07_a]EXPEDITED REVIEW CRITERIA: 
The IRB must determine whether or not a study meets expedited review criteria in accordance with the following:
a. [bookmark: III_07_a]The IRB may use the expedited review procedure to review either or both of the following:
	
	
	
	
	1200.05 §18.a-c
38 CFR 16.110(a)
38 CFR 16.110(b)(1)
38 CFR 16.110(b)(2)
	

	(1) Research in the categories eligible for expedited review (38 CFR 16.110(a)) and found by the IRB reviewer(s) to involve no more than minimal risk (38 CFR 16.110(b)(1)); or
	
	
	
	
	
	

	(2) Minor changes in previously approved research during the period (of 1 year or less) for which approval is authorized (38 CFR 16.110(b)(2))
	
	
	
	
	
	

	b. The expedited review procedure is not to be used when identification of the subjects or their responses would reasonably place them at risk of criminal or civil liability; be damaging to the subjects’ financial standing, employability, insurability, or reputation; or be stigmatizing, unless reasonable and appropriate protections are implemented so that risks related to invasion of privacy and breach of confidentiality are not greater than minimal
	
	
	
	
	
	

	c. The IRB applies the standard requirements for informed consent (or its waiver, alteration, or exception) to all studies that undergo expedited review
	
	
	
	
	
	

	8. EXPEDITED ELIGIBILITY: 
NOTE:  Studies on marketed drugs that significantly increase the risks or decrease the acceptability of the risks associated with the use of the drugs are not eligible for expedited review.
The categories of research activities eligible for expedited review are:
a. [bookmark: II_08_a]Category Number 1 – Drugs and Devices -- Clinical studies of drugs and medical devices may undergo expedited review only when the criteria in Element II.7.a. of the Checklist and one of the following conditions are met:
(1) The research is on drugs for which an IND application (21 CFR Part 312) is not required
	
	
	
	
	1200.05 §19.a-g
21 CFR Part 312
	

	(2) The research is on medical devices for which:
(a) An investigational device exemption (IDE) application (21 CFR 812) is not required; or
(b) The medical device is cleared or approved for marketing, and the medical device is being used in accordance with its cleared or approved labeling
	
	
	
	
	21 CFR 812
	

	b. Category Number 2 – Blood Samples -- Blood samples are only collected by finger stick, heel stick, ear stick, or venipuncture as follows:
(1) From healthy, nonpregnant adults who weigh at least 110 pounds; the amounts drawn do not exceed 550 ml in an 8-week period; and collection does not occur more frequently than 2 times per week; or
	
	
	
	
	
	

	(2) From other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected.  For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kilogram in an 8-week period, and collection does not occur more frequently than 2 times per week.
	
	
	
	
	
	

	c. Category Number 3 – Noninvasive Collection of Biological Specimens-- Biological specimens for research purposes are collected prospectively by noninvasive means.  Examples are as follows:
(1) Hair and nail clippings in a non-disfiguring manner
(2) Deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction
(3) Permanent teeth if routine patient care indicates a need for extraction
(4) Excreta and external secretions (including sweat)
(5) Uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue
(6) Placenta removed at delivery
(7) Amniotic fluid obtained at the time of rupture of the membrane prior to, or during, labor
(8) Supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques
(9) Mucosal and skin cells collected by buccal scraping or swab, or mouth washings
(10) Sputum collected after saline mist nebulization
	
	
	
	
	
	

	d. Category Number 4 – Noninvasive Collection of Data -- Data must be collected through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves.  Where medical devices are employed, they must be cleared or approved for marketing.  
NOTE:  Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications. 
Examples of noninvasive collection of data are:
(1) Physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant amounts of energy into the subject or an invasion of the subject’s privacy
(2) Weighing the subject
(3) Testing sensory acuity
(4) Magnetic resonance imaging 
(5) Electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, Doppler blood flow, and echocardiography
(6) Moderate exercise, muscular strength testing, body composition assessment, and flexibility testing, where appropriate, given the age, weight, and health of the individual
	
	
	
	
	
	

	e. Category Number 5 – Collected Materials -- Research involves:
(1) Materials (data, documents, records, or specimens) that have been collected for any purpose, including previous research; or
(2) Materials (data, documents, records, or specimens) that will be collected solely for nonresearch purposes (such as medical treatment or diagnosis)
NOTE:  Some research in this category may be exempt from the VA regulations for the protection of human subjects (38 CFR 16.101(b)(4)).  This listing refers only to research that is not exempt.
	
	
	
	
	
	

	f. [bookmark: II_08_f]Category Number 6 – Collection of Data from Voice, Video, or Photographs -- is discussed in Element VI.6 of the Checklist
	
	
	
	
	
	

	g. Category Number 7 – Group Characteristics, Surveys, Interviews, and Quality Assurance – Research must be 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 will employ survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies.  
NOTE:  Some research in this category may be exempt from the VA regulations for the protection of human subjects (38 CFR 16.101(b)(2) and (b)(3)).  This listing refers only to research that is not exempt.
	
	
	
	
	21 CFR Part 312
21 CFR Part 812
38 CFR 16.101(b)(2), (3) and (4)
1200.05 §21.a-g
	

	h. Category Number 8 – Continuing Review of Previously Approved Research -- The IRB may use expedited review for continuing review under the following circumstances--Expedited Review:
(1) Research which has previously been approved by the convened IRB where:
(a) No subjects have been enrolled and no additional risks have been identified; or
(b) The research is permanently closed to the enrollment of new subjects; and
i. All subjects have completed all research-related interventions; and/or
ii. The research remains active only for long-term follow-up of subjects; and/or
iii. The remaining research activities are limited to data analysis.
	
	
	
	
	1200.05 §20.a
	

	i. [bookmark: II_08_i]Category Number 9 – Continuing Review of Minimal Risk Research- not conducted under an IND application or IDE and where the categories in Element II.8.a-g of the Checklist do not apply and the IRB has determined and documented at a convened meeting that the research involves no greater than minimal risk, and no additional risks have been identified
	
	
	
	
	1200.05 §20.b
	

	9. [bookmark: II_09]EXPEDITED REVIEW PROCEDURE:
a. The review may be carried out by the IRB Chair or by one or more experienced voting members of the IRB designated by the IRB Chair, in accordance with 38 CFR 16.110(b)
	
	
	
	
	1200.05 §21.a-d
38 CFR 16.108(b)
38 CFR 16.110(b)
	

	b. [bookmark: II_09_b]All of the requirements for IRB approval of research apply to expedited review (also see Element II.6 of the Checklist)
	
	
	
	
	
	

	c. [bookmark: II_09_c]The reviewers may exercise all of the authorities of the IRB except that the reviewers may not disapprove the research (38 CFR 16.110(b)).  A research activity may be disapproved only after review in accordance with the non-expedited procedure set forth in 38 CFR 16.108(b) and 38 CFR 16.110(b) by the convened IRB (also see Element II.2 of the Checklist)
	
	
	
	
	38 CFR 16.108(b) 
38 CFR 16.110(b)
	

	d. [bookmark: II_09_d]The decision and the expedited review eligibility category must be included in the IRB minutes of the next convened IRB meeting (also see Elements II.3.j and 16.h(3) of the Checklist), and in the letter conveying the IRB’s decision to the investigator
	
	
	
	
	
	

	10. CONTINUING REVIEW: 
a. The IRB’s continuing review of research must be substantive and meaningful, including but not limited to:
(1) Review of the ongoing level of risks and benefits;
(2) Assessment of the need for special safeguards to protect subjects; and
(3) Review of the adequacy of ongoing protection for potentially vulnerable individuals
	
	
	
	
	1200.05 §22 a-g
38 CFR 16.109(e)
38 CFR 16.103(b)(4)(ii)
38 CFR 16.116(c) and (d)
38 CFR 16.117(c)
	

	b. Intervals of Continuing Review:  The IRB must conduct continuing review of research covered by VHA Handbook 1200.05 at intervals appropriate to the degree of risk, but not less than once per year 
	
	
	
	
	38 CFR 16.109(e)
	

	c. Procedures:  The IRB must have written procedures for determining which projects require review more often than annually 
	
	
	
	
	38 CFR 16.103(b)(4)(ii).
	

	d. [bookmark: II_10_d]Convened IRB:  Continuing review by the convened IRB, with a separate deliberation and recorded vote on each study, is required unless the research is otherwise appropriate for expedited review.  Furthermore, the criteria in Element II.6 of the Checklist must be satisfied for the IRB to approve research
	
	
	
	
	
	

	e. The continuing review submission should include a protocol summary and a written status report that includes:
(1) A brief summary of the research methodology;
	
	
	
	
	
	

	(2) The number of subjects entered and withdrawn (including the reason for withdrawal) for the review period and since the inception of the research study;
	
	
	
	
	
	

	(3) A summary of complaints regarding the research since the last IRB review;
	
	
	
	
	
	

	(4) The gender and minority status of those entered into the protocol, when appropriate; 
	
	
	
	
	
	

	(5) The number of subjects considered to be members of specific vulnerable populations;
	
	
	
	
	
	

	(6) A copy of the current informed consent form (or all current informed consent forms if there is more than one) and any new proposed informed consent form along with a description of changes in the new form;
	
	
	
	
	
	

	(7) A copy of the current HIPAA authorization document;
	
	
	
	
	
	

	(8) A list of all amendments to the protocol since the last IRB initial or continuing review and approval;
	
	
	
	
	
	

	(9) Information that may impact on the risk benefit ratio, such as SAEs and complaints regarding the research;
	
	
	
	
	
	

	(10) Summaries, recommendations, or minutes of the DMC meetings (if applicable) or findings based on information collected by the data and safety monitoring plan submitted in the initial proposal;
	
	
	
	
	
	

	(11) An assurance that all identified unanticipated internal or local SAEs, whether related or unrelated to the research, have been reported as required to the IRB of record (see VHA Handbook 1058.01);
	
	
	
	
	
	

	(12) A summary of all unanticipated problems involving risks to subjects or others, and all internal or local SAEs;
	
	
	
	
	
	

	(13) Research findings to date, if available;
	
	
	
	
	
	

	(14) Any relevant multi-center trial reports;
	
	
	
	
	
	

	(15) New scientific findings in the literature, or other relevant findings, that may impact on the research; and
	
	
	
	
	
	

	(16) A statement signed by the PI certifying that all subjects entered onto the master list of subjects for the study signed an informed consent form prior to undergoing any study interactions or interventions, unless the IRB has granted a waiver of informed consent (38 CFR 16.116(c) and (d)), or a waiver of the signed informed consent form (38 CFR 16.117(c))
	
	
	
	
	38 CFR 16.116(c) and (d) 
38 CFR 16.117(c)
	

	f. IRB Review:  
(1) All IRB members receive and review a protocol summary and status report on the progress of the research  
	
	
	
	
	
	

	(2) At least one voting member of the IRB (i.e., a primary reviewer) receives a copy of the complete protocol, including any modifications previously approved by the IRB
	
	
	
	
	
	

	(3) Upon request, any IRB member may have access to the complete IRB protocol file and relevant IRB minutes prior to or during the convened IRB meeting
	
	
	
	
	
	

	(4) [bookmark: II_10_f_4]The IRB ensures that all approval criteria as described in Element II.6 of the Checklist are satisfied
	
	
	
	
	
	

	(5) The IRB must ensure that the currently approved or proposed informed consent document remains accurate and complete and contains all required elements including appropriate blocks for signatures and dates and, if applicable, that the informed consent form and the HIPAA authorization are consistent with each other and with the protocol
	
	
	
	
	
	

	(6) The IRB must ensure that any significant new findings that may affect the subject’s willingness to continue participation are provided to the subjects
	
	
	
	
	
	

	(7) When reviewing continuing research under an expedited review procedure, the IRB Chair or designated voting IRB member(s) receive and review the complete protocol and all relevant study documentation
	
	
	
	
	
	

	(8) The IRB must ensure that the master list of subjects entered into the study contains only those subjects who have signed an informed consent form unless the IRB has granted a waiver of informed consent (38 CFR 16.116(c) and (d)), or a waiver of the signed informed consent form (38 CFR.117(c)).  NOTE:  The IRB may rely on assurances from the PI and audits conducted by the RCO.
	
	
	
	
	38 CFR 16.116(c) and (d) 
38 CFR 16.117(c)
	

	g. Expiration of IRB approval:  
(1) When continuing review occurs annually and the IRB performs continuing review within 30 days before the IRB approval period expires, the IRB may retain the anniversary date as the date by which the continuing review must occur
	
	
	
	
	
	

	(2) There is no provision for any grace period to extend the conduct of research beyond the expiration date of IRB approval
	
	
	
	
	
	

	(3) Continuing review and re-approval of research must occur on or before the date when IRB approval expires
	
	
	
	
	
	

	(4) If approval expires:
(a)  The local research office is responsible for promptly notifying the investigator
	
	
	
	
	
	

	(b) The investigator must:
(i) Stop all research activities including, but not limited to, 
enrollment of new subjects; continuation of research interventions or interactions with currently participating subjects; and data analysis
	
	
	
	
	
	

	(ii) Immediately submit to the IRB Chair a list of research subjects who could be harmed by stopping study procedures
	
	
	
	
	
	

	(5) The IRB Chair, with appropriate consultation with the Chief of Staff, determines if subjects on the list may continue participating in the research interventions or interactions
	
	
	
	
	
	

	(6) Once the study approval has expired, IRB re-review and re-approval must occur before the study can resume.  The IRB cannot retrospectively grant approval to cover a period of lapsed IRB approval
	
	
	
	
	
	

	11. AMENDMENTS TO STUDIES: 
All amendments to the study or changes in the informed consent form must be reviewed, and approved in writing by the IRB prior to the investigator’s initiating the changes, except when necessary to eliminate immediate hazard(s) to the subject(s)
	
	
	
	
	1200.05 §23.a-d
	

	a. Submission of Amendments:  The amendment, a justification for the amendment and, when relevant, a copy of the protocol with the amendment incorporated, a copy of the amended informed consent form and documentation of HIPAA authorization or waiver of HIPAA authorization must be submitted to the IRB
	
	
	
	
	
	

	b. [bookmark: II_11_b]Expedited IRB Review:  Amendments may be reviewed and approved by expedited procedures if the amendment represents a minor change in previously-approved research during the period (of 1 year or less) for which approval is authorized (also see Element II.7 of the Checklist)
	
	
	
	
	
	

	c. Convened IRB Review:  When amendments are substantive modifications or clarifications directly relevant to the determinations required by the IRB and do not fall within the list of categories of research that may be entitled to expedited review according to 38 CFR 16.110(b), the amendment must be reviewed by the convened IRB
	
	
	
	
	38 CFR 16.110(b)
	

	(1) IRB SOPs must define “substantive”
	
	
	
	
	
	

	(2) [bookmark: II_11_c_2]The IRB must ensure that all approval criteria as described in Element II.6 of the Checklist are satisfied to approve the amendment
(a) Because the protocol and the informed consent form must be consistent with each other, if there is an amendment or modification to the protocol that affects the informed consent form, there must be an analogous amendment or modification to the informed consent form
(b) If there is an amendment or modification of the informed consent form that affects the protocol, there must be an analogous amendment or modification to the protocol
(c) Both the protocol and informed consent form must be consistent with the HIPAA authorization.  If an amendment to the protocol or the informed consent form is not relevant to uses or disclosures of PHI, the HIPAA authorization does not have to be modified
	
	
	
	
	
	

	d. Date of Continuing Review:  The date of continuing review is not changed based on the approval date of the amendment unless the IRB specifies that the date of continuing review is changed
	
	
	
	
	
	

	12. IRB APPROVAL DATE:  
a. The date of IRB approval of a study is used to determine when continuing review must be performed
	
	
	
	
	1200.05 §24.a & b
	

	b. Convened IRB Review:  If the convened IRB procedure is employed, the continuing review date is determined by the date the convened IRB reviewed and approved the study:
	
	
	
	
	
	

	(1) No conditions:  If the convened IRB approves the study with no requirement for modifications, the date of approval is the date of the convened IRB meeting at which approval was granted
	
	
	
	
	
	

	(2) Minor conditions:  If the convened IRB approves the study contingent on specific minor modifications to the protocol or the informed consent form, the study cannot proceed until subsequent review and approval of the materials submitted in the investigator’s response to the minor conditions specified by the convened IRB
	
	
	
	
	
	

	(3) The IRB Chair, or an experienced IRB voting member designated by the Chair, may use expedited review procedures to verify that the specific minor conditions were met
	
	
	
	
	
	

	(4) The date of approval for the purpose of determining the date of continuing review is the date the study was approved by the convened IRB contingent on minor conditions being addressed
	
	
	
	
	
	

	(a) Investigators must be notified in writing when the IRB Chair or designated IRB voting member has approved the minor conditions
	
	
	
	
	
	

	(b) The approval of minor conditions by the Chair or designated IRB voting member must be documented in the minutes of the first IRB meeting that takes place after the date of the approval of the minor conditions
	
	
	
	
	
	

	(5) Substantive Conditions:  If the convened IRB defers approval of a study contingent on substantive modifications or clarifications to the protocol or the informed consent form, the convened IRB must review and approve the investigator’s modifications.  The date of approval is the date the substantive modifications or clarifications were approved by the convened IRB
	
	
	
	
	
	

	c. Expedited Review:  If the expedited review procedure is employed, the date of continuing review of the research study is based on the date the IRB Chair, or experienced IRB voting member(s) designated by the IRB Chair, gives IRB approval to the research study
	
	
	
	
	
	

	13. IRB COMMUNICATION WITH INVESTIGATORS:
a. Initial Review:  An IRB must notify the investigator, the R&DC, and the local research office or, in the case of the VA Central IRB, the individual designated by the IO, in writing of the IRB’s decision to approve or disapprove a proposed research activity or of modifications required to secure IRB approval in accordance with 38 CFR 16.109(d)
	
	
	
	
	1200.05 §25.a-f
38 CFR 16.109(d)
	

	(1) The notification by the IRB must be signed by the Chair or the voting member of the IRB who reviewed the research
	
	
	
	
	
	

	(2) After the IRB has approved a study, it must not be initiated until the investigator has been notified in writing by the ACOS/R&D that all applicable approvals have been obtained and the study may be initiated
	
	
	
	
	
	

	b. Approved Informed Consent Form:  Along with written notification of IRB approval, when relevant, IRB staff must send the investigator a copy of the IRB-approved informed consent form
	
	
	
	
	
	

	c. Amendments or Modifications:  The IRB must approve all amendments or modifications to research activities or informed consent forms that previously have been approved by the IRB
	
	
	
	
	
	

	(1) The IRB must notify in writing the investigator and the local research office or, in the case of the VA Central IRB, the individual designated by the IO, of the IRB’s decision to approve, disapprove, or require changes to approve the amendments or modifications
	
	
	
	
	
	

	(2) The notification by the IRB must be signed by the Chair, a voting member of the IRB, or a member of the IRB staff, before the investigator may initiate any changes or modifications to the protocol or informed consent form, except when necessary to eliminate immediate hazard(s) to the subject(s)
	
	
	
	
	
	

	d. Continuing Review:  The IRB must notify the investigator, the R&DC, and the local research office or, in the case of the VA Central IRB, the individual designated by the IO, in writing of its determination to approve, disapprove, or require changes to approve the continuing review.  The notification by the IRB must be signed by the IRB Chair, another voting member of the IRB, or a member of the IRB staff
	
	
	
	
	
	

	e. Reasons for Disapproval:  If the IRB disapproves a research activity, it must include in its written notification a statement of the reasons for its decision and give the investigator an opportunity to respond in person or in writing (38 CFR 16.109(d))
	
	
	
	
	38 CFR 16.109(d)
	

	(1) The IRB must send the notification to the investigator and the local research office or, in the case of the VA Central IRB, the individual designated by the IO
	
	
	
	
	
	

	(2) The notification by the IRB must be signed by the Chair or another voting member of the IRB
	
	
	
	
	
	

	f. Exemptions:  The IRB must notify the investigator, the R&DC, and the local research office or, in the case of the VA Central IRB, the individual designated by the IO, in writing of its determination that a research project is exempt from IRB approval requirements.  The notification by the IRB must be signed by the IRB Chair or another voting member of the IRB, or a member of the IRB staff
	
	
	
	
	
	

	14. [bookmark: II_14]IRB RECORDS: 
The IRB must have SOPs in place to ensure preparation and maintenance of adequate documentation of its activities in accordance with 38 CFR 16.115, including:
	
	
	
	
	1200.05 §26.a-h
38 CFR 16.115

	

	a. [bookmark: II_14_a]IRB Protocol File:  See Element II.15 of the Checklist
	
	
	
	
	
	

	b. [bookmark: II_14_b]IRB Minutes:  See Element II.16 of the Checklist
	
	
	
	
	
	

	c. Continuing Review:  There must be records of continuing review activities 
	
	
	
	
	38 CFR 16.115(a)(3)
	

	d. Correspondence:  There must be copies of all correspondence between the IRB and the investigators including the IRB’s requirement for modifications to the protocol or informed consent form, the IRB’s approval, and any other relevant correspondence about the study (e.g., with the VA facility Director, ACOS/R&D, R&DC, and between the reviewers and the investigator)
	
	
	
	
	38 CFR 16.115(a)(4)
	

	e. IRB Roster:  There must be a list of IRB members identified by name; earned degrees; representative capacity; indications of experience such as board certifications, licenses, etc., sufficient to describe each member’s chief anticipated contributions to IRB deliberations; and any employment or other relationship (affiliated or non-affiliated) between each member and the institution (e.g., full-time employee, part-time employee) 
	
	
	
	
	38 CFR 16.103(b)(3) 
38 CFR 115(a)(5)
	

	(1) When applicable, the list must include alternate members and the IRB member or class of member for whom each alternate member can substitute
	
	
	
	
	
	

	(2) The IRB must maintain all previous membership rosters
	
	
	
	
	
	

	f. IRB Member Resume:  There must be a resume or curriculum vitae for each voting IRB member
	
	
	
	
	
	

	g. [bookmark: II_14_g]IRB SOPs:  There must be written SOPs for the IRB in the same detail as described in the Element II.3 of the Checklist above, 38 CFR 16.103(b)(4)-(5), and 38 CFR 16.115(a)(6) 
	
	
	
	
	38 CFR 16.103(b)(4)-(5)
38 CFR 16.115(a)(6)
	

	h. Record Retention:  The required records, including the investigator’s research records, must be retained until disposition instructions are approved by the National Archives and Records Administration and are published in VHA’s Records Control Schedule (RCS 10-1)
	
	
	
	
	
	

	(1) All records must be accessible for inspection and copying by authorized representatives of VA, OHRP, FDA, and other authorized entities at reasonable times and in a reasonable manner 
	
	
	
	
	38 CFR 16.115(b)
	

	(2) Records are the property and the responsibility of the local research office.  The local VA facility must designate where the records will be maintained or stored
	
	
	
	
	
	

	(3) Complete (non-redacted) minutes, whether from the VA or affiliate IRB reviewing VA research, must be submitted to the R&DC (also see ORO-ORD Guidance on VA Access to Meeting Minutes of Affiliate Research Review Committees designated for Oversight of VA Research, dated January 7, 2011)
	
	
	
	
	
	

	15. [bookmark: II_15]IRB STUDY FILE:  
The IRB records consist of copies of all:  research proposals reviewed; scientific evaluations, if any, that accompany the protocols; approved informed consent forms; progress reports submitted by investigators; and reports of injuries to subjects (38 CFR 16.115(a)(1)).  The IRB protocol file must contain copies of all items reviewed including, but not limited to, all versions of:
a. Research Protocols
b. Investigator’s Brochures, if any
c. Recruitment Materials, if any
d. Scientific Evaluations, if any, that accompany the protocols
e. IRB-Approved Informed Consent Form
f. HIPAA Authorization Documents (or documentation of waiver of HIPAA authorization)
g. Any Proposed Amendments and the IRB Action of Each Amendment
h. Progress Reports Submitted by Investigators for Continuing Review
i. Reports of Internal or Local SAEs
j. Documentation of Protocol Deviations
k. Documentation of Non-Compliance with Applicable Requirements
l. Audit Results and Documentation of Compliance with Remediation Requirements
m. Significant new findings.  Statements of significant new findings provided to subjects as required in 38 CFR16.116(b)(5) 38CFR 16.115(a)(7))
n. Subject complaints
o. Summaries of DMC Findings
p. Communications with the investigator, including, but not limited to applicable:
(1) Documentation of all relevant approvals,
(2) Documentation of waiver of HIPAA authorization, and
(3) Documentation of waiver of informed consent or waiver of documentation of informed consent
	
	
	
	
	1200.05 §27.a-p
38 CFR 16.115(a)(1)
38 CFR 16.115(a)(7)
38 CFR 16.116(b)(5)

	

	16. [bookmark: II_16]IRB MINUTES:  
a. Draft minutes of IRB meetings must be written and available for review within 3 weeks of the meeting date
	
	
	
	
	1200.05 §28.a-q
	

	(1) Once approved by the voting members at a subsequent IRB meeting, the minutes must be signed by the IRB Chair, or a qualified voting member of the IRB designated by the Chair
	
	
	
	
	
	

	(2) The final minutes cannot be altered by anyone, including other authorities or committees (e.g., the VA facility Director, RCO, PO or ISO, or the R&DC)
	
	
	
	
	
	

	b. Attendance:  Attendance at the meetings includes those members or alternate members who participated through videoconference or teleconference; and documentation that those who attended through videoconferencing or teleconferencing received all relevant material prior to the meeting and were able to actively participate in all discussions
	
	
	
	
	
	

	c. Quorum:  There must be the presence of a quorum for each vote, including the presence of one voting member whose primary concern is in a non-scientific area.  NOTE:  This quorum including the presence of one voting member whose primary concern is in a non-scientific area, could be indicated in the minutes by tracking attendance.  It does not have to be indicated with each vote
	
	
	
	
	
	

	d. Alternate Members:  If applicable, document the presence of alternate members attending the meeting and for whom they are substituting
	
	
	
	
	
	

	e. IRB Actions:  Document actions taken by the IRB
	
	
	
	
	
	

	f. Vote:  Document the vote on these actions including the number of voting members voting for, against, or abstaining
	
	
	
	
	
	

	g. IRB Member Conflict of Interest:  When an IRB member has a potential, actual, or perceived conflict of interest relative to the proposal under consideration, document the IRB member was not present during the deliberations or voting on the proposal, and that the quorum was maintained.  NOTE:  “Not present” means that an IRB member must leave the room or, if participating in the meeting by conference call or videoconference, must have terminated the connection
	
	
	
	
	
	

	h. [bookmark: II_16_h]IRB Determinations and Justifications:
(1) Document determinations made by the convened IRB when those determinations are required by applicable VA and other Federal requirements
	
	
	
	
	
	

	(2) Document protocol-specific findings justifying those IRB determinations for:
(a) [bookmark: II_16_h_2_a]Waiver or alteration of the informed consent process 
	
	
	
	
	38 CFR 16.116(c) and (d)
(38 CFR 16.117(c)
	

	(b) Research involving pregnant women;
	
	
	
	
	
	

	(c) Research involving prisoners; and
	
	
	
	
	
	

	(d) [bookmark: II_16_h_2_d]Research involving children
NOTE:  The minutes must specifically document that the IRB determined that all criteria for waiver or alteration of the informed consent process were met (also see Element II.3.k of the Checklist)
	
	
	
	
	
	

	(3) [bookmark: II_16_h_3]If an IRB uses an expedited review process, these determinations and protocol-specific findings justifying those IRB determinations must be documented in either the IRB protocol file or the minutes (also see Elements II.3.k and II.10.d of the Checklist)
	
	
	
	
	
	

	i. Vulnerable Populations:  Document any review of additional safeguards to protect vulnerable populations if entered as study subjects and findings related to the use of surrogate consent
	
	
	
	
	
	

	j. Subjects Susceptible to Coercion or Undue Influence:  Document that safeguards are adequate to protect the rights and welfare of subjects who are likely to be susceptible to coercion or undue influences
	
	
	
	
	
	

	k. Risk and Rationale:  Document the IRB’s determination of the level of risk (e.g., whether or not the research constitutes minimal risk) and the rationale for the IRB’s determination of the level of risk
	
	
	
	
	
	

	l. Informed Consent Requirements:  The IRB’s determination that all appropriate elements were included in the informed consent form, and are included in the informed consent process, is documented 
	
	
	
	
	
	

	m. In studies using an informed consent form, the form must include appropriate blocks for signatures and dates
	
	
	
	
	
	

	n. Frequency of Continuing Review:  The IRB’s determination of the frequency of continuing review of each study is documented
	
	
	
	
	
	

	o. Changes or Disapproval:  The basis for requiring changes in or disapproving research is documented
	
	
	
	
	
	

	p. Controverted Issues:  A summary of the discussion of controverted issues and their resolution is provided
	
	
	
	
	
	

	q. Significant New Findings:  Statements of significant new findings are provided
	
	
	
	
	
	

	r. Non-Veteran Subjects:  A summary of the justification for including non-Veterans as subjects is provided
	
	
	
	
	
	

	s. Real Social Security Numbers:  A summary of the discussion when real Social Security Numbers (SSNs), scrambled SSNs, or the last four digits of SSNs will be used in the study is provided.  The summary needs to include the security measures that are in place to protect the SSN instances embedded in the study.  NOTE:  This does not apply if the only use of SSNs is on the informed consent form or the HIPAA authorization as required by VHA Handbook 1907.01.
	
	
	
	
	1907.01
	

	17. AUDITS:  The IRB may require more frequent audits by the RCO or other means than those required in VHA Handbook 1058.01.  The IRB also may require the RCO to conduct more focused audits of one or more aspects of the study.  The requirement to increase the frequency of audits or to audit specific aspect of the study may be based on considerations including, but not limited to:
a. Involvement of vulnerable populations;
b. Level of risk;
c. Phase I or Phase II studies;
d. Involvement of FDA approved drugs for which there has been a new safety warning issued, or change in the labeling that indicates increased risks;
e. Issues of noncompliance; or
f. Data confidentiality or security concerns
	
	
	
	
	1200.05 §29.a-f
1058.01
	

	III. INFORMED CONSENT AND HIPAA AUTHORIZATION 

	1. GENERAL REQUIREMENT, REQUIRED ELEMENTS, AND ADDITIONAL ELEMENTS OF INFORMED CONSENT:
	
	
	
	
	
	

	a. The information that is given to the subject or the subject’s LAR must be in language understandable to the subject or the subject’s LAR
	
	
	
	
	1200.05 §30.a(2)
38 CFR 16.116
21 CFR 50.20
	

	b. Consent does not include any exculpatory language through which the subject or the representative is made to waive or appear to waive any of the subject’s legal rights or releases or appears to release the investigator, the sponsor, the institution, or its agents for liability from negligence
	
	
	
	
	1200.05 §30.a(3)
38 CFR 16.116
21 CFR 50.20
	

	c. [bookmark: III_01_c]If someone other than the investigator obtains the informed consent, the investigator formally and prospectively designates the individual in writing in the protocol or the application for IRB approval to perform this function. The individual so designated has received appropriate training, knowledgeable about the research, and able to answer questions about the study (also see Element I.5.j(1) of the Checklist)
	
	
	
	
	1200.05 §30.b
	

	d. [bookmark: III_01_d]The consent form used is the most current IRB-approved version on VA Form 10-1086 that contains all the required elements and any additional elements required by the IRB (see Element III.1.e of the Checklist), and a designated block for each required signature (e.g., subject, person obtaining the informed consent, and witness when applicable) and for the date of each signature (also see Element I.5.j(2) of the Checklist)
	
	
	
	
	1200.05 §30.d
	

	e. [bookmark: III_01_e]Unless formally waived and documented in IRB meeting minutes, contains the basic elements of informed consent:
(1) Name of study
	
	
	
	
	1200.05 §31.b(1)
	

	(2) Name of Principal Investigator 
	
	
	
	
	1200.05 §31.b(2)
	

	(3) A statement that the study involves research
	
	
	
	
	1200.05 §31.a(1)
38 CFR 16.116(a)(1)
21 CFR 50.25(a)(1)
	

	(4) Explanation of the purpose of the research
	
	
	
	
	1200.05 §31.a(2)
38 CFR 16.116(a)(1)
21 CFR 50.25(a)(1)
	

	(5) Expected duration of the subject’s participation
	
	
	
	
	1200.05 §31.a(3)
38 CFR 16.116(a)(1)
21 CFR 50.25(a)(1)
	

	(6) Description of procedures to be followed and identification of those being done for research purposes
	
	
	
	
	1200.05 §31.a(4)
38 CFR 16.116(a)(1)
21 CFR 50.25(a)(1)
38 CFR 17.32(g)(3)
	

	(7) Identification of any procedures which are experimental
	
	
	
	
	1200.05 §31.a(5)
38 CFR 16.116(a)(1)
21 CFR 50.25(a)(1)
	

	(8) Description of reasonably foreseeable risks or discomforts to the subject including but not limited to, physical, social, legal, economic, and psychological risks; and risks that do not result from the research, but that result solely from treatments or services that have been designated in the IRB-approved protocol to be the responsibility of the health care provider
	
	
	
	
	1200.05 §31.a(6)
38 CFR 16.116(a)(2)
21 CFR 50.25(a)(2)
	

	(9) Description of any benefits to the subject or others that may reasonably be expected from the research
	
	
	
	
	1200.05 §31.a(7)
38 CFR 16.116(a)(3)
21 CFR 50.25(a)(3)
	

	(10) Disclosure of appropriate alternative procedures or courses of treatment that might be advantageous to the subject
	
	
	
	
	1200.05 §31.a(8)
38 CRF 16.116(a)(4)
21 CFR 50.25(a)(4)
	

	(11) A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained; and, if appropriate, a statement that Federal agencies include, but not limited to, the FDA, OHRP, ORO, and the VA Office of the Inspector General may have access to the records
	
	
	
	
	1200.05 §31.a(9)
38 CFR 16.116(a)(5)
21 CFR 50.25(a)(5
	

	(12) For FDA-regulated test article research, a statement that the FDA may inspect the records that include a subject’s individual medical record
	
	
	
	
	1200.05 §31.a(9)
21 CFR 50.25(a)(5)
	

	(13) For research involving more than minimal risk, a statement as to whether any compensation is available if injury occurs
	
	
	
	
	1200.05 §31.a(10)(a)1
38 CFR 16.116(a)(6)
21 CFR 50.25(a)(6))
	

	(14) [bookmark: III_01_e_14]For research involving more than minimal risk, an explanation as to whether any medical treatments are available, and if so what it consists of or where further information can be obtained (also see Element VI.11 of this Checklist)
	
	
	
	
	1200.05 §31.a(10)(a)2
38 CFR 16.116(a)(6)
21 CFR 50.25(a)(6))
	

	(15) An explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights, and whom to contact in the event of research-related injury to the subject (38 CFR 16.116(a)(7). There must be at least one contact other than the investigator or study personnel
	
	
	
	
	1200.05 §31.a(11)
38 CFR 16.116(a)(7)
21 CFR 50.25(a)(7)
	

	(16) A statement that participation is voluntary, refusal to participate involves no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits to which the subject is otherwise entitled (38 CFR 16.116(a)(8)
	
	
	
	
	1200.05 §31.a(12)
38 CFR 16.116(a)(8)
21 CFR 50.25(a)(8)
	

	(17) A statement that a veteran-subject will not be required to pay for care received as a subject in a VA research study
	
	
	
	
	1200.05 §32.a(3)(b)
	

	(18) Suggested Wording Regarding Co-payments for Certain Veterans: “Some veterans are required to pay co-payments for medical care and services provided by VA.  These co-payment requirements will continue to apply to medical care and services provided by VA that are not part of this study”
	
	
	
	
	1200.05 §32.a(3)(b)
	

	f. Additional Elements of Consent (when appropriate):
(1) A statement that the particular treatment or procedure may involve risks to subject (or to the embryo or fetus, if subject is or may become pregnant) which is currently unforeseeable
	
	
	
	
	1200.05 §32.a(1)
38 CFR 16.116(b)(1)
21 CFR 50.25(b) (1)
38 CFR 16.116(b)(2)
21 CFR 50.25(b)(2)
	

	(2) Anticipated circumstances under which the subject’s participation may be terminated by the investigator without regard to the subject’s consent
	
	
	
	
	1200.05 §32.a(2)
38 CFR 16.116(b)(2)
21 CFR 50.25(b)(2)
	

	(3) Any additional costs to the subject that may result from participation in the research
	
	
	
	
	1200.05 §32.a(3)
38 CFR 16.116(b)(3)
21 CFR 50.25(b)(3)
	

	(4) The consequences of a subject’s decision to withdraw from the research and procedures for orderly termination of subject participation
	
	
	
	
	1200.05 §32.a(4)
38 CFR 16.116(b)(4)
21 CFR 50.25(b)(4)
	

	(5) A statement that significant new findings that may relate to the subject's willingness to continue participation, developed during the course of the research, will be provided to subject
	
	
	
	
	1200.05 §33.a(5)
38 CFR 16.116(b)(5)
21 CFR 50.25(b)(5)
	

	(6) A statement of the approximate number of subjects involved in the study
	
	
	
	
	1200.05 §32.a(6)
38 CFR 16.116(b)(6)
21 CFR 50.25(b) (6)
	

	g. When appropriate, VA requires one or more of the following elements of information be provided to each subject.  Also, when any of these additional elements are appropriate, VA requires them to be documented in the IRB-approved informed consent form, unless documentation of informed consent is waived
	
	
	
	
	1200.05 §32.b 
	

	(1) Commercial Product: If applicable, that the investigator believes that the human biologic specimens obtained could be part of, or lead to the development of, a commercially valuable product
	
	
	
	
	1200.05 §32.b(1)
	

	(2) Future Use of Specimens: If the specimens are to be retained after the end of the study for future research, where the specimens will be retained, who will have access to them, and how long they will be retained. Current applicable institutional, VA and other Federal requirements must be met for handling, use and storage of biologic specimens and data 
	
	
	
	
	1200.05 §32.b(2)
	

	(3) Future Use of Data: If any of the data will be retained after the study for future research, where the data will be stored, and who will have access to the data. Current applicable institutional, VA and other Federal requirements must be met for use and storage of data (see VHA Handbook 1200.12)
	
	
	
	
	1200.05 §32.b(3)
	

	(4) Re-contact: If the subject will be re-contacted for future research whether within VA or outside VA
	
	
	
	
	1200.05 §32.b(4)
	

	(5) [bookmark: III_01_g_5]Payment for Participating in the Study: If appropriate, a statement regarding any payment the subject is to receive for participating in the study and how the payment is to be made (also see Element VI.10. of the Checklist)
	
	
	
	
	1200.05 §32.b(5) & §59
	

	(6) Disclosure of Results: If the subject will receive a report of the aggregate results or any results specific to the subject
	
	
	
	
	1200.05 §32.b(6)
	

	2. [bookmark: III_02]DOCUMENTATION OF INFORMED CONSENT:
	
	
	
	
	
	

	a. Consent has been documented prospectively (unless waived by IRB) NOTE: Email communications do not constitute documentation of informed consent
	
	
	
	
	1200.05 §33
	

	b. Consent is prepared on the most current version of VA Form 10-1086, VA Informed Consent Document (either paper or electronic)
	
	
	
	
	1200.05 33.a(1) & (2)
	

	c. Most recent DoD Informed Consent form can be employed for active duty personnel participating in VA research if desired
	
	
	
	
	1200.05 §33.a
	

	d. Each page of the 10-1086 contains a stamp that indicates the date of the most recent IRB approval of the document and the expiration date
	
	
	
	
	1200.05 §33.b
	

	h. Contains signature lines for: 
(1) Subject or subject’s LAR
	
	
	
	
	1200.05 §33.c(1) & 9.j(5)(a)1
38 CFR 16.117
21 CFR 50.27
	

	(2) Person obtaining the informed consent
	
	
	
	
	1200.05 §33.c(2) & 9.j(5)(a)2
	

	(3) [bookmark: III_02_h_3]Witness to the signature when applicable (also see Element I.5.j(5) of the Checklist)
	
	
	
	
	1200.05 §33.c(3) & 9.j(5)(a)3
	

	3. [bookmark: III_03]WAIVER OF DOCUMENTATION OF INFORMED CONSENT:
	
	
	
	
	1200.05 §34
	

	a. The IRB may waive the requirement for the investigator to obtain a signed consent form for some or all subjects, if it finds and documents either:
	
	
	
	
	
	

	(1) The only record linking the subject and the research is the consent document and the principal risk is potential harm resulting from a breach of confidentiality. Each subject was asked if he or she wanted the documentation to be linked with the research, and the subject’s wishes governed, or
	
	
	
	
	1200.05 §34.a(1)
38 CFR 16.117(c)(1))
	

	(2) The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context
	
	
	
	
	1200.05 §34.a(2)
38 CFR 16.117(c)(2)
	

	b. Written Statement: In cases in which the documentation requirement is waived, IRB requires the investigator to provide subjects with a written statement regarding the research
	
	
	
	
	1200.05 §34.b 
38 CFR 16.117(c)(2)
	

	c. [bookmark: III_03_c]IRB Documentation: IRB documents its determinations regarding a waiver of documentation of informed consent in the IRB minutes or in the protocol file (also see Elements II.3.k, II.16.h(2)(a) and Note of the Checklist)
	
	
	
	
	1200.05 §34.c
	

	d. Informed Consent Process: Unless IRB has granted a waiver of informed consent, even if IRB granted a waiver of documentation of informed consent, the investigator, or designee, performs an adequate informed consent process 
	
	
	
	
	1200.05 §34.d
	

	4. [bookmark: III_04]WAIVER OF INFORMED CONSENT:
	
	
	
	
	
	

	a. If the IRB approves a consent procedure that did not include, or which altered, some or all of the elements of informed consent; or waived the requirement to obtain informed consent, the IRB finds and documents that:
	
	
	
	
	1200.05 §35
38 CFR 16.116(c)
	

	(1) The research is to be conducted by, or was subject to, the approval of state or local government officials and is designed to study, evaluate, or otherwise examine:
	
	
	
	
	1200.05 §35.a(1)
38 CFR 16.116(c)(1))
	

	(a) Public benefit or service programs;
	
	
	
	
	1200.05 §1200.05 §35.a.(1)(a)
	

	(b) Procedures for obtaining benefits or services under those programs;
	
	
	
	
	1200.05 §35.a(1)(b)
	

	(c) Possible changes in or alternatives to those programs or procedures;
	
	
	
	
	1200.05 §35.a(1)(c)
	

	(d) Possible changes in methods or levels of payment for benefits or services under those programs
	
	
	
	
	1200.05 §35.a(1)(d)
	

	(2) The research cannot practicably be carried out without the waiver or alteration
	
	
	
	
	1200.05 §35.a(2)
38 CFR 16.116(c)(2)
	

	b. Minimal Risk Research: The IRB may approve a consent procedure that does not include, or that alters, some or all of the elements of informed consent; or the IRB may waive the requirements to obtain informed consent, provided the IRB finds and documents that (38 CFR 16.116(d)):
(1) The research involves no more than minimal risk to the subjects (38 CFR 16.116(d)(1));
(2) The waiver or alteration will not adversely affect the rights and welfare of the subjects (38 CFR 16.116(d)(2));
(3) The research could not practicably be carried out without the waiver or alteration (38 CFR 16.116(d)(3)); and
(4) Whenever appropriate, the subjects are provided with additional pertinent information after participation (38 CFR 16.116(d)(4))
	
	
	
	
	
	

	c. Other Applicable Federal, State, or Local Laws: The informed consent requirements in this Handbook are not intended to preempt any applicable Federal, state, or local laws which require additional information to be disclosed in order for informed consent to be legally effective (38 CFR 16.116(e))
	
	
	
	
	
	

	d. [bookmark: III_04_d]IRB Documentation: The IRB must document its determinations regarding a waiver of informed consent in the IRB minutes or in the protocol file (also see Element II.16.h(2)(a) of the Checklist)
	
	
	
	
	
	

	5. SURROGATE CONSENT:
	
	
	
	
	
	

	a. [bookmark: III_05_a]Before persons who lack decision-making capacity may be considered for participation in any VA research, the IRB finds that the proposed research meets all of the conditions contained in VHA Handbook 1200.05 (see Elements II.6 and V.5 of the Checklist)
	
	
	
	
	1200.05 §36.a
	

	b. Investigators must:
(1) Provide the IRB with a description of the procedures to ensure that subjects’ Legally Authorized Representatives (LARs) are well informed regarding their roles and obligations to protect persons who lack decision-making capacity
(2) Provide information (i.e., informed consent process and HIPAA authorization) to the subjects’ LARs that would ordinarily be required by this Handbook to be made to the subjects themselves if they had decision-making capacity
	
	
	
	
	1200.05 §36.b
	

	c. The following persons are authorized to consent on behalf of persons who lack decision-making capacity in the following order of priority (38 CFR 17.32(e)):
(1) Health care agent (i.e., an individual named by the individual in a Durable Power of Attorney for Health Care (38 CFR.17.32(a)(iii));
(2) Legal guardian or special guardian;
(3) Next of kin in this order: a close relative of the patient 18 years of age or older, in the following priority: spouse, child, parent, sibling, grandparent, or grandchild; or
(4) Close friend
NOTE: An individual who is qualified as a LAR to provide informed consent on behalf of a prospective research subject may not always qualify as a personal representative for purposes of consent to use or disclose a human subject’s PHI (i.e., signing a HIPAA authorization). Therefore, in circumstances involving authorization for use or disclosure of a human subject’s PHI, the investigator must ensure the LAR meets the requirements of a personal representative (legal guardian or power of attorney) in HIPAA and the Privacy Act of 1974 prior to the LAR’s signing a HIPAA authorization (see VHA Handbook 1605.1)
	
	
	
	
	1200.05 §36.c(1)
1605.1
	

	d. ARs are acting on behalf of the potential subjects, therefore:
(1) LARs must be told that their obligation is to try to determine what the subjects would do if able to make an informed decision.
(2) If the potential subject’s wishes cannot be determined, the LARs must be told they are responsible for determining what is in the subjects’ best interests.
(3) LARs generally assume the same rights and responsibilities as the individuals who lack decision-making capacity in the informed consent process (see 38 CFR 17.32(e))
	
	
	
	
	1200.05 §36.c(2)
38 CFR 17.32(e)
	

	e. If feasible, the investigator must explain the research to the subject even when the surrogate gives consent.  No subject can be forced or coerced to participate in a research study
	
	
	
	
	1200.05 §36.d
	

	f. [bookmark: III_05_f]Investigators, IRB members, and LARs must be aware that decision-making capacity may fluctuate in some subjects. For subjects with fluctuating decision making capacity or those with decreasing capacity to give consent, a re-consenting process with surrogate consent may be necessary (also see Element V.5 of the Checklist)
	
	
	
	
	1200.05 §36.e
	

	6. [bookmark: III_06]REQUIREMENTS FOR HIPAA AUTHORIZATION
	
	
	
	
	
	

	a. Written Authorization: A written HIPAA authorization signed by the individual to whom the information or record pertains is required when VA health care facilities need to utilize individual-identifiable health information for a purpose other than treatment, payment, or health care operations (e.g., research)
	
	
	
	
	1200.05 §37.a
1605.1
	

	b. Authorization for a use or disclosure of psychotherapy notes is not combined with any other authorization for a use or disclosure unless the other authorization is also for a use or disclosure of psychotherapy notes
	
	
	
	
	1200.05 §37a(1)
	

	c. The HIPAA Authorization is a standalone document
	
	
	
	
	1200.05 §37a(2)
	

	d. IRB does not approve a HIPAA authorization, but ensures the protocol and informed consent form are consistent with the HIPAA authorization
	
	
	
	
	1200.05 §37a(3) & (4)
	

	7. [bookmark: III_07]WAIVER OF HIPAA AUTHORIZATION
	
	
	
	
	
	

	a. Investigator’s request for the IRB to waive the HIPAA authorization contains sufficient information to allow the IRB to make the required determination
	
	
	
	
	1200.05 §37b(1)
	

	b. The IRB documents its findings and the documentation includes:
(1) Identification of the IRB of record
	
	
	
	
	1200.05 §37b(1)
	

	(2) Date of IRB approval of the waiver
	
	
	
	
	1200.05 §37b(2)
	

	(3) Statement that the waiver of HIPAA authorization satisfies the following criteria:
	
	
	
	
	1200.05 §37b(3)
	

	(a) The use or disclosure of the requested information involves no more than minimal risk to the privacy of individuals based on, at least, the presence of the following elements:
	
	
	
	
	1200.05 §37b(3)(a)
	

	i. An adequate plan to protect the identifiers from improper use and disclosure;
	
	
	
	
	1200.05 §37b(3)(a)1
	

	ii. An adequate plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise mandated by applicable VA or other Federal requirements; and
	
	
	
	
	1200.05 §37b(3)(a)2
	

	iii. Adequate written assurances that the requested information will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research study, or for other research for which the use or disclosure of the requested information would be permitted by the Privacy Rule
	
	
	
	
	1200.05 §37b(3)(a)3
	

	(b) The research could not practicably be conducted without the waiver; and
	
	
	
	
	1200.05 §37b(3)(b)
	

	(c) The research could not practicably be conducted without access to and use of the requested information
	
	
	
	
	1200.05 §37b(3)(c)
	

	(4) A brief description of the PHI for which the IRB has determined use or disclosure to be necessary
	
	
	
	
	1200.05 §37b(4)
	

	(5)  The specific findings on which the IRB based its decision to grant the waiver of HIPAA authorization
	
	
	
	
	1200.05 §37b(5)
	

	(6) [bookmark: III_07_b_6]Identification of the IRB review procedure used to approve the waiver of HIPAA authorization (either convened IRB review procedures (see Element III.7) or expedited review procedures (see Element II.9)
	
	
	
	
	1200.05 §37b(6)
	

	(7) Signature of Chair of the IRB, or qualified voting member of the IRB designated by the Chair, on the HIPAA authorization waiver document.

	
	
	
	
	1200.05 §37b(7)
	

	(8) The documentation of the IRB’s findings may be in the IRB minutes or the IRB protocol file. If IRB does not document the waiver of authorization as required, the waiver is not valid
	
	
	
	
	1200.05 §37b NOTE
	

	8. PRIVACY OFFICER AND INFORMATION SECURITY OFFICER RESPONSIBILITIES:
	
	
	
	
	
	

	a. Ensuring the proposed research complies with all applicable local, VA and other Federal requirements for privacy and confidentiality, and for information security, respectively, by identifying, addressing, and mitigating potential concerns about proposed research studies, and by serving in an advisory capacity to the IRB or R&DC as a non-voting member
	
	
	
	
	1200.05 §38.a
	

	b. [bookmark: III_08_b]Reviewing the proposed study protocol and any other relevant materials submitted with the IRB application. NOTE: It is not sufficient for the Privacy Officer or ISO to review a checklist completed by the investigator, and not the study protocol and related materials themselves. To facilitate the review of the proposal by the Privacy Officer and the ISO, the investigator must either dedicate specific sections of the protocol to privacy and information security, respectively, or the investigator must develop an additional document that specifically addresses all privacy and information security issues in the proposal, and that additional document will become part of the IRB protocol file (also see Elements I.6..i & j of the Checklist)
	
	
	
	
	1200.05 §38.b
	

	c. Completing their respective reviews of the proposed research and informing the IRB of all their findings related to privacy and confidentiality, and to information security, respectively. NOTE: They are not responsible for approving or disapproving a study, nor do they have the authority to prevent or delay IRB approval of a study. The IRB is responsible for approving all non-exempt human research studies. Exempt studies should be approved in accordance with VHA Handbook 1200.01
	
	
	
	
	1200.05 §38.c
	

	d. Identifying deficiencies in their respective reviews of the proposed research, and making recommendations to the investigator of options available to correct the deficiencies
	
	
	
	
	1200.05 §38.d
	

	e. Following up with the investigator, in a timely manner, to ensure the proposed research is in compliance with relevant privacy and confidentiality, and information security requirements, respectively, before the investigator initiated the study
	
	
	
	
	1200.05 §38.e
	

	f. Providing summary reports of their review and assessment of each study according to the requirements, and clearly i) indicating either that all applicable local, VA and other Federal requirements for privacy and confidentiality, and for information security, respectively, have been met, or ii) identifying specific deficiencies and suggesting available options for correcting those deficiencies
	
	
	
	
	1200.05 §38.f
	

	g. Providing their summary reports on each study to the IRB staff (whether VA or affiliate IRB) within a time frame that does not prolong the study approval process and providing their summary reports prior to, or at, the convened IRB meeting at which the study is reviewed or, in the case of expedited review, prior to, the IRB approval determination of the IRB Chair, or designee. For exempt studies, submitting summary reports to the ACOS for R&D, and ensuring the study is in compliance before the study is initiated
	
	
	
	
	1200.05 §38.g
	

	h. Providing final reports on each study to the IRB staff (whether VA or affiliate IRB) in a timely manner
	
	
	
	
	1200.05 §38.h
	

	IV. IND, IDE AND SAES 

	1. INVESTIGATOR’S RESPONSIBILITIES FOR STUDIES INVOLVING INVESTIGATIONAL DRUGS – The investigator:
	

	a. Provides the Pharmacy Service or Research Investigational Pharmacy information on each subject receiving an investigational drug through the electronic medical record or other locally approved means, and the information includes allergies, toxicities, or adverse drug events related to the investigational drug, or the potential for interaction with other drugs, foods, or dietary supplements, i.e., herbals, nutriceuticals
	
	
	
	
	1200.05 §39.b(1)
	

	b. Ensures the local Pharmacy Service or Research Service Investigational Pharmacy receives:
(1) Documentation of IRB and any other relevant approvals
(2) A copy of VA Form 10-9012, Investigational Drug Information Record, when applicable
(3) A copy of the current approved protocol
(4) A copy of the informed consent form for each participating subject with all appropriate signatures
(5) Documentation of the IRB continuing review approval
(6) Copies of sponsor-related correspondence specific to the drug(s) as appropriate; and
(7) Copies of all correspondence addressed to the investigator from the FDA (and other involved authorities) specific to the investigational drug(s) as appropriate
	
	
	
	
	1200.05 §39.b(2)
	

	c. Informs the Chief of the Pharmacy Service, the research pharmacy when applicable, and the IRB in writing when a study involving investigational drugs has been suspended, terminated, or closed
	
	
	
	
	1200.05 §39.b(3)
	

	d. Ensures the compliance with all dispensing requirements
	
	
	
	
	1200.05 §39.b(4)
	

	e. Ensures compliance with all documentation requirements and makes relevant records accessible to the investigational drug pharmacist when requested (VHA Handbook 1108.04 6.a.(4))
	
	
	
	
	1200.05 §39.b(5)
	

	f. Ensures compliance with all VHA pharmacy requirements regarding receiving, dispensing, storing, and record-keeping for investigational drugs
	
	
	
	
	1200.05 §39.b(6)
	

	2. IRB REVIEW OF STUDIES INVOLVING INVESTIGATIONAL DRUGS – The IRB complies with applicable FDA, VA, and other Federal requirements, regardless whether or not the drug has been approved by the FDA, when it reviews and approves a study
	
	
	
	
	1200.05 §39.c
	

	3. INVESTIGATOR’S RESPONSIBILITIES FOR STUDIES INVOLVING INVESTIGATIONAL DEVICES – The investigator:
	
	
	
	
	
	

	a. Ensures the procedures, in the conduct of research involving an investigational device, are in accordance with all applicable local, VA and other Federal requirements, including FDA regulations
	
	
	
	
	1200.05 §40.b
	

	b. For “significant risk” (SR) device studies, provides the IRB with copy of the FDA’s approval of the IDE application
	
	
	
	
	1200.05 §40.c(2)(a)
21 CFR 812.20
	

	4. IRB REVIEW OF STUDIES INVOLVING INVESTIGATIONAL DEVICES
	
	
	
	
	
	

	a. The IRB has written procedures for conducting reviews of investigational medical device studies, determining and documenting if the device studies represent a SR or a “nonsignificant risk” (NSR); reporting findings to the investigator; and, when appropriate, reporting findings to the sponsor if the IRB determines the device to be a SR
	
	
	
	
	1200.05 §40.c.(1)(a)
	

	b. If a NSR determination is made, the IRB follows procedures in accordance with the criteria the IRB would use in considering approval of any research involving an FDA-regulated product, including all applicable local, VA and other Federal requirements
	
	
	
	
	1200.05 §40.c(1)(b)
21 CFR 56.111
	

	c. Unless the study is exempt from IDE regulations, the IRB categorizes a device study as either SR or NSR, and documents its determination of SR or NSR in the IRB minutes
	
	
	
	
	1200.05 §40.c(2)
	

	5. EMERGENCY USE OF A TEST ARTICLE
	
	
	
	
	
	

	a. All FDA regulations for emergency use of a test article are met including, but not limited to, obtaining informed consent from the subject or the subject’s LAR unless FDA regulations are met for an exception from informed consent
	
	
	
	
	1200.05 §41.a 
21 CFR 50.23(a)
	

	b. The patients involved in emergency use of a test article are not considered research subjects, the emergency care is not claimed as research, and the outcome of such care is not included in any report of research activity
	
	
	
	
	1200.05 §41.b
	

	6. PLANNED EMERGENCY RESEARCH – Planned emergency research is not conducted by the VA
	
	
	
	
	1200.05 §41.c
	

	7. SERIOUS ADVERSE EVENTS, VHA HEALTH RECORDS, AND FLAGGING IN VHA HEALTH RECORDS
	
	
	
	
	
	

	a. Investigators report all unanticipated internal or local SAEs, whether related or unrelated to the research, to the IRB as specified under local SOPs and VHA Handbook 1058.01
	
	
	
	
	1200.05 §42.a
	

	b. A qualified IRB voting member reviewer (or the convened IRB) reviews the reports of internal or local SAEs, determines and documents whether the event is serious, unanticipated, and related, possibly related, or probably related to the research in accordance with VHA Handbook 1058.01
	
	
	
	
	1200.05 §42.b
	

	c. The qualified IRB voting member-reviewer (or the convened IRB) documents whether or not: 
(1) Immediate action is warranted, or 
(2) Review by the convened IRB is needed, but immediate action to prevent an immediate hazard to subjects is not warranted
	
	
	
	
	1200.05 §42.b(1)
	

	d. If the preceding determinations are made by a qualified IRB voting member reviewer, the determinations are reported to the IRB at the IRB’s next convened meeting
	
	
	
	
	1200.05 §42.b(2)
	

	e. If the qualified IRB voting member reviewer (or the convened IRB) determines that the AE is serious, unanticipated, and related, or possibly related, to the research, the IRB Chairperson reports the event to the VA facility Director within 5 business days after the determination
	
	
	
	
	1200.05 §42.b(3)
	

	f. The VA facility Director reports to ORO in 5 business days after receiving the report of the event
	
	
	
	
	1200.05 §42.b(3)
	

	g. If it is determined that an informed consent modification is warranted, the convened IRB determines and documents in whether previously enrolled subjects must be notified of the modification and; if so, when such notification must take place and how such notification must be documented
	
	
	
	
	1200.05 §42.b(4)
	

	h. A VHA health record is created or updated, and a progress note created, for all research subjects (Veterans or Non-Veterans) who are admitted to VA facilities as in-patients, treated as outpatients at VA facilities, or when research procedures or interventions are used in the medical care of the VA research subject at a VA facility or at facilities contracted by VA to provide services to Veterans
	
	
	
	
	1200.05 §43
	

	i. A record is created:
(1) When the research requires use of any clinical resources, such as:  radiology, cardiology (e.g., electrocardiogram, stress test, etc.), clinical laboratory, and pharmacy; or  
(2) If the research intervention may lead to physical or psychological AEs
	
	
	
	
	1200.05 §43.a
	

	j. At a minimum, the health record includes the 14 items listed in VHA Handbook 1200.05 §43b
	
	
	
	
	1200.05 §43.b
	

	k. A method to identify clinic visits solely for research (such as a note title) is used to differentiate those visits from any other clinic visits. Clinic visits and inpatient care for research purposes are coded as non-billing events
	
	
	
	
	1200.05 §43.c & d
	

	l. When access to patient health records is no longer required for a study, the study has been completed, or when authorization is revoked, the investigator or designee, notifies the facility Health Information Management program manager and, if applicable, the ISO
	
	
	
	
	1200.05 §43.e
	

	m. The patient health record is flagged if the subject’s participation in the study involves:
(1) Any invasive research procedure (e.g., muscle biopsy or bronchoscopy);
(2) Interventions that will be used in the medical care of the subject, or that could interfere with other care the subject is receiving or may receive (e.g., administration of a medication, treatment, or use of an investigational device);
(3) Clinical services that will be used in the medical care of the subject (e.g., orders for laboratory tests or x-rays ordered as a part of the study), or that could interfere with other care the subject is receiving or may receive; or
(4) The use of a survey or questionnaire that may provoke undue stress or anxiety unless the IRB determines that mandatory flagging is not in the best interests of the subject (e.g., an interview study of victims of sexual assault). In other situations, the IRB determines if flagging is necessary
	
	
	
	
	1200.05 §44.a
	

	n. If IRB determines and documents that the patient health record must be electronically flagged in Computerized Patient Record System as participating in a research study, the health record:
(1) Identifies the investigator, as well as contact information for a member of the research team that would be available at all times.
(2) Contains information on the research study or identify where this information is available
	
	
	
	
	1200.05 §44.b
	

	V. VULNERABLE POPULATIONS 

	1. Where relevant, the IRB documents why it considers an individual or population to be vulnerable, and adequate safeguards have been included in the study to protect the rights and welfare of subjects who are likely to be vulnerable
	
	
	
	
	1200.05 §46
	

	2. THE FOLLOWING REQUIREMENTS ARE MET WHEN RESEARCH INVOLVES PREGNANT WOMEN
	
	
	
	
	
	

	a. Where scientifically appropriate, preclinical studies, including studies on pregnant animals, and clinical studies, including studies on nonpregnant women, have been conducted and provide data for assessing potential risks to pregnant women and fetuses
	
	
	
	
	1200.05 §46.a
	

	b. The risk to the fetus is caused solely by interventions or procedures that hold out the prospect of direct benefit for the woman or the fetus; or, if there is no such prospect of benefit, the risk to the fetus is not greater than minimal and the purpose of the research is the development of important biomedical knowledge which cannot be obtained by any other means
	
	
	
	
	1200.05 §46.b
	

	c. Any risk is the least possible for achieving the objectives of the research
	
	
	
	
	1200.05 §46.c
	

	d. Adequate provision has been made to monitor the risks to the subject and the fetus
	
	
	
	
	1200.05 §46.d
	

	e. If the research holds out the prospect of direct benefit to the pregnant woman, the prospect of a direct benefit both to the pregnant woman and the fetus, or no prospect of benefit for the woman nor the fetus when risk to the fetus is not greater than minimal and the purpose of the research is the development of important biomedical knowledge that cannot be obtained by any other means, the pregnant woman’s informed consent is obtained
	
	
	
	
	1200.05 §46.e
	

	f. Each individual providing informed consent is fully informed regarding the reasonably foreseeable impact of the research on the fetus
	
	
	
	
	1200.05 §46.f
	

	g. No inducements, monetary or otherwise, are to be offered to terminate a pregnancy
	
	
	
	
	1200.05 §46.g
	

	h. Individuals engaged in the research have no part in any decisions as to the timing, method, or procedures used to terminate a pregnancy
	
	
	
	
	1200.05 §46.h
	

	i. Individuals engaged in the research have no part in determining the viability of a fetus
	
	
	
	
	1200.05 §46.i
	

	3. THE FOLLOWING REQUIREMENTS ARE MET IN RESEARCH INVOLVING PRISONERS
	
	
	
	
	
	

	a. Research involving prisoners is not conducted by VA investigators while on official VA duty, using VA resources, completely or partially in a VA facility or at a VA-approved off-site facility without a waiver by the CRADO.  If such a waiver is granted by the CRADO, the research must be in accordance with applicable Federal regulations pertaining to prisoners as research subjects
	
	
	
	
	1200.05 §47.b
45 CFR 46, Subpart C 46.301–46.306
	

	b. If a subject becomes incarcerated during the course of a study:
The investigator notifies the IRB as soon as they become aware that the subject has been incarcerated
(1) The investigator makes a determination as to whether or not it is in the best interests of the subject to remain in the study, or if the subject can be safely withdrawn from the study
(2) If the investigator determines it is in the best interest of the subject to remain in the study, the subject’s continued participation in the study is contingent on the IRB’s reviewing and approving such participation.  The IRB approval must comply with 45 CFR 46.301-306.
(3) After IRB and other relevant approvals (e.g., from the penal system) for the incarcerated subject’s continued participation in the study have been obtained, a waiver must also be obtained from the CRADO.
(4) The investigator complies with all applicable requirements including, but not limited to, applicable court, penal system, and local, VA, and other Federal requirements
	
	
	
	
	1200.05 §47.c 
45 CFR 46, Subpart C 46.301–46.306
	

	4. THE FOLLOWING REQUIREMENTS ARE MET IN RESEARCH INVOLVING CHILDREN
	
	
	
	
	
	

	a. Research involving children is not conducted by VA investigators while on official VA duty, using VA resources, completely or partially in a VA facility or at a VA-approved off-site facility without a waiver by the CRADO
	
	
	
	
	1200.05 §48.a
	

	b. Prior to requesting a waiver, the following criteria have been met:
(1) The study represents no greater than minimal risk as determined by the IRB
(2) The study meets all requirements in 45 CFR 46, Subpart D, Additional Protections for Children Involved as Subjects in Research, Sections 46.401 through 46.404, and 46.408
(3) The IRB reviewing the study has appropriate membership to represent children’s interests and pediatric expertise
(4) The IRB reviewing the study has specific SOPs regarding children in research
(5) The VA facility Director certifies that the facility is able to respond to pediatric emergencies if the study includes interactions with children at the VA facility
(6) If the sponsor of the research is not VA, the facility Director makes certain that the sponsor of the research has procured appropriate liability insurance
	
	
	
	
	1200.05 §48.b
	

	5. [bookmark: V_05]THE FOLLOWING REQUIREMENTS MUST BE MET IN RESEARCH INVOLVING PERSONS LACKING DECISION-MAKING CAPACITY
	
	
	
	
	
	

	a. IRB reviews and approves the participation of the individuals who lack decision-making capacity in the given study
	
	
	
	
	1200.05 §49.a
	

	b. All study subjects meet the criteria for decision-making capacity listed in VHA Handbook 1200.05 §49.b
	
	
	
	
	1200.05 §49.b
	

	c. IRB evaluates the individuals with temporary or fluctuating decision-making capacity, and informed consent was obtained according to IRB determination and requirements in VHA Handbook 1200.05 §49.c
	
	
	
	
	1200.05 §49.c
	

	d. The research involving individuals lacking decision-making capacity meets the following criteria:
(1) The proposed research entails: (a) No greater than minimal risk to the subject as determined by the IRB; or (b) The research presents some probability of harm, but there is at least a greater probability of direct benefit to the subject, or (c) Greater than minimal risk and no prospect of direct benefit to individual subjects, but is likely to yield generalizable knowledge about the subject’s disorder or condition that is vitally important for the understanding or amelioration of the subject’s disorder or condition
(2) The disorder leading to the individual’s lack of decision-making capacity is being studied, whether or not the lack of decision-making itself is being evaluated, and the study cannot be performed with only persons who have decision-making capability
	
	
	
	
	1200.05 §49.d
	

	e. Before approving the study, the IRB:
(1) Ensures the study includes appropriate procedures for respecting dissent;
(2) Considers whether or not the study needs to include procedures for obtaining assent; and 
(3) Determines whether any additional safeguards need to be used (e.g., consent monitoring)
	
	
	
	
	1200.05 §49.e(1)
	

	f. The IRB documents its deliberations and the enrollment criteria it used to approve inclusion of individuals who lack decision-making capacity in the IRB minutes or IRB protocol file.
	
	
	
	
	1200.05 §49.e(2)
	

	VI. ENGAGEMENT IN RESEARCH , RESEARCH INVOLVING SPECIMENS AND DATA, INTERNATIONAL RESEARCH, PREPARATORY RESEARCH 

	1. ENGAGEMENT IN RESEARCH – The VA facility has determined whether it is engaged in non-exempt human subjects research according to VHA Handbook 1200.05 §50a and OHRP Guidance on Institutions Engagement in Human Subjects Research dated October 16, 2008 (http://www.hhs.gov/ohrp/policy/engage08.html). If engaged, the facility:
	
	
	
	
	1200.05 §50.a(1)(2)(3)
OHRP Guidance on Institutions Engagement in Human Subjects Research dated October 16, 2008
	

	a. Holds an FWA
	
	
	
	
	1200.05 §50.b(1)(2)(3)
	

	b. Has a VA PI or a local site investigator (LSI) for that study
	
	
	
	
	
	

	c. Has the facility IRB of record approval
	
	
	
	
	
	

	2. NOT ENGAGED IN RESEARCH -- Research committees do not review or approve research that the facility is not engaged in
	
	
	
	
	1200.05 §51
	

	3. [bookmark: VI_03]MULTI-SITE STUDIES – 
a. The facility accepts responsibility for safeguarding the rights and welfare of human subjects entered at its site, and for complying with all applicable local, VA, and other Federal requirements
	
	
	
	
	1200.05 §52
	

	b. The PI of the overall study is responsible for submitting a protocol to the IRB which includes the a method to ensure the following:
	
	
	
	
	1200.05 §52.a and §9
	

	(1) all participating sites have the most current version of the protocol, consent form, and HIPAA authorization  
	
	
	
	
	1200.05 §52.a(1)(a)
	

	(2) all required approvals are obtained at each local IRB prior to study initiation
	
	
	
	
	1200.05 §52.a(1)(b)
	

	(3) notifying the Director for non-engaged facilities, where research will take place.  NOTE: The local Director may disapprove local participation
	
	
	
	
	1200.05 §52.a(1)(c)
	

	(4) all changes to the protocol, consent form, and the HIPAA authorization are communicated to engaged sites and local approvals have been obtained
	
	
	
	
	1200.05 §52.a(1)(d)
	

	(5) all sites will appropriately safeguard VA data 
	
	
	
	
	1200.05 §52.a(1)(e)
	

	(6) all sites will be informed of SAEs which may affect the study
	
	
	
	
	1200.05 §52.a(1)(f)
	

	(7) communicating with engaged sites regarding study events
	
	
	
	
	1200.05 §52.a(1)(g)
	

	(8) all LSIs conduct the study appropriately
	
	
	
	
	1200.05 §52.a(1)(h)
	

	(9) all noncompliance is reported in accordance with VHA Handbook 1058.01
	
	
	
	
	1200.05 §52.a(1)(i)
	

	(10) local Directors/LSIs are informed if engagement is no longer  required
	
	
	
	
	1200.05 §52.a(1)(j)
	

	c. When investigator is LSI and/or PI, they must:           
	
	
	
	
	1200.05 §52.a(2)
	

	(1) conduct the study utilizing the most recent version of the protocol, ICD, HIPAA authorization, and local, VA, Federal policies 
	
	
	
	
	1200.05 §52.a(2)(a)
	

	(2) ensure all protocol and informed consent changes are approved by the local IRB prior to implementation
	
	
	
	
	1200.05 §52.a(2)(b)
	

	(3) report any unanticipated local SAEs in accordance with VHA Handbook 1058.01
	
	
	
	
	1200.05 §52.a(2)(c)
	

	(4) submit study events to local IRB as required by local policy
	
	
	
	
	1200.05 §52.a(2)(d)
	

	(5) oversee all aspects of the study at their local site
	
	
	
	
	1200.05 §52.a(2)(e)
	

	d. When facility investigator is a Multi-Site Research PI, without use of Central IRB (CIRB) , the IRB is responsible for:
	
	
	
	
	1200.05 §52.b
	

	(1) determining whether new site added to the study will be engaged in human subjects research
	
	
	
	
	1200.05 §52.b(1)(a)
	

	(2) if engaged, confirming it has active FWA
	
	
	
	
	1200.05 §52.b(1)(b)1
	

	(3) if engaged, providing documentation of all relevant approvals, including local IRB
	
	
	
	
	1200.05 §52.b(1)(b)2-7
	Did not include all; (2-7) was not included

	e. Local facility responsibility when using CIRB as an IRB of Record
	
	
	
	
	1200.05 §52.c, 1200.01 §8
	

	(1) Facility Director is responsible for entering into an MOU with the VHA Central Office that stipulates the respective authorities, roles, and responsibilities of the VHA Central Office, the CIRB, and the local VA facility when the local VA facility elects to use the CIRB as an IRB of record
	
	
	
	
	1200.05 §52.c(1)
	

	(2) Facility Director is responsible for FWA modification, modification of local SOPs, oversight of local HRPP
	
	
	
	
	1200.05 §52.c(2)-(4)
	

	4. RESEARCH INVOLVING HUMAN BIOLOGICAL SPECIMENS -- Human Biological Specimens must comply with all applicable regulations, including but not limited to the cited regulations
	
	
	
	
	1200.05 §53
21CFR50, 21CFR312, 38CFR16, 45CFR46D,45CFR160 and 164
	

	5. RESEARCH INVOLVING HUMAN DATA -- Research involving Human Data must:
	
	
	
	
	
	

	a. have relevance to the health of Veterans
	
	
	
	
	1200.05 §54.a
	

	b. protect the privacy of individuals from whom data collected
	
	
	
	
	1200.05 §54.b
	

	c. be consistent with all applicable ethical and regulatory standards and all applicable VA and other Federal requirements (see VHA Handbook 1200.12)
	
	
	
	
	1200.05 §54.c 
	

	6. [bookmark: VI_06]COLLECTION OF VOICE, VIDEO, AND PHOTO DATA FOR RESEARCH
	
	
	
	
	
	

	a. Informed consent is obtained prior to photos or recordings
	
	
	
	
	1200.05 §55.a(1)
	

	b. Unless waiver of documentation, ICD discusses reasons for use, access, and disposition
	
	
	
	
	1200.05 §55. a(2)
	

	c. All patients signs VA Form 10-3203 prior to photos or recordings
	
	
	
	
	1200.05 §55.b(1)
1907.01
	

	d. VA Form 10-3203 placed in medical record, even if documentation of IC is waived by IRB
	
	
	
	
	1200.05 §55.b(2)
	

	e. VA Form 10-5345 (Authorization to release records or information) is used in accordance with VA/VHA policy
	
	
	
	
	1200.05 §55.c
	

	7. INTERNATIONAL RESEARCH – All US and International site protections are provided
	
	
	
	
	
	

	a. All applicable research meets VA definition of International Research, including criterion for multi-site trials
	
	
	
	
	1200.05 §56.a & b
	

	b. All international sites hold FWA and research is approved by participating site’s IRB
	
	
	
	
	1200.05 §56.d
	

	c. Permission is obtained from the CRADO
	
	
	
	
	1200.05 §56.c
	

	d. Facility Director approves request and ensures CRADO permission
	
	
	
	
	1200.05 §56.e(1)(2)
	

	e. PI assures MCD approval, CRADO approval, and regulatory compliance prior to initiation of study
	
	
	
	
	1200.05 §56. f(1)(2)(3)
	

	8. USE PREPARATORY TO RESEARCH
	
	
	
	
	
	

	a. Data repositories and PHI are accessed only by appropriate VA investigators
	
	
	
	
	1200.05 §57
	

	b. The investigator makes the representations for preparatory access as required by the HIPAA Privacy Rule and documents it in the investigator’s research files
	
	
	
	
	1200.05 §57.a(1)(2)(3)
	

	c. Only aggregate data is recorded and used only for appropriate purposes, and no Individually Identifiable Health Information is recorded
	
	
	
	
	1200.05 §57.b & c
	

	d. Data reviewed is not used to contact or recruit subjects
	
	
	
	
	1200.05 §57.d
	

	e. Activities complies with all additional access requirements of the data repository, and requirements for Data Use Agreements or Data Transfer Agreements
	
	
	
	
	1200.05 §57.e & f
1200.12
	

	f. Activity preparatory to research is not a “pilot study”
	
	
	
	
	1200.05 §57 NOTE
	

	9. [bookmark: VI_09]PARTICIPATION IN NON-VETERAN RESEARCH -- IRB has reviewed, approved and documented the rationale and justification for all non-veteran research; including outpatient and inpatient care
	
	
	
	
	1200.05 §58.a, b & c
	

	a. Outpatient Care for Research Purposes. Non-veteran subjects enrolled are bona fide volunteers for outpatient treatment as part of an approved VA research study and there are insufficient Veteran patients suitable for the study
	
	
	
	
	1200.05 §58.a, b & c 38 CFR 17.92
	

	b. Hospital Care for Research Purposes. Non-veterans enrolled are bona fide volunteers admitted to a VA hospital and the treatment is part of an approved VA research study and there are insufficient Veteran patients suitable for the study
	
	
	
	
	1200.05 §58.a, b & c 38 CFR 17.45
	

	c. Other Research. Non-Veterans are entered into the VA study because the investigator presented a compelling argument to the IRB for the inclusion of non-Veterans (e.g., insufficient number of Veterans; survey of VA employees; study of active duty military; study involving Veterans’ family members), and the research is relevant to the care of Veterans or active duty military personnel
	
	
	
	
	1200.05 §58.c
	

	10. [bookmark: VI_10]PAYMENT TO SUBJECTS
	
	
	
	
	
	

	a. Payment for participation has IRB approval and met standard circumstances (i.e., no direct benefits, others being paid, comparable situations, and transportation expenses)
	
	
	
	
	1200.05 §59.a(1)-(4); §59.c.
	

	b. The protocol includes “substantiation of reasonableness”
	
	
	
	
	1200.05 §59.b(1)
	

	c. The ICD includes terms and amount of payment
	
	
	
	
	1200.05 §59.b(2)
	

	d. The protocol substantiates that there is no undue pressure or coercion to participate
	
	
	
	
	1200.05 §59.b(3)
	

	e. Payment is made from VA-approved source for funding
	
	
	
	
	1200.05 §59.d
	

	f. ICD includes information about IRS 1099 and use of SSN
	
	
	
	
	1200.05 §59 NOTE
	

	11. [bookmark: VI_11]TREATMENT OF RESEARCH-RELATED INJURIES (RRI)
	
	
	
	
	
	

	a. VA must provide necessary medical treatment for RRI, except for subject noncompliance; or contracted research with an individual or non-VA institution
	
	
	
	
	1200.05 §60.a(1)(2)
38 CFR 17.85(a)(1)
38 CFR 17.85(a)(2)
	

	b. Care is provided in VA, except when VA not capable
	
	
	
	
	1200.05 §60.b(1)
	

	c. Inpatient care is contracted for non-veteran
	
	
	
	
	1200.05 §60.b(2)
	

	d. Sponsor cannot bill subject’s insurance company for RRI; but is responsible for costs incurred for treatment of injury reasonably related to subject’s study participation; except for negligence or willful misconduct of the subject or protocol administration failure
	
	
	
	
	1200.05 §60.b(3)(a) & (b)
	

	e. MCD must provide reasonable reimbursement for emergency treatment in a non-VA facility
	
	
	
	
	1200.05 §60.b(4)
38 CFR 17.85(b)(3)
	

	12. HUMAN SUBJECTS PROTECTION TRAINING
	
	
	
	
	
	

	a. All individuals involved in conducting research complete ethical and GCP training consistent with all VA/VHA/local facility requirements
	
	
	
	
	1200.05 §61.a(1)
	

	b. Alternate trainings used are ORD approved 
	
	
	
	
	1200.05 §61.a(2)
	

	c. GCP and ethics training are completed prior to participation
	
	
	
	
	1200.05 §61.b(1)
	

	d. Training is updated every 2 years as defined and documented by local facility
	
	
	
	
	1200.05 §61.b(2)
	

	e. SOPs reflects local policy regarding biennial requirements
	
	
	
	
	1200.05 §61.c
	

	f. Training includes all individuals involved in VA human subjects research
	
	
	
	
	1200.05 §61.d(1)(a) - (j)
	

	g. Training requirements also apply to staff of IRB-exempt studies or staff conducting human research with IRB-approved waiver of informed consent or waiver of documentation of informed consent 
	
	
	
	
	1200.05 §61.d(2)
	

	h. Local facility requires training of nonscientist members is in SOP
	
	
	
	
	1200.05 §61.d NOTE
	

	i. Training exceptions include secretaries; non-human subject research office staff; community members (unless local requirement); MCD; and facility-wide committee members, such as the Radiation Safety Committee
	
	
	
	
	1200.05 §61.e(1)-3) NOTE
	

	j. Non-VA IRB members are encouraged to complete training
	
	
	
	
	1200.05 §61.f
	

	k. DMC members are encouraged to complete training
	
	
	
	
	1200.05 §61.g
	

	l. Individuals outside VA (e.g., phlebotomists, x-ray, and laboratory technicians) who are not VA employees, and whose work occurs outside the VA facility must meet their own institutions’ training requirements; but local VA facility is not required to track such training
	
	
	
	
	1200.05 §61.h
	

	m. All VA research team members must be VA employees (i.e., paid, WOC, or IPA)
	
	
	
	
	1200.05 §61 NOTE
	

	n. Clinical service providers are not required to complete VA research human subjects training
	
	
	
	
	1200.05 §61.i
	

	13. CREDENTIALING AND PRIVILEGING
	
	
	
	
	
	

	a. All VA research staff are appropriately credentialed and privileged. Staff only perform research activities for which they have relevant: 
	
	
	
	
	1200.05 §62
1100.19 
	

	(1) credentials, except secretarial support who undergo Human Resources Management process
	
	
	
	
	1200.05 §62.a
	

	(2) privileges, if locally required for clinical procedures
	
	
	
	
	1200.05 §62.b(1)
	

	(3) not only supervisor privileged, but actual person performing procedure 
	
	
	
	
	1200.05 §62.b(2)
	

	b. Team members possess appropriate research Scope of Practice or Functional Statement approved by supervisor, and ACOS/R&D
	
	
	
	
	1200.05 §62.c
	

	c. Scope of Practice is retained by research office
	
	
	
	
	1200.05 §62.c
	

	d. Scope of Practice or Functional Statement consistent with occupational category
	
	
	
	
	1200.05 §62.c
	

	e. Scope of Practice may be written for multiple studies
	
	
	
	
	1200.05 §62.c(1)
	

	f. If clinical privileges, Scope of Practice, and Functional Statement cover all research activities, then no need for research specific documents
	
	
	
	
	1200.05 §62.c(2)
	

	g. Employee has all required licenses, registrations, or certifications for research activities
	
	
	
	
	1200.05 §62.d
	

	14. STUDENT AND OTHER TRAINEE RESEARCH
	
	
	
	
	
	

	a. All student investigators are from schools with appropriate academic affiliation agreements or received CRADO waiver
	
	
	
	
	1200.05 §63.a
	

	b. VA investigator serves as responsible PI or Co-PI 
	
	
	
	
	1200.05 §63.a(1)
	

	c. VA investigator assures trainee complies with all applicable VA requirements, including IT security, privacy and research
	
	
	
	
	1200.05 §63.a(1) & (2)
	

	d. If student leaves and research not complete, VA employee assures protocol termination or completion
	
	
	
	
	1200.05 §63.a(3)
	

	e. VA employee responsible for assuring all research records retained by VA
	
	
	
	
	1200.05 §63.a(4)
	

	15. ACCREDITATION OF HUMAN RESEARCH PROGRAMS
	
	
	
	
	
	

	a. Facility obtains full HRPP accreditation by December 31, 2009, unless in case of new IRB arrangements
	
	
	
	
	1200.05 §64
	

	b. For new IRB, application is submitted no more than 18 months after the approval of the first protocol
	
	
	
	
	1200.05 §64.a(1)
	

	c. HRPP full accreditation is obtained no more than 18 months after application submitted
	
	
	
	
	1200.05 §64.a(2)
	

	d. Affiliate IRB must meet the requirements of the Accrediting Organization under contract with VA as part of VA’s accreditation application process; or obtain Full or Qualified Accreditation of its HRPP by the Accrediting Organization under contract with VA on its own within 18 months of the first date the VA facility obtains accreditation status.
	
	
	
	
	1200.05 §64.b(2)
	

	e. If no VA affiliate accreditation, then facility makes other arrangements no later than 18 months after its accreditation
	
	
	
	
	1200.05 §64.c
	

	f. Once accredited, the facility adheres to the requirements for maintaining accreditation
	
	
	
	
	1200.05 §64.d
	

	g. Director reports any change in accreditation status, either VA or affiliate
	
	
	
	
	1200.05 §64.d.(1)(a) & d(2)
1058.01
	

	h. Facility provides ORD and accreditation agency with annual report
	
	
	
	
	1200.05 §64.d(1)(b)
	

	i. If using affiliate IRB, affiliate accreditation status is included in the report
	
	
	
	
	1200.05 §64.d(1)(b)
	

	j. Affiliate continues to meet accrediting agency requirements
	
	
	
	
	1200.05 §64.d(3)
	

	
	
	
	
	
	
	




	SEE SEPARATE ORO RESEARCH AND DEVELOPMENT COMMITTEE (R&DC) CHECKLISTS FOR ADDITIONAL REQUIREMENTS.
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