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Purpose

This document has been designed and created for the following purposes:

· To provide a worksheet inclusive of all of the AAHRPP elements and the two AAHRPP standards that contain required written materials in the AAHRPP Evaluation Instrument associated with them.   This worksheet can be used to assist with the initial self-assessment conducted by your VA HRPP and/or it can be used to organize content needed to complete Section C:  Element-by-Element Index to the Supporting Documents.  PRIDE has a template you can use to create Section C on the SharePoint site for VA AAHRPP Accreditation issues on the PRIDE website at http://www.research.va.gov/programs/pride/aahrpp/standards.doc. and in the folder titled: Documents Created by PRIDE located in the SharePoint Site for Accreditation Issues at http://vaww.ord.portal.va.gov/sites/pride/accreditation/default.aspx.
· To provide an abridged version of the AAHRPP Evaluation Instrument for Accreditation for Use with Final Revised Accreditation Standards (revised November 13, 2009) consisting solely of the required written materials described as:

· Essential Requirements

· When Following DHHS regulations and guidance, 
· When Following FDA regulations and guidance, and

· When Following VA regulations and guidance 

· When Following DoD regulations and guidance

· (NOTE:  Your VA will apply DoD requirements only if it conducts DoD research.)

Worksheet Instructions 
The worksheet includes five columns.  These columns are Standard or Element, Document, Page, Paragraph, and Notes.  

· Standard or Element: 
Lists the number of the Standard or Element in the AAHRPP Revised Standards.  
· Document:

Indicate which policy and procedure or other types of written materials (e.g., brochure) 
are being used to address the applicable Standard or Element.  
· Page: 


If applicable, list the page(s) being used with the applicable document associated with the 

Standard of Element.  

· Paragraph:

If applicable, list the paragraph(s) used with the applicable document associated with the 

Standard or Element.  

· Notes:


If needed, use this column to write notations or comments. 
CAUTION!

· The AAHRPP Evaluation Instrument for Accreditation for Use with Final Revised Accreditation Standards (revised November 13, 2009) includes required written materials associated with some of the Standards and Elements that are not in this abridged version.  These include required written materials for the following:
· When following Department of Education regulations and guidance,

· When following Department of Energy regulations and guidance,

· When following Department of Justice regulations and guidance,

· When following Environmental Protection Agency (EPA) regulations and guidance, and
· When following ICH-GCP guidance (E6).
If your VAMC HRPP checks any of these additional regulations or guidance documents on the Step 1 or Step 2 application forms to AAHRPP, AAHRPP will evaluate your VAMC HRPP on them as well as the DHHS, VA, FDA, and DoD (if applicable) regulations. 
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Abridged Version of the AAHRPP Evaluation Instrument (1-18-11)

Inclusive of Essential, VA, DHHS, and FDA Requirements
	Domain I: Organization


	Standard I-1: 
The Organization has a systematic and comprehensive Human Research Protection Program that affords protections for all research participants. Individuals within the Organization are knowledgeable about and follow the policies and procedures of the Human Research Protection Program.



Element I.1.A: The Organization has and follows written policies and procedures for determining when activities are overseen by the Human Research Protection Program.
· Essential requirements: 

· Policies and procedures provide a definition of “research involving human participants” so that all involved in the HRPP understand which activities are overseen by the HRPP. 
· General definitions: 
· Research is a systematic investigation, including research development, testing, and evaluation, designed to develop or contribute to generalizable knowledge, or an equivalent definition. 
· Define “a systematic investigation” relevant to the Organization’s research portfolio. 
· Define “generalizable knowledge” relevant to the Organization’s research portfolio. 
· Human participant means a living individual about whom a Researcher conducting research obtains data through intervention or interaction with the individual, or identifiable private information, or an equivalent definition. 
· Policies and procedures describe the process to provide determinations about whether an activity is research involving human participants, which includes: 
· The entity or office that can provide a determination. 

· Criteria used to make determinations. 

· Process to inform individuals whether an activity is research involving human participants. 

· Policies and procedures include: 

· A description of the scope of human participants research that requires review by the Organization’s IRB or EC (e.g., all research by employees or all research in facilities). 

· A description of the criteria by which persons are considered engaged (agents) in the research and come under the requirements of the IRB or EC. 

· Policies and procedures provide guidance to Researchers and IRBs or ECs concerning activities that sometimes are or are not overseen by the HRPP at the Organization, such as classroom research, quality improvement, case reports, program evaluation, and surveillance activities. 

· When the Organization includes other activities outside the scope of activities covered by regulations or laws, the definition includes those activities (e.g., research on non-living individuals). 

· When activities are covered under other laws, the definition encompasses activities that are “research involving human participants” as defined by those laws. 

· When following DHHS regulations and guidance: 

· The definition encompasses activities that are “research” and involve “human subjects” as those terms are defined by DHHS regulations. 

· When following FDA regulations and guidance: 

· The definition encompasses activities that are “clinical investigations” and involve “human subjects” as those terms are defined by FDA regulations. 

· When following VA regulations and guidance: 

· Policies and procedures indicate classified research involving human participants cannot be approved by a VA facility IRB or Research and Development Committee or performed at VA facilities. 

Element I.1.B: The Organization delegates responsibility for the Human Research Protection Program to an official with sufficient standing, authority, an independence to ensure implementation and maintenance of the program.

· Essential requirements: 

· Policies and procedures describe the responsibilities of the organizational official. 

· If more than one person is designated as an organizational official, the unique responsibilities of each individual that relate to the HRPP are stated. 

· When following VA regulations and guidance, policies and procedures describe the responsibilities of the medical center director: 

· Is responsible for the facility’s research program, and is assisted by the Research and Development Committee. 

· Oversees both the IRB and all VA Researchers and Research Staff. 

· Ensures that IRB members, Researchers and Research Staff are appropriately knowledgeable to conduct research in accordance with ethical standards and all applicable regulations. 

· Develops and implements an educational plan for IRB members, staff, Researchers, and Research Staff including initial and continuing education. 

· Fulfills all educational requirements mandated by the VA Office of Research and Development (ORD) and OHRP. 

· Appoints one or more research compliance officers to conduct annual research consent document audits and triennial regulatory audits, and to assist in the VA facility’s assessments of regulatory compliance. 

· Unless a waiver for a part-time research compliance officer is approved by the under secretary for health, each VA facility conducting research must designate at least one full-time research compliance officer. 

· The medical center director must report any appointment, resignation, or change in status of the research compliance officer to Office of Research Oversight VHA Central Office, with a copy to the relevant ORO research officer, within 10 business days after the appointment, resignation, or change takes effect. 

· Reports to ORO in writing within five business days after being notified of a research problem or event (including serious and continuing non-compliance, unanticipated problems involving risks to participants or others, and suspensions and terminations) for which such reporting is required. 

· The medical center director’s written report is required regardless of whether disposition of the event has been resolved at the time of the report. 

· Follow-up reports detailing any additional findings and appropriate remedial actions must be provided to the relevant ORO office at intervals and in a manner specified by that office. 

· Provides a copy of any ORO compliance reports regarding the research program to the associate chief of staff for research, Research and Development Committee, any relevant research review committee(s), and the research compliance officer in a timely fashion. 

· Reports the following research events to ORO Central Office, with a simultaneous copy to the appropriate ORO research officer, as indicated in the following: 

· IRB changes in number of IRBs and changes in membership rosters.

· Substantive Memorandum of Understanding (MOU) changes must be reported to ORO Central Office within five business days. 

· Accreditation Problems must be reported to ORO Central Office within five working days. 

Element I.1.C: The Organization has and follows written policies and procedures that allow the Institutional Review Board or Ethics Committee to function independently of other organizational entities in protecting research participants.

· Essential requirements: 

· Policies and procedures approved by the Organization grant the IRB or EC the authority: 

· To approve, require modifications to secure approval, and disapprove all research activities overseen and conducted by the Organization. 

· To suspend or terminate IRB or EC approval of research not being conducted in accordance with the IRB’s requirements or that had been associated with unexpected serious harm to participants. 

· To observe, or have a third party observe, the consent process and the conduct of the research. 

· Policies and procedures describe the steps the Organization takes to ensure that research involving human participants does not commence until the research has received all approvals required by the Organization. 

· Policies and procedures approved by the Organization do not allow the Organization to approve research that has not been approved by the IRB or EC. 

· Policies and procedures describe to whom IRB or EC members and staff report undue influence. 

· Policies and procedures describe the Organization’s response to attempts to unduly influence the IRB or EC. 

· When following VA regulations and guidance: 

· Policies and procedures indicate: 

· The medical center director is responsible for ensuring that the IRB functions independently. 

· The chair, or co-chairs, and members have direct access to the medical center director for appeal if they experience undue influence or if they have concerns about the IRB. 
Element I.1.D: The Organization has and follows written policies and procedures setting forth the ethical standards and practices of the Human Research Protection Program. Relevant policies and procedures are made available to Sponsors, Researchers, Research Staff, research participants, and the Institutional Review Board or Ethics Committee, as appropriate.

· Essential requirements:

· Policies and procedures describe the ethical principles that the organization follows to govern the conduct of research involving human participants.

· Policies and procedures describe the ethical obligations and expectations of:

· Researchers and Research Staff, including students involved in the conduct of research.

· IRB or EC members and chairs.

· IRB or EC staff.

· The organizational official.

· Employees.

· Students.

· Policies and procedures describe the mechanism for communicating or making available the policies and procedures of the HRPP to all individuals.

· Policies and procedures describe the mechanism for communicating changes in the policies and procedures to all individuals.

· Policies and procedures include a description of all components that are involved with human research protection, including:

· The roles and responsibilities for each component.

· The relationships among the components.

· A description of the ways the components of the Organization communicate and work together to protect participants.
· When following DHHS regulations and guidance: 
· If the Organization chooses not to apply Subpart A to all research regardless of funding as indicated on the federalwide assurance, policies and procedures include equivalent protections for participants in non-funded research. 

· When following VA regulations and guidance: 
· The provision of services by the IRB is established through a memorandum of understanding or other written agreement that outlined the responsibilities of the VA facility and the academic affiliate. 

Element I.1.E: The Organization has an education program that contributes to the improvement of the qualifications and expertise of individuals responsible for protecting the rights and welfare of research participants.

· Essential requirements:

· The Organization maintains a list of educational activities designed to contribute to the improvement of the qualifications and expertise of individuals responsible for protecting the rights and welfare of research participants.

· Policies and procedures include initial education requirements, including timeframes, for Researchers and Research Staff; IRB or EC staff, IRB or EC chairs, and members; and others.

· Policies and procedures indicate how education requirements are monitored.

· Policies and procedures describe continuing education requirements and time frames.

· Policies and procedures describe what actions the IRB or EC or the Organization takes if training requirements are not fulfilled.
· When following VA regulations and guidance: 
· Policies and procedures indicate: 
· All individuals who are subject to VA regulations are required to: 
· Complete training in good clinical practice and the ethical principles on which human research is to be conducted before they may participate in human participants research. 
· Update such training every two years thereafter. Local VA facilities have the option of defining every two years as within 730 days after the previous training, within the second full calendar year after the previous training, or within the second full fiscal year after the previous training. Each VA facility must specify which definition of every two years it uses in its policies and procedures for this training requirement. 
· When following Department of Defense (DoD) regulations and requirements: 
· Policies and procedures require initial and continuing research ethics education for all personnel who conduct, review, approve, oversee, support, or manage human participants research. 
· There may be specific DoD educational requirements or certification required. 
· Policies and procedures indicate how the IRB or EC staff, chair, and members; and Researchers and Research Staff become aware of the specific requirements contained in Department of Defense regulations and requirements and educated about these requirements when appropriate. 

Element I.1.F: The Organization has and follows written policies and procedures for reviewing the scientific or scholarly validity of a proposed research study. Such procedures are coordinated with the ethics review process.

· Essential requirements:

· Policies and procedures describe the Organization’s evaluation of proposed research for scientific or scholarly validity.

· Policies and procedures indicate who is responsible for scientific review.

· Scholarly or scientific review of proposed research addresses the following issues:

· Does the research use procedures consistent with sound research design?

· Is the research design sound enough to yield the expected knowledge?

· If scientific review is conducted by an entity other than the IRB or EC, policies and procedures describe how the review is documented and communicated to the IRB or EC.
· When following VA regulations and guidance: 
· Policies and procedures indicate the Research and Development Committee conducts scientific review or to whom the Committee has delegated this responsibility. 
· When following Department of Defense regulations and requirements: 
· Policies and procedures have substantive amendments to approved research undergo scientific review prior to IRB or EC review or conducted by the IRB or EC. 

Element I.1.G: The Organization has and follows written policies and procedures that identify applicable laws in the localities where it conducts human research, takes them into account in the review and conduct of research, and resolves differences between federal or national law and local laws.

· Essential requirements:

· Policies and procedures describe the application of laws relevant to research involving humans as participants, when the research is conducted:

· In the jurisdiction where the Organization resides.

· Outside the jurisdiction where the Organization resides.

· Policies and procedures describe the process to resolve conflicts between federal or national law and other applicable laws.

· When following DHHS and FDA regulations and guidance:
· If the Organization oversees research that involves adults unable to provide legally effective consent, policies and procedures describe the Organization’s decision about or process to determine who is a “legally authorized representative” as defined by DHHS and FDA regulations. 
· If the Organization oversees research that involves children as participants, policies and procedures describe the Organization’s decision about or process to determine who is a “child” as defined by DHHS and FDA. 
· If the Organization oversees research that involves children who are wards as participants, policies and procedures describe the Organization’s decision about or process to determine who is a “guardian” as defined by DHHS and FDA regulations. 

	Standard I-2: 
The Organization ensures that the Human Research Protection Program has resources sufficient to protect the rights and welfare of research participants for the research activities that the Organization conducts or oversees.




· Essential requirements: 

· The Organization maintains adequate resources for support of the operations of the HRPP, including but not limited to administrative resources including space and personnel, in order to meet the accreditation standards. 

· Policies and procedures describe the plan to evaluate resources needed for the HRPP. 

· If the Organization relies on the services or components of another Organization, policies and procedures describe the steps followed (e.g., criteria, evaluation, or monitoring) to evaluate whether the service or component meets the relevant accreditation standards. 

· When following VA regulations and guidance: 
· Policies and procedures indicate the medical center director is responsible for ensuring provision of adequate resources to support the operations of the HRPP so that those operations are in compliance with all VA and other federal requirements that govern human participants research protection. 
· The VA facility has an established or designated IRB by: 
· Establishing its own IRB. 
· Securing the services of an OHRP- registered IRB established by another VA facility, VA central IRB, VA regional IRB, or affiliated medical or dental school. In policies and procedures: 
· The IRB agrees to comply with VA requirements when reviewing VA research. 
· The provision of services by the IRB is established through a memorandum of understanding or other written agreement that outlines the responsibilities of the VA and the academic affiliate. 
· If using the VA Central IRB, the provision of services by the VA Central IRB is established through a memorandum of understanding between VHA Central Office and the local VA facility. 
· A VA facility’s own internal IRB cannot serve as an IRB of record for any non-VA entity except a Department of Defense (DOD) facility or a VA nonprofit research and educational foundation. 
· Securing a waiver from the chief research and development officer to use the services of an IRB within another federal agency that has federal regulations to protect research participants. 
· Policies and procedures do not allow the VA facility to use a commercial IRB for VA research. 
· The medical center director is responsible for ensuring an annual evaluation of the facility’s HRPP. This function may be delegated to the Research and Development Committee. 
· If using the VA Central IRB, the medical center director delegates authority to one or more individuals from the local VA facility to: 
· Provide comments or suggestions to VA Central IRB, in response to VA Central IRB’s initial review considerations.

· 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. 
· Serve as liaison between the VA facility and both the local site Researcher and VA Central IRB. 

	Standard I-3: 
The Organization’s transnational research activities are consistent with the ethical principles set forth in its Human Research Protection Program and meet equivalent levels of participant protection as research conducted in the Organization’s principal location while complying with local laws and taking into account cultural context.



· Essential requirements:

· The Organization has policies and procedures for reviewing transnational research including:

· Ensuring appropriate expertise and knowledge of the country(ies) either through IRB membership of consultants.

· Confirming the qualifications of Researchers and Research Staff for conducting research in that country(ies).

· Initial review, continuing review, and review of modifications.

· Knowledge of local laws.

· Post-approval monitoring.

· Handling of complaints, non-compliance, and unanticipated problems involving risk to participants or others.

· Consent process and other language issues.

· Communication and coordination with local IRBs or ECs when appropriate.

· All policies and procedures that are applied to research conducted domestically should be applied to research conducted in other countries, as appropriate.
· When following VA regulations and guidance: 

· Policies and procedures indicate: 

· Permission must be obtained from the chief research and development officer, or designee, prior to initiating any VA-approved international research. 

· The VA facility director must approve any request for permission to conduct international research prior to forwarding it to the chief research and development officer. 

· All international sites must hold an international federalwide assurance, and the research must be approved by the IRB or Ethics Committee of the participating sites listed on the international federalwide assurance. 

· The Researcher must conduct the research in accordance with VA requirements and all other applicable federal requirements for protecting human participants, tissue banking, use of databases, federal criminal laws, and the standards of ethical conduct for employees of the executive branch. 

· When following Department of Defense regulations and requirements: 

· Policies and procedures include additional safeguards for research conducted with international populations: 

· The Organization or Researcher has permission to conduct research in that country by certification or local ethics review. 

· The Researcher follows all local laws, regulations, customs, and practices. 

	Standard I-4: 
The Organization responds to the concerns of research participants.



Element I.4.A: The Organization has and follows written policies and procedures that establish a safe, confidential, and reliable channel for current, prospective, or past research participants or their designated representatives that permits them to discuss problems, concerns, and questions; obtain information; or offer input with an informed individual who is unaffiliated with the specific research protocol or plan.

· Essential requirements:

· Contact information for an individual or office that is unaffiliated with a specific research study is available to current, former, and prospective research participants to:

· Discuss problems, concerns, and questions.

· Obtain information.

· Offer input.

· Policies and procedures describe the steps followed when the Organization responds contacts from participants or others.
· When following VA regulations and guidance: 

· Policies and procedures indicate: 

The medical center director is responsible for ensuring a local research participant outreach program is implemented that includes a reliable mechanism for research participants to communicate with Researchers and with an informed VA representative who is independent of the research study in question (e.g., providing contact information in the consent document).
Element I.4.B: The Organization conducts activities designed to enhance understanding of human research by participants, prospective participants, or their communities, when appropriate. These activities are evaluated on a regular basis for improvement.
· Essential requirements:

· Policies and procedures describe the plan and methods for enhancing the understanding of participants, prospective participants, and communities.

· Policies and procedures describe the periodic evaluation of outreach activities.

· When following VA regulations and guidance: 

· Policies and procedures indicate: 

· The medical center director is responsible for ensuring a local research participant outreach program implemented that includes: 

· Researchers making every reasonable effort to provide 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 prospective research participants in settings where participants might be recruited (e.g., clinic waiting areas) and to each prospective participant when that individual is approached to take part in a study. 

· Providing venues for research participants and their designated representatives to obtain information, discuss their questions and concerns, and offer their input. 

· When appropriate, making educational activities available for research participants and their communities.

Element I.4.C: The Organization promotes the involvement of community members, when appropriate, in the design and implementation of research and the dissemination of results.
· Essential requirements:

· Policies and procedures describe the additional considerations for reviewing research involves community members in the research process, including the design and implementation of research and the dissemination of results. 

	Standard I-5: 
The Organization measures and improves, when necessary, compliance with organizational policies and procedures and applicable laws, regulations, codes, and guidance. The Organization also measures and improves, when necessary, the quality, effectiveness, and efficiency of the Human Research Protection Program.




Element I.5.A: The Organization conducts audits or surveys or uses other methods to assess compliance with organizational policies and procedures and applicable laws, regulations, codes, and guidance. The Organization makes improvements to increase compliance, when necessary.
· Essential requirements:

· The Organization has a quality improvement plan that periodically assesses compliance of the HRPP.

· The plan states the goal of the quality improvement plan with respect to achieving and maintaining compliance.

· The plan defines at least one objective to achieve or maintain compliance. 

· The plan defines at least one measure of compliance. 

· The plan describes the methods to assess compliance and make improvements. 

· When following VA regulations and guidance: 

· Policies and procedures indicate: 

· The medical center director is responsible for ensuring appropriate auditing of local human participants research studies to assess compliance with all applicable local, VA, and other federal requirements including, but not limited to, Office of Research Oversight requirements. 

· A research compliance officer is an individual whose primary responsibility is auditing and reviewing research projects relative to requirements for the protection of human participants. 

· Conducts annual consent document audits. 

· Conducts triennial regulatory audits on all research protocols. 

· The VA facility’s lead research compliance officer must report directly to the medical center director. The activities of the research compliance officer may not be determined or managed by the Research Service, research investigators, or any other research personnel. 

· The IRB is required to conduct audits. 

· Procedures must include, but are not limited to: 

· Criteria that might prompt increasing the frequency of audits beyond the minimal required frequency. 

· The timeframe for reporting audit findings to the IRB. 

· Types of corrective actions the IRB can require based on the audit findings. 

· Who should implement and review the corrective actions. 

· How to evaluate the results of any corrective actions. 

· The IRB can accept audits conducted by the research compliance officer to fulfill auditing requirements.
· The IRB may require more frequent audits by the research compliance officer or by other means. The IRB also may require the research compliance officer 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 aspects of the study might be based on considerations including, but not limited to: 

· Involvement of vulnerable populations. 

· Level of risk. 

· Phase I or Phase II studies. 

· Involvement of FDA approved drugs for which there has been a new safety warning issued, or change in the labeling that indicates increased risks. 

· Issues of noncompliance. 

· Data confidentiality or security concerns. 

Element I.5.B: The Organization conducts audits or surveys or uses other methods to assess the quality, efficiency, and effectiveness of the Human Research Protection Program. The Organization identifies strengths and weaknesses of the Human Research Protection Program and makes improvements, when necessary, to increase the quality, efficiency, and effectiveness of the program.
· Essential requirements:

· The Organization has a quality improvement plan that periodically assesses the quality, efficiency, and effectiveness of the HRPP.

· The plan states the goals of the quality improvement plan with respect to achieving targeted levels of quality, efficiency, and effectiveness of the HRPP. 

· The plan defines at least one objective of quality, efficiency, or effectiveness. 

· The plan defines at least one measure of quality, efficiency, or effectiveness. 

· The plan describes the methods to assess quality, efficiency, and effectiveness and make improvements. 

Element I.5.C: The Organization has and follows written policies and procedures so that Researchers and Research Staff may bring forward to the Organization concerns or suggestions regarding the Human Research Protection Program, including the ethics review process.
· Essential requirements:
· Policies and procedures describe the process for Researchers and Research Staff to obtain answers to questions, express concerns, and convey suggestions regarding the HRPP. 

Element I.5.D: The Organization has and follows written policies and procedures for addressing allegations and findings of non-compliance with Human Research Protection Program requirements. The Organization works with the Institutional Review Board or Ethics Committee, when appropriate, to ensure that participants are protected when non-compliance occurs. Such policies and procedures include reporting these actions, when appropriate.
· Essential requirements:

· Policies and procedures define: 

· Non-compliance. 

· Serious non-compliance. 

· Continuing non-compliance. 

· Policies and procedures describe the various mechanisms for informing the Organization or IRB or EC of non-compliance: 

· Reporting requirements for Researchers, staff, and employees. 

· Consideration of complaints and protocol deviations. 

· Results of audits. 

· Policies and procedures describe: 

· The Organization’s process to decide whether each allegation of non-compliance has a basis in fact. 

· The Organization’s process to decide whether each incident of non-compliance is serious or continuing. 

· Policies and procedures describe the Organization’s process to manage non-compliance that is neither serious nor continuing. 

· Policies and procedures describe the process for management of serious or continuing non-compliance by the convened IRB or EC, including: 

· If a primary reviewer system is used, documents distributed to primary reviewers. 

· Documents distributed to all IRB or EC members. 

· The range of possible actions considered by the IRB or EC: 

· Required actions: 

· Suspension of IRB approval the research. 

· Termination of IRB approval the research. 

· Notification of current participants when such information might relate to participants’ willingness to continue to take part in the research. 

· Optional actions: 

· Modification of the protocol. 

· Modification of the information disclosed during the consent process. 

· Providing additional information to past participants. 

· Requiring current participants to re-consent to participation. 

· Modification of the continuing review schedule. 

· Monitoring of the research. 

· Monitoring of the consent process. 

· Referral to other organizational entities. 

· Policies and procedures describe the reporting of serious or continuing non-compliance, including: 

· A requirement for the report to be distributed to: 

· Specific organizational officials. 

· Other agencies when the research is overseen by those agencies. 
· The maximum time allowed between the recognition of a reportable event and fulfilling reporting requirements. 

· When following DHHS regulations and guidance: 

· Policies and procedures describe the reporting of serious or continuing non-compliance to OHRP. 

· When following FDA regulations and guidance: 

· Policies and procedures describe the reporting of serious or continuing non-compliance to FDA. 

· When following VA regulations and guidance: 

· Policies and procedures include the following definitions, procedures, and timeframes: 

· Serious and continuing non-compliance: 

· Serious non-compliance is a failure to adhere to the laws, regulations, or policies governing research involving human participants that may reasonably be regarded as: 

· Involving substantive harm, or a genuine risk of substantive harm, to the safety, rights, or welfare of human research participants, research staff, or others. 

· Substantively compromising the effectiveness of a VA facility’s HRPP. 

· Continuing non-compliance is a persistent failure to adhere to the laws, regulations, or policies governing human research. 

· The determination that non-compliance is “serious” or “continuing” rests with the IRB. 

· Apparent serious or continuing non-compliance: 

· Within five business days of becoming aware of any apparent or possible serious or continuing non-compliance, members of the VA research community are required to ensure that the apparent non-compliance has been reported in writing to the IRB. 

· Research compliance officer reports of apparent serious or continuing non-compliance. 

· Within five business days of identifying apparent serious or continuing non-compliance based on an consent document audit, regulatory audit, or other systematic audit of VA research, the research compliance officer must provide a written report of the apparent non-compliance directly (without intermediaries) to: 

· Medical center director. 

· Associate chief of staff for research 

· The Research and Development Committee 

· The IRB 

· Other relevant research review committees. 

· Within five business days of receiving such notification, the medical center director must report the apparent serious or continuing non-compliance to: 

· The appropriate Office of Research Oversight research officer. 

· Veterans Integrated Service Network (VISN) director. 

· Office of Research Development. 

· An initial report of apparent serious or continuing non-compliance based on an research compliance officer consent document audit, research compliance officer regulatory audit, or other systematic research compliance officer audit is required regardless of whether disposition of the matter has been resolved at the time of the report. 

· IRB review of apparent serious or continuing non-compliance. 

· The IRB must review a report of apparent serious or continuing non-compliance at its next convened meeting. 

· Should the IRB determine that the reported incident constitutes serious non-compliance or continuing non-compliance, within five business days after the determination the IRB chair, or designee must provide a written report of the determination directly to: 

· Medical center director. 

· Associate chief of staff for research. 

· Research and Development Committee 

· Other relevant research review committee. 

· Unless the non-compliance has already been reported, within five business days after receiving such notification, the medical center director must report the determination to: 

· The appropriate Office of Research Oversight research officer. 

· The VISN director. 

· Office of Research Development. 

· An initial report of an IRB determination that serious non-compliance or continuing non-compliance occurred is required, even where the determination is preliminary or disposition of the matter has not been resolved at the time of the report. 

· The IRB must reach a determination that serious or continuing non-compliance did (or did not) occur within 30-45 days after receiving a report of apparent non-compliance. 

· Remedial actions involving a specific study or research team must be completed within 90-120 days after the IRB’s determination. 

· Remedial actions involving programmatic non-compliance must be completed within 120-180 days after the IRB’s determination, unless remediation requires substantial renovation, fiscal expenditure, hiring, or legal negotiations. 

· Members of the VA research community must report possible serious or continuing non-compliance with VA or other federal requirements related to human research or with IRB requirements or determinations to the associate chief of staff for research and development and the IRB within five business days after becoming aware of it. 

· Policies and procedures describe the reporting of serious or continuing non-compliance to: 

· The Office of Research and Development, if VA-funded. 

· The Regional Office of Research Oversight. 

· The VA Privacy Office, when the report involves unauthorized use, loss, or disclosure of individually identifiable patient information. 

· The VHA Information Security Officer when the report involves violations of VA information security requirements. 

· A research compliance officer identifying serious or continuing noncompliance, during an informed consent or regulatory audit, must report the noncompliance to the facility director, the associate chief of staff for research and development, the Research and Development Committee, and the IRB as soon as possible but no later than five business days after becoming aware of the noncompliance. 

· IRBs of academic affiliates that are the IRB of record for VA facilities must follow the VA requirements. 

· When following Department of Defense (DoD) regulations and requirements: 

· Policies and procedures describe the reporting of serious or continuing non-compliance to DoD. 

	Standard I-6: 
The Organization has and follows written policies and procedures to ensure that research is conducted so that financial conflicts of interest are identified, managed, and minimized or eliminated.



Element I.6.A: The Organization has and follows written policies and procedures to identify, manage, and minimize or eliminate financial conflicts of interest of the Organization that could influence the conduct of the research or the integrity of the Human Research Protection Program.
· Essential requirements:

· Policies and procedures provide a definition of organizational financial conflict of interest that includes: 

· Licensing, technology transfer, patents 

· Investments 

· Gifts 

· Financial interests of senior administrators 

· Other financial interests 

· Policies and procedures describe the process to identify or disclose financial conflicts of interest of the Organization: 

· A policy addressing financial conflict of interest pertaining to technology transfer and patents is not required if this matter is addressed in other policies and procedures. 

· A separate policy addressing the identification and management of financial conflicts of interest of senior administrative officials is not required, if this is covered in the Organization’s financial conflict of interest policy for individuals. 

· Policies and procedures describe the process that the Organization uses to evaluate organizational financial conflict of interest. 

· The evaluation criteria do not vary by funding or regulatory oversight. 

· Policies and procedures describe the process the committee or individual who evaluates and manages financial interests of the Organization uses to inform the IRB or EC of the evaluation, including any management plan, when appropriate. 

Element I.6.B: The Organization has and follows written policies and procedures to identify, manage, and minimize or eliminate individual financial conflicts of interest of Researchers and Research Staff that could influence the conduct of the research or the integrity of the Human Research Protection Program. The Organization works with the Institutional Review Board or Ethics Committee in ensuring that financial conflicts of interest are managed and minimized or eliminated, when appropriate.
· Essential requirements:

· Policies and procedures define the financial interests of Researchers and Research Staff for which the Organization requires disclosure. 

· Policies and procedures require disclosure of: 

· Financial interests of Researchers and Research Staff. 

· Financial interests of immediate family members. 

· Policies and procedures define immediate family members. 

· Immediate family members at a minimum include the spouse and each dependent child. 

· Financial interests that require disclosure include: 

· For Organizations that must follow Public Health Service (PHS) and FDA regulations: Both PHS and FDA regulations. 

· For Organizations that must follow only FDA regulations: FDA regulations. 

· For Organizations that must follow PHS and National Science Foundation (NSF) regulations: Both PHS and NSF regulations. 

· For organizations that must follow only PHS research: PHS regulations. 

· For organizations that must follow only NSF regulations: NSF regulations. 

· For organizations that are not required to follow FDA, NSF, or PHS regulations: Disclosures equivalent to FDA, NSF, or PHS regulations. 

· Others: Evaluate on a case-by-case basis. 

· Disclosure criteria do not vary by funding or regulatory oversight. 

· Policies and procedures describe the process the Organization uses to evaluate financial interests. 

· The evaluation criteria do not vary by funding or regulatory oversight. 

· If a committee or individual other than the IRB or EC evaluates and manages financial interests of Researchers and Research Staff, policies and procedures describe: 

· The process to inform the IRB or EC of the results of this evaluation, including any management plan. 

· The process that allow the IRB or EC to have the final authority to decide whether the interest and its management, if any, allows the research to be approved. 

· Policies and procedures ensure that reporting requirements for funding or regulatory agencies are met. 

	Standard I-7: 
The Organization has and follows written policies and procedures to ensure that the use of any investigational or unlicensed test article complies with all applicable legal and regulatory requirements.



Element I.7.A: When research involves investigational or unlicensed test articles, the Organization confirms that the test articles have appropriate regulatory approval or meet exemptions for such approval.
· Essential requirements:

· Policies and procedures describe the legal and regulatory requirements that apply to the use of investigational test articles. 

· Policies and procedures describe the process the Organization uses to confirm that test articles have appropriate regulatory approval, such as a clinical trial certificate or an IND or IDE, or meet exemption requirements for such approvals. 

· When following FDA regulations and guidance: 

· When research involves the use of a drug other than a marketed drug in the course of medical practice, policies and procedures describe the process to confirm that: 

· The drug has an IND or the research meets one of the FDA exemptions from the requirement to have an IND. 

· When research is conducted to determine the safety or effectiveness of a device, policies and procedures describe the process to confirm that the device has an IDE issued by the FDA, the device fulfills the requirements for an abbreviated IDE, or the research meets one of the FDA exemptions from the requirement to have an IDE. 
· The IRB or EC makes a determination whether the device is a significant or non-significant risk device. 

· When research involves a drug with an IND or a device with an IDE, policies and procedures describe the process to confirm that the IND or IDE number is valid. 

· When following VA regulations and guidance: 

· Policies and procedures have the Researcher: 

· Ensure the local Pharmacy Service or Research Service Investigational Pharmacy receives: 

· Documentation of IRB and any other relevant approvals. 

· A copy of VA Form 10-9012 (if applicable). 

· A copy of the current approval protocol. 

· A copy of the consent document for each participating participant with all appropriate signatures. 

· Documentation of IRB continuing review approval. 

· Copies of sponsor-related correspondence specific to the drugs as appropriate. 

· Copies of all correspondence addressed to the Researcher from the FDA specific to the investigational drugs as appropriate. 

· Inform the chief, pharmacy service, the research pharmacy when applicable, and the IRB in writing with a study involving investigational drugs has been suspended, terminated, or closed. 

· Comply with all dispensing requirements. 

· Comply with all documentation requirements and make relevant records accessible to the investigational drug pharmacist when requested.

Element I.7.B: The Organization has and follows written policies and procedures to ensure that the handling of investigational or unlicensed test articles conforms to legal and regulatory requirements.
· Essential requirements:

· Policies and procedures describe the control of investigational drugs. 

· Policies and procedures describe the control of investigational devices. 

Element I.7.C: The Organization has and follows written policies and procedures for compliance with legal and regulatory requirements governing emergency use of an investigational or unlicensed test article.
· Essential requirements:

· In order to use a test article in an emergency situation, policies and procedures describe the criteria that permit the emergency use of a test article. 

· Policies and procedures indicate consent will be obtained in accordance with regulations or laws or meet the requirements for an exception to obtain consent. 

· Policies and procedures describe the role of the IRB or EC as appropriate. 

· When following DHHS regulations and guidance: 

· Policies and procedures state that patients receiving a test article in an emergency use as defined by FDA regulations may not be considered to be a research participant. 

· DHHS regulations do not permit data obtained from patients to be classified as human participants research, nor permit the outcome of such care to be included in any report of a research activity subject to DHHS regulations. 

· When following FDA regulations and guidance: 

· In order to use a test article in a life threatening situation without prior IRB or EC review, policies and procedures include the following criteria: 

· The participant is in a life-threatening or severely debilitating situation. 

· No standard acceptable treatment is available. 

· There is not sufficient time to obtain IRB or EC approval. 

· The use is reported to the IRB or EC within five working days. 

· Any subsequent use of the test article is subject to IRB or EC review. 

· Policies and procedures indicate consent will be obtained in accordance with FDA regulations, or the circumstances meet the exception to the requirement for consent in FDA regulations. 

· Policies and procedures state that under FDA regulations, the emergency use of a test article, other than a medical device, is a clinical investigation, the patient is a participant, and the FDA may require data from an emergency use to be reported in a marketing application. 

· When following VA regulations and guidance: 

· Policies and procedures state that a patient receiving a test article in an emergency use that is regulated by FDA is not considered to be involved in research and is not a research participant. 

VA regulations pertaining to research involving human participants do not permit data obtained from patients to be classified as human participants research, nor may the outcome of such care be included in any report of a research activity subject to VA regulations pertaining to research involving human participants.
	Standard I-8: 
The Organization works with public, industry, and private Sponsors to apply the requirements of the Human Research Protection Program to all participants.



Element I.8.A: The Organization has a written agreement with the Sponsor that addresses medical care for research participants with a research-related injury, when appropriate.

· Essential requirements:
· Policies and procedures have contracts or other funding agreements that indicate who will provide care and who is responsible to pay for it.

· For independent IRBs:

· If the Organization contracts with Sponsors or clinical research organizations, contracts or other funding agreements state that Sponsors are required to indicate who will provide care and who is responsible to pay for it.

· Policies and procedures include the process used to obtain and attestation or other written statement from the Researcher or clinical research organization that contracts indicate who will provide care and who is responsible to pay for it.

Element I.8.B: In studies where Sponsors conduct research site monitoring visits or conduct monitoring activities remotely, the Organization has a written agreement with the Sponsor that the Sponsor promptly reports to the Organization findings that could affect the safety of participants or influence the conduct of the study.

· Essential requirements:

· Policy and procedures have contracts or other funding agreements require the Sponsor to promptly report to the Organization any findings that could:

· Affect the safety of participants.
· Influence the conduct of the study.
· For independent IRBs: 

· If the Organization contracts with Sponsors or clinical research organizations, contracts or other funding agreements state that Sponsors are required to promptly report to the IRB findings that could affect the safety of participants or influence the conduct of the study. 

· Policies and procedures include the process used to obtain an attestation or other written statement from the Researcher or clinical research organization that contracts obligate the Sponsor to promptly report any findings of study monitors that could affect the safety of participants or influence the conduct of the study to the Researcher or organization conducting the research. 

· Policies and procedures require Researchers or the organization conducting the research to promptly forward this information to the IRB. 

Element I.8.C: When the Sponsor has the responsibility to conduct data and safety monitoring, the Organization has a written agreement with the Sponsor that addresses provisions for monitoring the data to ensure the safety of participants and for providing data and safety monitoring reports to the Organization.

· Essential requirements:

· Policies and procedures have contracts or other funding agreements require the Sponsor to send data and safety monitoring reports to the Organization. 

· Contracts or other funding agreements specify the time frame for providing routine and urgent data and safety monitoring reports to the Organization. 

· For independent IRBs: 

· If the Organization contracts with Sponsors or clinical research organizations, contracts or other funding agreements state that Sponsors are required to send routine and urgent data and safety monitoring reports to the IRB. 

· Policies and procedures include the process used to obtain an attestation or other written statement from the Researcher or clinical research organization that contracts obligate the Sponsor to send routine and urgent data and safety monitoring reports to the Researcher or organization conducting the research. 

· Policies and procedures require Researchers or the organization conducting the research to forward this information to the IRB. 
Element I.8.D: Before initiating research, the Organization has a written agreement with the Sponsor about plans for disseminating findings from the research and the roles that Researchers and Sponsors will play in the publication or disclosure of results.

· Essential requirements:
· Policies and procedures have contracts or other funding agreements require the Sponsor to follow the Organization’s policies and procedures regarding the publication of findings from sponsored research.
Element I.8.E: When participant safety could be directly affected by study results after the study has ended, the Organization has a written agreement with the Sponsor that the Researcher or Organization will be notified of the results in order to consider informing participants.

· Essential requirements:

· Policies and procedures have contracts or other funding agreements describe the steps followed to communicate findings from a closed research study to the Researcher or Organization when those findings directly affect participant safety. 

· Policies and procedures have contracts or other funding agreements specify a time frame after closure of the study during which the Sponsor will communicate such findings (e.g., two years). 

· For independent IRBs: 

· If the Organization contracts directly with Sponsors or clinical research organizations, 

contracts or other funding agreements include a requirement that Sponsors communicate findings from a closed research study to the IRB when those findings directly affect participant safety. 

· Specify a time frame after closure of the study during which the Sponsor will communicate such findings (e.g., two years), when appropriate. 

· Policies and procedures include the process used to obtain an attestation or other written statement from the Researcher or clinical research organization that contracts obligate the Sponsor to notify the Researcher or organization conducting the research any study results after the study has ended that could directly affect participant safety. 

· Specify a time frame after closure of the study during which the Sponsor will communicate such findings (e.g., two years), when appropriate. 

· Policies and procedures require Researchers or the organization conducting the research to forward this information to the IRB. 

	Domain II: Institutional Review Board or Ethics Committee


	Standard II-1: 
The structure and composition of the IRB or EC are appropriate to the amount and nature of the research reviewed and in accordance with requirements of applicable laws, regulations, codes, and guidance.



Element II.1.A: The IRB or EC membership permits appropriate representation at the meeting for the types of research under review, and this is reflected on the IRB or EC roster. The IRB or EC has one or more unaffiliated members; one or more members who represent the general perspective of participants; one or more members who do not have scientific expertise; one or more members who have scientific or scholarly expertise; and, when the IRB or EC regularly reviews research that involves vulnerable participants, one or more members who are knowledgeable about or experienced in working with such participants.
· Essential requirements:
· IRB or EC rosters include: 

· Names. 

· Earned degrees. 

· Representative capacities. 

· Scientific/nonscientific status. 

· Affiliation status (whether the IRB or EC member or an immediate family member of the IRB or EC member is affiliated with the Organization). 

· Indications of experience sufficient to describe each IRB or EC member’s chief anticipated contributions. 

· Employment or other relationship between each IRB or EC member and the Organization. 

· Alternate members. 

· The primary members or class of primary members for whom each alternate member can substitute. 

· According to IRB or EC rosters: 

· Each IRB or EC has at least five members with varying backgrounds to promote complete and adequate review of research commonly conducted by the Organization. 

· No IRB or EC has members who are all males or all females. 

· No IRB or EC has members who represent a single profession. 

· Each IRB or EC has at least one member whose primary concerns are in scientific areas. 

· Each IRB or EC has at least one member whose primary concerns are in nonscientific areas. 

· Each IRB or EC has at least one member who is not otherwise affiliated with the Organization and who is not part of the immediate family of a person who is affiliated with the Organization. 

· Each IRB or EC has at least one member who represents the perspective of research participants. 

· When following VA regulations and guidance: 

· For a VA using an academic affiliate’s IRB or other local VA facility’s IRB, policies and procedures indicate: 

· The IRB includes two or more VA employees who hold a minimum of 5/8ths VA-compensated appointments to serve as voting members unless a waiver is obtained from the chief research and development officer. 

· Individuals working on without compensation appointments from the VA facility and those with intergovernmental personnel act (IPA) appointments cannot be VA representatives. 

· At least one VA representative has scientific expertise. 

· The VA representatives serve as full members of the IRB and reviewed non-VA research matters coming before the IRB. 

· Policies and procedures indicate: 

· Veterans whose only relationship with the VA facility 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. Individuals who perform occasional volunteer activities without compensation (WOC) are not considered affiliated. However, those who hold a WOC appointment for volunteer activities other than IRB service are considered to be affiliated. Individuals who have retired from the VA and who are receiving VA retirement benefits are considered affiliated. 

· The non-affiliated voting member must be given a VA WOC appointment if the non-affiliated voting member is performing the duties and responsibilities of an IRB voting member. 

· Officials in Research and Development administration including, but not limited to, the associate chief of staff for research and development and the administrative officer for research and development, and IRB administrative staff, do not serve as voting members of the IRB. 

· The research compliance officer may serve as a non-voting consultant, as needed, to the VA facility’s IRB. The research compliance officer may not serve as a voting or non-voting member of the IRB. The research compliance officer may attend meetings of the IRB when requested by the IRB or as specified by local procedure. These requirements are also relevant for an affiliate IRB. 

Element II.1.B: The IRB or EC has qualified leadership (e.g., chair and vice chair) and qualified members and staff. Membership and composition of the IRB or EC are periodically reviewed and adjusted as appropriate.
· Essential requirements:

· Policies and procedures describe the appointment of: 

· IRB or EC members. 

· IRB or EC chairs and vice-chairs when appropriate. 

· Alternate members. 

· Policies and procedures describe the function of alternate members. 

· Policies and procedures describe the periodic assessment and feedback provided to: 

· IRB or EC members. 

· IRB or EC chairs, and vice-chairs when appropriate. 

· IRB or EC staff. 

· When following VA regulations and guidance, policies and procedures indicate: 

· The medical center director is responsible for appointing the IRB chair (or co-chairs, or chair and vice chair), and IRB voting members. 

· Names of potential new IRB voting members for a VA facility’s local IRB must be submitted to the medical center director in writing. 

· Policies and procedures indicate IRB members are appointed for a period of three years. They may be re-appointed to a new three- year term without lapse in service at the end of each term. 

· The IRB chair (or co-chairs, or chair and vice chair) are appointed for a term of up to one year, and may be re-appointed after each year indefinitely. 

· There may be one IRB chair, co-chairs, or a chair and a vice chair. 

· The IRB chair, co-chairs, and vice-chairs are voting members of the IRB. 

· The IRB chair at the VA facility must be a paid VA employee. 

· The medical center director is responsible for suspending or terminating the IRB membership of any individuals who are not fulfilling their member responsibilities or obligations. 

Element II.1.C: The Organization has and follows written policies and procedures to separate competing business interests from ethics review functions.
· Essential requirements:

· Policies and procedures prohibit individuals who are responsible for business development from: 

· Serving as members on the IRB or EC. 

· Carrying out day-to-day operations of the review process. 

· Policies and procedures prohibit IRB or EC members from owning equity in the Organization, if appropriate. 

Element II.1.D: The IRB or EC has and follows written policies and procedures so that members and consultants do not participate in the review of research protocols or plans in which they have a conflict of interest, except to provide information requested by the IRB or EC.
· Essential requirements:

· Policies and procedures indicate IRB or EC members and consultants do not participate in any review in which they have a conflict of interest, except to provide information requested by the IRB or EC. 

· Policies and procedures define when an IRB or EC member has a conflict of interest. 

· The definition considers financial issues. 

· The definition considers non-financial issues. 

· The definition is at least as stringent as the level of a Researcher’s financial interest that requires evaluation as a possible conflict of interest. 

· Policies and procedures describe the process to identify IRB or EC members and consultants with a conflict of interest. These policies cover each type of review, such as: 

· Review by a convened IRB or EC. 

· Review by the expedited procedure. 

· Review of unanticipated problems involving risks to participants or others. 

· Review of non-compliance with regulations or laws or the requirements of the IRB or EC. 

· Policies and procedures indicate IRB or EC members and consultants with a conflict of interest: 

· Are excluded from discussion except to provide information requested by the IRB or EC. 

· Are excluded from voting except to provide information requested by the IRB or EC. 

· Leave the meeting room for discussion and voting. 

· Are not counted towards quorum. 

· IRB members with a conflict are documented in the minutes as being absent with an indication that a conflict of interest was the reason for the absence. 
· When following DHHS regulations: 

· The threshold for financial interest reporting is $10,000. 

· When following FDA regulations: 

· The threshold for financial interest reporting is $50,000. 

Element II.1.E: The IRB or EC has and follows written policies and procedures requiring research protocols or plans to be reviewed by individuals with appropriate scientific or scholarly expertise and other expertise or knowledge as required to review the research protocol or plan.
· Essential requirements:

· Policies and procedures describe the process so that at least one person with appropriate scientific or scholarly expertise conducts an in-depth review of the protocol. 

· Policies and procedures describe the process to determine whether other types of expertise or knowledge are required in order to conduct an in-depth review of the protocol. 

· Policies and procedures have the IRB or EC defer to another meeting, IRB or EC, or obtain consultation if there is not at least one person on the IRB or EC with appropriate scientific or scholarly expertise or other expertise or knowledge to conduct an in-depth review of the protocol. 

· Policies and procedures describe who evaluates each protocol to determine whether a consultant is needed. 

· Policies and procedures describe the process to obtain consultants. 

· Policies and procedures indicate consultants do not vote with IRB or EC members. 

· Policies and procedures describe the ways in which information provided by consultants is documented. 

	Standard II-2: 
The Research Review Unit systematically evaluated each research study to ensure the protection of participants.



Element II.2.A: The IRB or EC has and follows written policies and procedures for determining when activities are exempt from applicable laws and regulations, when permitted by law or regulation and exercised by the IRB or EC. Such policies and procedures indicate that exemption determinations are not to be made by Researchers or others who might have a conflict of interest regarding the studies.
· Essential requirements:

· Policies and procedures identify the entity or individuals who are authorized to make exemption determinations. 

· Policies and procedures define which research studies involving human participants are exempt. 

· Policies and procedures inform Researchers: 

· Whom to ask for an authoritative decision about whether research involving human participants is exempt from regulation. 

· What information to submit. 

· Policies and procedures describe the process to provide determinations about whether research involving human participants is exempt from regulation that includes: 

· Specific titles of persons or offices authorized to make determinations. 

· Criteria used to make determinations 

· The process used to communicate determinations. 

· When following DHHS regulations and guidance: 

· The criteria for exemptions are consistent with: 
· Subpart A of the DHHS regulations. 

· Subpart B of the DHHS regulations. 

· Subpart D of the DHHS regulations. 

· When following FDA regulations and guidance: 

· The criteria for exemptions are consistent with FDA regulations. 

· When following VA regulations and guidance: 

· The IRB chair or an experienced IRB member designated by the chair must review all requests for exemptions. 

· The determination must be recorded. 

· The determination must be signed by the IRB voting member who reviewed the research and made the determination that the research was exempt or denied the exemption. 

· The documentation must include the specific categories justifying the exemption or, if the request is denied, include the reason for the denial. 

Element II.2.B: The IRB or EC has and follows written policies and procedures for addressing protection of participants in research that is exempt from applicable laws and regulations. These functions may be delegated to an entity other than the IRB or EC.
· Essential requirements:
· Policies and procedures describe the evaluation of exempt research as to whether it fulfills the Organization’s ethical standards. Such an evaluation might include: 

· The research holds out no more than minimal risk to participants. 

· Selection of participants is equitable. 

· If there is recording of identifiable information, there are adequate provisions to maintain the confidentiality of the data. 

· If there are interactions with participants, the IRB or EC should determine whether there should be a consent process that will disclose such information as: 

· That the activity involves research. 

· A description of the procedures. 

· That participation is voluntary. 

· Name and contact information for the Researcher. 

· There are adequate provisions to maintain the privacy interests of participants. 

Element II.2.C: The IRB or EC has and follows written policies and procedures for conducting meetings by the convened IRB or EC.

· Essential requirements:

· Policies and procedures describe: 

· The timing of document distribution before convened IRB or EC meetings. 

· The timing and scheduling of IRB or EC meetings. 

· Limits placed on the number of items on the agenda, if any. 

· Other functions of the agenda, e.g., informing IRB or EC members of research protocols approved using the expedited process. 

· Policies and procedures indicate that at convened meetings: 

· A majority of IRB or EC members has to be present. 

· At least one member whose primary concerns are in non-scientific areas has to be present. 

· For research to be approved it has to receive the approval of a majority of members present at the meeting. 

· If quorum is lost during a meeting, the IRB or EC cannot take votes until the quorum is restored. 
· When the convened IRB or EC reviews research involving prisoners, the prisoner representative is present. 

· At least one unaffiliated member is present at convened meetings. 

· This may be accomplished by one of the following: 

· Requiring an unaffiliated member as part of quorum. 

· Placing an attendance requirement on the affiliated member (e.g. attend 10 of 12 meeting per year). 

· Documenting the general attendance of the unaffiliated member (e.g. minutes indicate attendance at 10 of 12 meetings). 

· At least one member who represents the general perspective of participants is present at convened meetings. 

· This may be accomplished by one of the following: 

· Requiring a member who represents the general perspective of participants as part of quorum. 

· Placing an attendance requirement on the member (e.g. attend 10 of 12 meeting per year). 

· Documenting the general attendance of the member (e.g. minutes indicate attendance at 10 of 12 meetings). 

· If the IRB or EC reviews research that involves categories of participants vulnerable to coercion or undue influence, one or more individuals who are knowledgeable about or experienced in working with such participants are present. 

· Policies and procedures describe who determines quorum is established and how it is documented. 

· Policies and procedures state that if quorum is lost during a meeting, the IRB or EC cannot take votes until the quorum is restored. 

· If required members (e.g. non-scientific) leave the room and quorum is lost votes cannot be taken until the quorum is restored, even if half of the members are still present. 

· Policies and procedures describe the use of any materials or technology used to conduct meeting or meet regulatory requirements. For example, all members have laptop computers to access materials; handouts, posters, or projections contain the criteria for approval; or meetings are conducted over the Internet. 

· Policies and procedures describe how votes are taken and documented, and what constitutes approval. 

· Policies and procedures describe the role of the chair and vice-chair, if there are vice-chairs: 

· Voting responsibilities. 

· Role of the chair and vice-chair prior to, during, and after the meeting. 

· When following VA regulations and guidance: 

· When the IRB of record is an affiliate’s IRB, policies and procedure indicate that at least one of the VA members has to be present during the review of VA research. 

Element II.2.D: The IRB or EC has and follows written policies and procedures to conduct reviews by the convened IRB or EC.

· Element II.2.D.1. – Initial review

· Element II.2.D.2. – Continuing review

· Element II.2.D.3. – Review of proposed modifications to previously approved research
· Essential requirements:

· Policies and procedures describe the process the IRB or EC uses to review research for initial review, continuing review, and review of modifications to previously approved research: 

· The primary reviewer system used, if any. 

· The process used to supplement the IRB’s or EC’s review. 

· The range of possible actions that the IRB or EC is allowed to take. 

· If the IRB approves research with conditions: 

· Substantive changes or requirements, requests for more information for IRB consideration, and other issues related to the criteria for approval require review and approval by the convened IRB or EC. 

· Minor or prescriptive changes or requirements may be reviewed for approval by the IRB or EC chair. 

· The date of approval is the date the conditions were determined to be met. 

· A process for the IRB or EC to determine which protocols need review more often than annually. 

· For initial review of research by a convened IRB, policies and procedures indicate that when they are scheduled to attend an IRB or EC meeting, all members (including attending alternate members) are provided and review: 

· The full protocol, application, or a protocol summary containing the relevant information to determine whether the proposed research fulfills the criteria for approval. 

· Proposed consent document. 

· Recruitment materials. 
· At least one member is provided and reviews the investigator’s brochure (when one exists). 

· For continuing review of research by a convened IRB or EC, policies and procedures indicate that, when they are scheduled to attend an IRB or EC meeting, all IRB or EC members (including alternate members) are provided and review: 

· The full protocol, application, or a protocol summary containing the relevant information necessary to determine whether the proposed research continues to fulfill the criteria for approval. 

· The current consent document. 

· Any newly proposed consent document. 

· A status report on the progress of the research. 

· For continuing review of research by a convened IRB or EC, policies and procedures indicate that at least one IRB or EC member is provided and reviews the complete protocol including any protocol modifications previously approved by the IRB or EC. 

· The status report on the progress of the research includes: 

· The number of participants accrued. 

· A summary since the last IRB review of: 

· Adverse events and adverse outcomes experienced by participants. 

· Unanticipated problems involving risks to participants or others. 

· Participant withdrawals. 

· The reasons for withdrawals. 

· Complaints about the research. 

· Amendments or modifications. 

· Any relevant recent literature. 

· Any interim findings. 

· Any relevant multi-center trial reports. 

· The Researcher’s current risk-potential benefit assessment based on study results. 

· Policies and procedures have the IRB or EC use the required criteria for approval for all reviews of research, including initial review, continuing review, and review of a modification to previously approved (when the modification affects a criterion for approval). 

· Policies and procedures have the IRB or EC determine whether continuing review should occur at an interval less than one year. 

· Policies and procedures describe: 

· Whether the expiration date is the last date that the protocol is approved or the first date that the protocol is no longer approved. 

· The calculation of the expiration date. 

· If the IRB approves research with conditions: 

· Substantive changes or requirements, requests for more information for IRB consideration, and other issues related to the criteria for approval require review and approval by the convened IRB or EC. 

· Minor or prescriptive changes or requirements may be reviewed for approval by the IRB or EC chair. 

· The date of approval is the date the conditions were determined to be met. 

· IF the research expires before the conditions are reviewed and approved, all research activities must stop until approval is obtained. 

· Policies and procedures describe: 

· The organizational offices and officials who are notified of the findings of the IRB or EC and the method of notification. 

· The person or office that is responsible for further approval or disapproval of research that is approved by the IRB or EC. 

· The process the IRB or EC uses for reporting its findings and actions to Researchers in writing, including: 

· The decisions to approve, disapprove, or require modifications to secure approval. 

· Any modifications or clarifications required by the IRB as a condition for IRB approval. 

· If an IRB decides to disapprove a research activity, a statement of the reasons for its decision and giving the Researcher an opportunity to respond in person or in writing. 

· The review of Researchers’ responses. 

· For continuing review of research, policies and procedures have the IRB or EC determine: 

· That the protocol needs verification from sources other than the Researchers that no material changes had occurred since previous IRB or EC review. 

· That the current consent document is still accurate and complete. 

· That any significant new findings that arise from the review process and that might relate to participants’ willingness to continue participation will be provided to participants. 

· If a Researcher does not provide continuing review information to the IRB or EC or the IRB or EC has not approved a protocol by the expiration date, policies and procedures: 

· Have all research activities stop. 

· Have interventions and interactions on current participants stop, unless the IRB or EC finds an over-riding safety concern or ethical issue involved such that it is in the best interests of individual participants to continue participating. 

· Do not allow new enrollment of participants to occur. 

· For review of modifications to previously approved research by a convened IRB or EC, policies and procedures indicate that, when they are scheduled to attend a meeting, all members (including alternate members) receive and review all modified documents. 

· Policies and procedures have: 

· The IRB or EC use the criteria to approve modifications to previously approved research when the modifications affect one or more criteria. 

· The IRB or EC determine that any significant new findings that arise from the review process and that might relate to participants’ willingness to continue participation are provided to participants. 

· Changes in approved research that are initiated without IRB or EC approval to eliminate apparent immediate hazards to the participant: 

· Are promptly reported to the IRB or EC. 

· Are reviewed by the IRB or EC to determine whether each change was consistent with ensuring the participants’ continued welfare. 

· Researchers report to the IRB or EC proposed changes in a research study. 

· Researchers report to the IRB or EC the premature completion of a study. 

· Policies and procedures describe actions taken to ensure that proposed changes in approved research during the period for which IRB or EC approval had already been given cannot be initiated without IRB approval. 

· When following DHHS regulations and guidance: 

· For initial review of research by a convened IRB or EC, policies and procedures indicate that at least one member is provided and reviews: 

· The DHHS-approved sample consent document (when one exists). 

· The complete DHHS-approved protocol (when one exists). 

· Any relevant grant applications. 

· When following VA regulations and guidance: 

· Policies and procedures indicate: 

· When a study involves “usual care,” in the protocol or a separate document in the IRB application the Researcher 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. 

· The IRB determines whether the medical record has to be flagged to protect the participant’s safety by indicating participation in the study and the source of more information on the study. 

· Policies and procedures indicate that the patient medical record must be flagged if the participant’s participation in the study involves: 

· Any invasive research procedure. 

· Interventions that will be used in the medical care of the participant, or that could interfere with other care the participant is receiving or may receive. 

· Clinical services that will be used in the medical care of the participant, or that could interfere with other care the participant is receiving or may receive. 

· The use of a survey or questionnaire that may provoke undue stress or anxiety unless that IRB determines that mandatory flagging is not in the best interest of the participant. 

· In other situations, the IRB determines whether flagging is necessary. The IRB might not want to require the medical record to be flagged if: 

· Participation in the study involves only one encounter. 

· Participation in the study involves the use of a questionnaire or previously collected biological specimens. 

· Identification as a participant in a particular study will place the participant at greater than minimal risk. 

· If the IRB determines and documents that the patient health record must be flagged in Computerized Patient Record System (CPRS) as participating in a research, then the health record must identify the Researcher, as well as contact information for a member of the research team that would be available at all times, and contain information on the research study or identify where this information is available. 

· The duration of flagging is determined by local policy. 

· For continuing review of research by the convened IRB the status report on the progress of the research includes: 

· A brief summary of the research methodology. 

· The gender and minority status of those entered into the protocol, when appropriate. 

· Number of participants considered as members of specific vulnerable populations. 

· Information that might influence the risk - potential benefit relationship; such as serious adverse events and complaints regarding the research. 

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

· An assurance that all identified unanticipated internal or local serious adverse events, whether related or unrelated to the research, have been reported as required to the IRB of record. 

· A summary of all unanticipated problems involving risks to participants or others, and all internal or local serious adverse events. 

· A statement signed by the Researcher certifying that all participants entered onto the master list of participants for the study signed the consent document prior to undergoing any study interactions or interventions, unless the IRB has granted a waiver of the consent process or a waiver of the requirement for a signed consent document. 

· If an Researcher does not provide continuing review information to the IRB or the IRB has not approved a protocol by the expiration date, policies and procedures: 

· Stop all research activities including, but not limited to, enrollment of new participants and continuation of research interventions or interactions with currently enrolled participants, and data analysis. 

· Immediately submit to the IRB chair a list of research participants who could be harmed by stopping study procedures. 

· The IRB chair, with appropriate consultation with the chief of staff, determines whether participants on the list may continue participating in the research interventions or interactions.

Element II.2.E: The IRB or EC has and follows written policies and procedures to conduct reviews by an expedited procedure, if such procedure is used.

· Element II.2.E.1. – Initial review

· Element II.2.E.2. – Continuing review

· Element II.2.E.3. – Review of proposed modifications to previously approved research

· Essential requirements:

· Policies and procedures describe:

· That only experienced IRB or EC members may conduct reviews using the expedited procedure. 

· Experienced is defined. 

· The conduct of

· Initial review. 

· Continuing review. 

· Review of modifications using the expedited procedure. 

· Modifications that are “minor” are defined. 

· The information that Researchers have to submit for review using the expedited procedure. 

· That at least one reviewer receives and reviews the same materials that the convened IRB or EC receives for protocols reviewed by the convened IRB or EC (refer to Element II.2.D). 

· The evaluation by the reviewer of research undergoing initial review and continuing review using the expedited procedure: 

· The evaluation by the reviewer of in modifications to previously approved research undergoing review represent “minor” modifications. 

· The criteria for approval using the expedited procedure are the same as those for review by a convened IRB or EC. 
· The prohibition of the reviewer to disapprove research. 

· The process for informing IRB or EC members about approvals by review using the expedited procedure, including: 

· Initial review. 

· Continuing review. 

· Review of modifications to previously approved research. 

· Policies and procedures describe the contingent approval of revisions by the chair or designated IRB or EC member without subsequent review by the convened IRB or EC. 

· When the convened IRB or EC requests substantive clarifications or modifications that are directly relevant to the determinations required by the IRB or EC, policies and procedures have the protocol return to the convened IRB or EC and not be approved by the expedited procedure.
· For continuing review of research policies and procedures indicate that at least one IRB or EC member is provided and reviews the complete protocol, including any protocol modifications previously approved by the IRB or EC. 
· The status report on the progress of the research includes: 

· Number of participants accrued. 

· A summary since the last IRB review of: 

· Adverse events, untoward events, and adverse outcomes experienced by participants. 

· Unanticipated problems involving risks to participants or others. 

· Participant withdrawals. 

· The reasons for withdrawals. 

· Complaints about the research. 

· Amendments or modifications. 

· Any relevant recent literature. 

· Any interim findings. 

· Any relevant multi-center trial reports. 

· The Researcher’s current risk-potential benefit assessment based on study results. 

· For continuing review of research, policies and procedures have the IRB or EC members determine: 

· That the protocol needs verification from sources other than the Researchers that no material changes had occurred since previous IRB or EC review. 

· That the current consent document is still accurate and complete. 

· That any significant new findings that arise from the review process and that might relate to participants’ willingness to continue participation will be provided to participants. 

· If a Researcher does not provide continuing review information to the IRB or EC or the IRB or EC has not approved a protocol by the expiration date, policies and procedures: 

· Have all research activities stop. 

· Have interventions and interactions on current participants stop, unless the IRB or EC finds an over-riding safety concern or ethical issue involved such that it is in the best interests of individual participants to continue participating. 

· Do not allow new enrollment of participants to occur. 

· When following DHHS or FDA regulations and guidance: 
· Policies and procedures describe: 

· The designation by the IRB or EC chair of IRB or EC members who may conduct review using the expedited procedure. 

· The evaluation by the reviewer of whether research undergoing initial review and continuing review using the expedited procedure: 

· Meets all applicability criteria. 

· Represents one or more approvable categories of research. 

· When following VA regulations and guidance: 

· When a study involves “usual care,” in the protocol or a separate document in the IRB application the Researcher 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. 

· The IRB member determines whether the medical record has to be flagged to protect the participant’s safety by indicating participation in the study and the source of more information on the study. 

· Policies and procedures indicate that the patient medical record must be flagged if the participant’s participation in the study involves: 

· Any invasive research procedure. 

· Interventions that will be used in the medical care of the participant, or that could interfere with other care the participant is receiving or might receive. 

· Clinical services that will be used in the medical care of the participant, or that could interfere with other care the participant is receiving or may receive. 

· The use of a survey or questionnaire that may provoke undue stress or anxiety unless that IRB determines that mandatory flagging is not in the best interest of the participant. 

· In other situations, the IRB member determines whether flagging is necessary. The IRB member might not want to require the medical record to be flagged if: 

· Participation in the study involves only one encounter. 

· Participation in the study involves the use of a questionnaire or previously collected biological specimens. 

· Identification as a participant in a particular study will place the participant at greater than minimal risk. 

· If the IRB member determines and documents that the patient health record must be flagged in computerized patient record system (CPRS) as participating in a research, then the health record must identify the Researcher, as well as contact information for a member of the research team that would be available at a times, and contain information on the research study or identify where this information is available. 
· For continuing review of research reviewed by the expedited procedure the status report on the progress of the research includes: 

· A brief summary of the research methodology. 

· The gender and minority status of those entered into the protocol. 

· Number of participants considered as members of specific vulnerable populations. 

· Information that might influence the risk-benefit relationship; such as serious adverse events and complaints regarding the research. 

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

· An assurance that all identified unanticipated internal or local serious adverse events, whether related or unrelated to the research, have been reported as required to the IRB of record. 

· A summary of all unanticipated problems involving risks to participants or others, and all internal or local serious adverse events. 

· A statement signed by the principal Researcher certifying that all participants entered onto the master list of participants for the study signed an consent document prior to undergoing any study interactions or interventions, unless the IRB has granted a waiver or informed consent or a waiver of the signed consent document. 
· If an Researcher does not provide continuing review information to the IRB or the IRB has not approved a protocol by the expiration date, policies and procedures: 

· Stop all research activities including, but not limited to enrollment of new participants, continuation of research interventions or interactions with currently enrolled participants, and data analysis. 

· Immediately submit to the IRB chair a list of research participants who could be harmed by stopping study procedures. 

· The IRB chair, with appropriate consultation with the chief of staff, determines whether participants on the list may continue participating in the research interventions or interactions. 

· When following Department of Defense regulations and requirements: 
· Surveys performed on Department of Defense personnel must be submitted, reviewed, and approved by the Department of Defense after the research protocol is reviewed and approved by the IRB. 

Element II.2.F: The IRB or EC has and follows written policies and procedures for addressing unanticipated problems involving risks to participants or others, and for reporting these actions, when appropriate.
· Essential requirements:

· Policies and procedures define the problems Researchers have to report to the IRB or EC and the time frame for reporting. 

· The list of problems that need reporting includes: 

· Internal adverse events that are unexpected, involve new or increased risks, and are related to the research. 

· External adverse events that are unanticipated problems involving risks to participants or others. 

· Changes made to the research without prior IRB or EC approval in order to eliminate apparent immediate harm. 

· Other unanticipated information that is related to the research and indicates that participants or others might be at increased risk of harm. 

· Policies and procedures define unanticipated problems involving risks to participants or others. 

· Policies and procedures describe: 

· The review of problems reported by Researchers. 

· The determination of whether each reported problem is an unanticipated problem involving risks to participants or others. 

· Policies and procedures describe the review process of unanticipated problems involving no more than minimal risks to participants or others. 

· Policies and procedures describe the convened IRB’s or EC’s review of unanticipated problems involving more than minimal risks to participants or others, including: 

· If a primary reviewer system is used, documents distributed to primary reviewers. 

· Documents distributed to all IRB or EC members. 
· Policies and procedures describe the range of actions considered by the IRB or EC: 

· Required actions: 

· Suspension of the research. 

· Termination of the research. 

· Notification of current participants when such information may relate to participants’ willingness to continue to take part in the research. 

· Optional actions: 

· Modification of the protocol. 

· Modification of the information disclosed during the consent process. 

· Providing additional information to past participants. 

· Requiring current participants to re-consent to participation. 

· Modification of the continuing review schedule. 

· Monitoring of the research. 

· Monitoring of the consent process. 

· Referral to other organizational entities. 

· Policies and procedures describe the reporting of problems determined to represent unanticipated problems involving risks to participants or others, including: 

· The distribution of the report to: 

· Specific organizational officials. 

· Regulatory agencies, when the research is overseen by those agencies, and they require separate reporting. 

· The maximum time allowed between the recognition of a reportable event and fulfilling reporting requirements. 

· When following DHHS regulations and guidance: 

· Policies and procedures include a requirement that the report of unanticipated problems involving risks to participants or others be sent to OHRP, when the research is covered by DHHS regulations. 

· When following FDA regulations and guidance: 

· Policies and procedures include a requirement that the report of unanticipated problems involving risks to participants or others be sent to the FDA, when the research is FDA-regulated. 

· When following VA regulations and guidance: 

· Policies and procedures describe: 

· The terms “unanticipated” and “unexpected” refer to an event or problem in VA research that is new or greater than previously known in terms of nature, severity, or frequency, given the procedures described in protocol-related documents and the characteristics of the study population. 

· For unanticipated problems involving risks to participants or others, members of the VA research community are required to ensure that all unanticipated problems involving risks to participants or others in research are reported promptly to the IRB. 

· For serious unanticipated problems involving risks to participants or others, within five business days of becoming aware of any serious unanticipated problem involving risks to participants or others in VA research, members of the VA research community are required to ensure that the problem has been reported in writing to the IRB. Serious unanticipated problems involving risks to participants or others include: 

· Interruptions of participant enrollments or other research activities due to concerns about the safety, rights, or welfare of human research participants, research staff, or others. 

· Any work-related injury to personnel involved in human research, or any research-related injury to any other person, that requires more than minor medical intervention (i.e., basic first aid), requires extended surveillance of the affected individuals, or leads to serious complications or death. 

· Any VA National Pharmacy Benefits Management (PBM) Bulletins or Communications (sometimes referred to as PBM Safety Alerts) relevant to one or more of the VA facility’s research projects. 

· Any data monitoring committee, data and safety monitoring board or data and safety monitoring committee report describing a safety problem. 

· Any sponsor analysis describing a safety problem for which action at the VA facility might be warranted. 

· Any unanticipated problem involving substantive harm, or a genuine risk of substantive harm, to the safety, rights, or welfare of human research participants, research staff, or others. 

· Any problem reflecting a deficiency that substantively compromises the effectiveness of the VA facility’s HRPP. 

· Local unanticipated serious adverse events. 

· Policies and procedures indicate that within five business days of becoming aware of any local (i.e., occurring in the reporting individual’s own facility) unanticipated serious adverse events in VA research, members of the VA research community are required to ensure that the serious adverse event has been reported in writing to the IRB. 

· This requirement is in addition to other applicable reporting requirements (e.g., reporting to the sponsor under FDA requirements). 

· The unfounded classification of an serious adverse event as “anticipated” constitutes serious non-compliance. 

· IRB review of serious unanticipated problems and unanticipated serious adverse events. 

· Policies and procedures indicate that within five business days after a report of a serious unanticipated problem involving risks to participants or others, or of a local unanticipated serious adverse event, the convened IRB or a qualified IRB member-reviewer must determine and document whether the reported incident was serious and unanticipated and related to the research. 

· “Related” means the event or problem may reasonably be regarded as caused by, or probably caused by, the research. 

· If the convened IRB or the IRB reviewer determines that the problem or event was serious, unanticipated, and related to the research, the IRB chair or designee must report in writing the unanticipated problem or event within five business days after the determination to: 

· medical center director. 

· Associate chief of staff for research. 

· The Research and Development Committee. 

· The medical center director must report the problem or event to the appropriate Office of Research Oversight research officer within five business days after receiving such notification. 

· If the convened IRB or the IRB reviewer determines that the problem or event was serious, unanticipated, and related to the research, a simultaneous determination is required regarding the need for any action  (e.g., suspension of activities; notification of participants) necessary to prevent an immediate hazard to participants in accordance with VA regulations. 

· All determinations of the IRB reviewer (regardless of outcome) must be reported to the IRB at its next convened meeting. 

· If it was determined that the problem or event is serious, unanticipated, and related to the research, the convened IRB must determine and document whether a protocol or consent document modification is warranted. 

· If the convened IRB determines that a protocol or consent document modification is warranted, the IRB must also determine and document: 

· Whether previously enrolled participants must be notified of the modification. 

· When such notification must take place and how such notification must be documented. 

· Policies and procedures include a requirement that the report of unanticipated problems involving risks to participants or others be sent to: 
· The Office of Research and Development, if VA-funded. 
· The Regional Office of Research Oversight. 
· The VA Central Office, if the unanticipated problem involving risks to participants or others is an adverse event. 
· The VA Privacy Office, when the report involves unauthorized use, loss, or disclosure of individually identifiable patient information. 
· The VHA Information Security Officer when the report involves violations of VA information security requirements. 
· IRBs of academic affiliates and the IRB of research for VA facilities must follow these requirements 

Element II.2.G: The IRB or EC has and follows written policies and procedures for suspending or terminating IRB or EC approval of research, if warranted, and for reporting these actions, when appropriate.

· Essential requirements:

· Policies and procedures define: 

· Suspension of IRB approval. 

· Termination of IRB approval. 

· Policies and procedures indicate that the IRB or EC can suspend or terminate approval of research that: 

· Is not being conducted in accordance with the IRB’s or EC’s requirements. 

· Has been associated with unexpected serious harm to participants. 

· Policies and procedures describe who is authorized to suspend or terminate research. 

· Policies and procedures describe who can suspend or terminate IRB approval on an urgent basis. 

· Policies and procedures have suspensions and terminations by someone other than the convened IRB reported to and reviewed by the convened IRB. 

· When study approval is suspended or terminated, policies and procedures have the IRB or EC or the person ordering the suspension or termination: 

· Consider actions to protect the rights and welfare of currently enrolled participants. 

· Consider whether procedures for withdrawal of enrolled participants take into account their rights and welfare (e.g., making arrangements for medical care outside of a research study, transfer to another Researcher, and continuation in the research under independent monitoring). 

· Consider informing current participants of the termination or suspension. 

· Have any adverse events or outcomes reported to the IRB or EC. 

· Policies and procedures describe the prompt reporting of suspensions and terminations of IRB or EC approval. 

· The maximum time allowed between the recognition of a reportable event and fulfilling reporting requirements. 

· The distribution of the report to: 

· Specific organizational officials. 

· Regulatory agencies when the research is overseen by to those agencies, and they require reporting. 

· When following DHHS regulations and guidance: 

· Policies and procedures describe the prompt reporting of suspensions and terminations of IRB or EC approval to OHRP. 

· When following FDA regulations and guidance: 
· Policies and procedures describe the prompt reporting of suspensions and terminations of IRB or EC approval to FDA. 

· When following VA regulations and guidance: 

· Policies and procedures include the following definitions, procedures and timeframes: 

· Administrative hold: 

· An administrative hold is a voluntary interruption of research enrollments and ongoing research activities by an appropriate VA facility official, Researcher, or Sponsor (including the ORD when ORD is the sponsor). 

· The term “administrative hold” does not apply to interruptions of VA research related to concerns regarding the safety, rights, or welfare of human research participants, research investigators, research staff, or others. 

· An administrative hold must not be used to avoid reporting deficiencies or circumstances that otherwise require reporting by federal agencies. 

· Suspension or termination of IRB approval of research: 

· Suspension refers to a temporary interruption in the enrollment of new participants, activities involving previously enrolled participants, or other research activities. 

· Termination refers to a permanent halt in the enrollment of new participants, activities involving previously enrolled participants, or other research activities. 

· The terms “suspension” and “termination” apply to interruptions related to concerns regarding the safety, rights, or welfare of human participants, Researchers, Research Staff, or others. 

· Suspensions and terminations do not include: 

· Interruptions in research resulting solely from the expiration of a protocol approval period. 

· Administrative holds or other actions initiated voluntarily by a VA facility official, Researcher, or Sponsor for reasons other than those described in preceding items. 

· Reporting of terminations or suspensions of research. 

· Any termination or suspension of research (e.g., by the IRB or other research review committee, or by the associate chief of staff for research or other VA facility official) related to concerns about the safety, rights, or welfare of human research participants, Research Staff, or others must be reported in writing within five business days after the termination or suspension occurs to: 

· Medical center director. 

· Associate chief of staff for research. 

· Research and Development Committee. 

· IRB. 

· Other relevant research review committee. 

· The medical center director must report the termination or suspension to the appropriate Office of Research Oversight research officer within five business days after receiving such notification. 

· Policies and procedures describe the prompt reporting of suspensions and terminations of IRB or EC approval to: 

· The Office of Research and Development, if VA-funded. 

· The Regional Office of Research Oversight. 

· The Privacy Office, when the report involves unauthorized use, loss, or disclosure of individually identifiable patient information. 

· The Information Security Officer when the report involves violations of information security requirements. 

· IRBs of academic affiliates that are the IRB of research for a VA facility must follow these requirements. 

Element II.2.H: The IRB or EC has and follows policies and procedures for managing multi-site research by defining the responsibilities of participating sites that are relevant to the protection of research participants, such as reporting of unanticipated problems or interim results.
· Essential requirements:

· When the Researcher is the lead Researcher of a multi-site study, policies and procedures have applications include information about the management of information that is relevant to the protection of participants, such as: 

· Unanticipated problems involving risks to participants or others. 

· Interim results. 

· Protocol modifications. 

· When the Researcher is the lead Researcher of a multi-site study, policies and procedures have the IRB or EC evaluate whether the management of information that is relevant to the protection of participants is adequate. 

· When following VA regulations and guidance: 

· Policies and procedures indicate that for a VA multi-site study, not only the principal Researcher, but also all local site Researchers, must obtain written 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. 

· Research cannot be initiated at any given site until the local Researcher has obtained written notification that the research can be initiated from the local associate chief of staff for research and development. 

· When following Department of Defense regulations and requirements: 

· When conducting multi-site research, policies and procedures indicate that a formal agreement between organizations is required to specify the roles and responsibilities of each party. 

	Standard II-3: 
The IRB or EC approves each research protocol or plan according to criteria based on applicable laws, regulations, codes, and guidance.



Element II.3.A: The IRB or EC has and follows written policies and procedures for identifying and analyzing risks and identifying measures to minimize such risks. The analysis of risk includes a determination that the risks to participants are reasonable in relation to the potential benefits to participants and to society.
· Essential requirements:

· Applications include information allowing the IRB or EC to conduct an analysis of the risks and potential benefits, such as:

· The purposes of the research.

· The scientific or scholarly rationale.

· The procedures to be performed.

· A description of the procedures being performed already for diagnostic or treatment purposes.

· The risks and potential benefits of the research to participants.

· In order to approve research, policies and procedures have the IRB or EC determine that:

· Risks to participants are minimized by using procedures that are consistent with sound research design and that do not unnecessarily expose participants to risk. 

· Risks to participants are minimized, when appropriate, by using procedures already being performed on the participants for diagnostic or treatment purposes. 

· Risks to participants are reasonable in relationship to the potential benefits, if any, to participants, and the importance of the knowledge that may be expected to result. 

· Research studies have the resources necessary to protect participants: 

· Adequate time for the Researchers to conduct and complete the research. 

· Adequate number of qualified staff 

· Adequate facilities 

· Access to a population that will allow recruitment of the necessary number of participants. 

· Availability of medical or psychosocial resources that participants may need as a consequence of the research. 

Element II.3.B: The IRB or EC has and follows written policies and procedures for reviewing the plan for data and safety monitoring, when applicable, and determines that the data and safety monitoring plan provides adequate protection for participants.
· Essential requirements:

· Policies and procedures describe when the IRB or EC considers provisions for monitoring data to ensure the safety of participants to be appropriate. 

· When the IRB or EC considers provisions for monitoring data to ensure the safety of participants to be appropriate, policies and procedures have applications include descriptions of such provisions. 

· In order to approve research in which the IRB or EC considers provisions for monitoring data to ensure the safety of participants to be appropriate, policies and procedures have the IRB or EC determine that the research plan makes adequate provisions. The IRB might consider provisions such as: 

· What safety information will be collected, including serious adverse events. 

· How the safety information will be collected (e.g., with case report forms, at study visits, by telephone calls with participants). 

· The frequency of data collection, including when safety data collection starts. 

· The frequency or periodicity of review of cumulative safety data. 

· The plan might include establishing a data monitoring committee and a plan for reporting data monitoring committee findings to the IRB and the Sponsor. 

· For studies that do not have or are not required to have a data monitoring committee and are blinded, have multiple sites, enter vulnerable populations, or employ high-risk interventions, the IRB or EC needs to carefully review the data and safety monitoring plan and determine whether a data monitoring committee is needed. 

· If not using a data monitoring committee, and if applicable, statistical tests for analyzing the safety data to determine whether harm is occurring; 

· Provisions for the oversight of safety data (e.g., by a data monitoring committee). 

· Conditions that trigger an immediate suspension of the research, if applicable. 

· When following Department of Defense regulations and requirements: 

· Policies and procedures have the IRB or EC consider the appointment of a research monitor: 

· Required for research involve greater than minimal risk, although the IRB or EC can require this for a portion of the research or studies involving no more than minimal risk, if appropriate. 

· The independent research monitor is appointed by name. 

· The research monitor has the authority to: 

· Stop a research study in progress. 

· Remove individuals from study. 

· Take any steps to protect the safety and well being of participants until the IRB or EC can assess. 

Element II.3.C: The IRB or EC has and follows written policies and procedures to evaluate the equitable selection of participants. 
Element II.3.C.1. The IRB or EC has and follows written policies and procedures to review proposed participant recruitment methods, advertising materials, and payment arrangements and determines whether such arrangements are fair, accurate, and appropriate.
· Essential requirements:

· Applications include information that allows the IRB or EC to determine whether selection of participants will be equitable, such as:

· The purposes of the research.

· The setting in which the research will be conducted.

· Whether prospective participants will be vulnerable to coercion or undue influence.

· The selection (inclusion/exclusion) criteria.

· Participant recruitment and enrollment procedures.

· The amount and timing of payments to participants.

· In order to approve research, policies and procedures have the IRB or EC determine that selection of participants is equitable. 

· In making an assessment about whether selection of participants is equitable, policies and procedures have the IRB or EC take into account: 

· The purposes of the research. 

· The setting in which the research will be conducted. 

· Whether prospective participants will be vulnerable to coercion or undue influence. 

· The selection (inclusion/exclusion) criteria. 

· Participant recruitment and enrollment procedures. 

· The influence of payments to participants. 

· Policies and procedures have the IRB or EC review: 

· The information contained in the advertisement. 

· The mode of its communication. 

· The final copy of printed advertisements. 

· The final audio or video taped advertisements. 

· Policies and procedures have the IRB or EC review advertising to ensure that advertisements do not: 

· State or imply a certainty of favorable outcome or other benefits beyond what is outlined in the consent document and the protocol. 

· Include exculpatory language. 

· Emphasize the payment or the amount to be paid, by such means as larger or bold type. 

· Promise “free treatment” when the intent is only to say participants will not be charged for taking part in the investigation. 

· Policies and procedures have advertisements limited to the information prospective participants need to determine their eligibility and interest, such as: 

· The name and address of the Researcher or research facility. 

· The purpose of the research or the condition under study. 

· In summary form, the criteria that will be used to determine eligibility for the study. 

· A brief list of benefits to participants, if any. 

· The time or other commitment required of the participants. 

· The location of the research and the person or office to contact for further information. 

· Applications include the amount and schedule of all payments. 

· Policies and procedures have the IRB or EC review payments to determine that: 

· The amount of payment and the proposed method and timing of disbursement neither is coercive nor presents undue influence. 

· Credit for payment accrues as the study progresses and not be contingent upon the participant completing the entire study. 

· Any amount paid as a bonus for completion is reasonable and not so large as to unduly induce participants to stay in the study when they would otherwise have withdrawn. 

· All information concerning payment, including the amount and schedule of payments, is set forth in the consent document. 

· Policies and procedures describe acceptable and unacceptable payment arrangements for the Sponsor, Organization, Researcher, and those referring research participants. 

· Policies and procedures on payment arrangements address the acceptability of payments in exchange for referrals of prospective participants (“finder’s fees” or “referral fees”). 

· Policies and procedures on payment arrangements address payments designed to accelerate recruitment that are tied to the rate or timing of enrollment (“bonus payments”). 

· When following FDA regulations and guidance: 

· Policies and procedures have the IRB or EC review advertising to ensure that advertisements do not: 

· Make claims, either explicitly or implicitly, about the drug, biologic, or device under investigation that are inconsistent with FDA labeling. 

· Use terms, such as “new treatment,” “new medication,” or “new drug,” without explaining that the test article is investigational. 

· Allow compensation for participation in a trial offered by a Sponsor to include a coupon good for a discount on the purchase price of the product once it has been approved for marketing. 

· When following VA regulations and guidance: 

· Policies and procedures have the IRB allow non-veterans to be entered into VA-approved research studies only when there are insufficient veterans available to complete the study or when the Researcher can present a compelling argument to the IRB for the inclusion of non-veterans (e.g., 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. 

· Policies and procedures prohibit paying participants to participate in research when the research is integrated with a patient's medical care and when it makes no special demands on the patient beyond those of usual medical care. 

· Policies and procedures permit paying participants when: 

· The research is not directly intended to enhance the diagnosis or treatment of the medical condition for which the participant is being treated, and when the standard of practice in affiliated non-VA institutions is to pay participants in this situation. 

· The research is a multi-institutional study and participants at collaborating non-VA institutions are paid for the same participation in the same study at the same rate proposed. 

· In the opinion of the IRB or EC, payment of participants is appropriate in other comparable situations. 

· The participant will incur transportation expenses that would not be incurred in the normal course of receiving treatment and are not reimbursed by another mechanism. 

· Policies and procedures indicate that the medical center director is responsible for ensuring that recruiting documents, flyers, and advertisements for non-VA research are not posted within or on the premises of a VA facility. 

· 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. 

· When following Department of Defense regulations and requirements: 

· When research involves U.S. military personnel policies and procedures include additional protections for military research participants to minimize undue influence: 

· Officers are not permitted to influence the decision of their subordinates. 

· Officers and senior non-commissioned officers may not be present at the time of recruitment. 

· Officers and senior non-commissioned officers have a separate opportunity to participate. 

· When recruitment involves a percentage of a unit, an independent ombudsman is present. 

· When research involves U.S. military personnel, policies and procedures require limitations on dual compensation: 

· Prohibit an individual from receiving pay of compensation for research during duty hours. 

· An individual may be compensated for research if the participant is involved in the research when not on duty. 

Element II.3.D: The IRB or EC has and follows written policies and procedures to evaluate the proposed arrangements for protecting the privacy interests of research participants, when appropriate, during their involvement in the research.
· Essential requirements:

· Applications include a description of provisions to protect the privacy interests of participants.

· In order to approve research, policies and procedures have the IRB or EC determine that the research protocol or plan contains adequate provisions to protect the privacy interests of participants.
Element II.3.E: The IRB or EC has and follows written policies and procedures to evaluate proposed arrangements for maintaining the confidentiality of identifiable data, when appropriate, preliminary to the research, during the research, and after the conclusion of the research.
· Essential requirements:

· Applications include a description of provisions to maintain the confidentiality of data.

· In order to approve research policies and procedures have the IRB or EC determine that, when appropriate, the research protocol or plan contains adequate provisions to maintain the confidentiality of data.
Element II.3.F: The IRB or EC has and follows written policies and procedures to evaluate the consent process and to require that the Researcher appropriately document the consent process.
· Essential requirements:

· Applications include a description of the consent process including:

· The person who will conduct the consent interview.

· The person who will provide consent or permission.

· Any waiting period between informing the prospective participant and obtaining consent.

· Steps taken to minimize the possibility of coercion or undue influence.

· The language used by those obtaining consent.

· The language understood by the prospective participant or the legally authorized representative.

· The information to be communicated to the prospective participant or the legally authorized representative.

· In order to approve research policies and procedures, have the IRB or EC determine that:

· The Researcher will obtain the legally effective consent of the participant or the participant’s legally authorized representative. 

· The circumstances of the consent process provide the prospective participant or the legally authorized representative sufficient opportunity to consider whether to participate. 

· The circumstances of the consent process minimize the possibility of coercion or undue influence. 

· The individuals communicating information to the participant or the legally authorized representative during the consent process will provide that information in language understandable to the participant or the representative. 

· The information being communicated to the participant or the representative during the consent process will not include exculpatory language through which the participant or the legally authorized representative is made to waive or appear to waive any of the participant’s legal rights. 

· The information being communicated to the participant or the legally authorized representative during the consent process will not include exculpatory language through which the participant or the legally authorized representative releases or appears to release the Researcher, the Sponsor, the Organization, or its agents from liability for negligence. 

· In order to approve research, policies and procedures have the IRB or EC determine that in seeking consent, the required disclosures will be provided to each participant or a legally authorized representative in accordance with legal and regulatory requirements. 

· Policies and procedures have the IRB or EC consider whether additional disclosures are required for inclusion in the consent process. 

· Policies and procedures have the IRB or EC determine that the consent process will be documented according to legal and regulatory requirements. 

· When following DHHS regulations and guidance:

· Policies and procedures have the IRB or EC determine that the required and appropriate additional elements of disclosure are included in the consent process. 

· To allow use of the long form of consent documentation, policies and procedures have the IRB or EC determine that: 

· The consent document embodies the basic and required additional elements of disclosure. 

· The participant or the participant’s legally authorized representative will sign the consent document. 

· A copy of the consent document will be given to the person signing the consent document. 

· The Researcher will give either the participant or the representative adequate opportunity to read the consent document before it is signed. 

· To allow the use of the short form of consent documentation, policies and procedures have the IRB or EC determine that: 

· The consent document states that the elements of disclosure required by regulations have been presented orally to the participant or the participant’s legally authorized representative. 

· A written summary embodies the basic and required additional elements of disclosure. 

· There will be a witness to the oral presentation. 

· For participants who do not speak English, the witness is conversant in both English and the language of the participant. 

· The participant or the participant’s legally authorized representative will sign the consent document. 

· The witness will sign both the short form and a copy of the summary. 

· The person actually obtaining consent will sign a copy of the summary. 

· A copy of the signed short form will be given to the participant or the legally authorized representative. 

· A copy of the signed summary will be given to the participant or the legally authorized representative. 

· When following FDA regulations and guidance: 

· Policies and procedures have the IRB or EC determine that the required and appropriate additional elements of disclosure are included in the consent process. 

· Policies and procedures have the IRB or EC determine that: 

· The consent document embodies the basic and required additional elements of disclosure. 

· There is a statement noting the possibility that the FDA may inspect the records that will be provided to each participant. 

· The participant or the participant’s legally authorized representative will sign and date the consent document. 

· The Researcher will give either the participant or the legally authorized representative adequate opportunity to read the consent document before it is signed. 

· To allow the use of the short form of consent documentation, policies and procedures have the IRB or EC determine that: 

· The consent document states that the elements of disclosure required by regulations have been presented orally to the participant or the participant’s legally authorized representative. 

· A written summary embodies the basic and required additional elements of disclosure. 

· There will be a witness to the oral presentation. 

· For participants who do not speak English, the witness is conversant in both English and the language of the participant. 

· The participant or the participant’s legally authorized representative will sign the consent document. 

· The witness will sign both the short form and a copy of the summary. 

· The person actually obtaining consent will sign a copy of the summary. 

· A copy of the signed short form will be given to the participant or the legally authorized representative. 

· A copy of the signed summary will be given to the participant or the legally authorized representative. 

· With regard to data retention when participants withdraw from a clinical trial, policies and procedures have the IRB or EC: 

· When a participant withdraws from a study, the data collected on the participant to the point of withdrawal remains part of the study database and may not be removed. The consent document cannot give the participant the option of having data removed. 

· A Researcher may ask a participant who is withdrawing whether the participant wishes to provide continued follow-up and further data collection subsequent to their withdrawal from the interventional portion of the study. Under this circumstance, the discussion with the participant distinguishes between study-related interventions and continued follow-up of associated clinical outcome information, such as medical course or laboratory results obtained through non-invasive chart review, and address the maintenance of privacy and confidentiality of the participant's information. 

· The Researcher must obtain the participant’s consent for this limited participation in the study (assuming such a situation was not described in the original consent document). The IRB or EC must approve the consent document. 

· If a participant withdraws from the interventional portion of a study and does not consent to continued follow-up of associated clinical outcome information, the Researcher must not access for purposes related to the study the participant's medical record or other confidential records requiring the participant's consent. However, a Researcher may review study data related to the participant collected prior to the participant's withdrawal from the study, and may consult public records, such as those establishing survival status. 

· When following VA regulations and guidance: 

· Department of Veterans Affairs (VA) Form 10-1086, Research Consent Form, or an electronic version of VA Form 10-1086, must be used as the consent document. 

· The only exception is that a Department of Defense (DoD) consent document may be employed for active duty military personnel participating in VA research at DoD sites when VA-specific language is not necessary. 

· When appropriate, VA requires one or more of the following elements of information be provided to each participant. Also, when any of these additional elements are appropriate, the VA requires them to be documented in the IRB-approved consent document, unless documentation of consent is waived. 

· Commercial product. If applicable, that the Researcher believes that the human biologic specimens obtained could be part of, or lead to the development of, a commercially valuable product. 

· 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. Organizations, VA, and other federal requirements must be met for handling, use and storage of biologic specimens and data. 

· 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. Organizations, VA, and other federal requirements must be met for use and storage of data. 

· Re-contact. If the participant will be re-contacted for future research whether within a VA facility or outside a VA facility. 

· Payment for participating in the study. If appropriate, a statement regarding any payment the participant is to receive for participating in the study and how the payment is to be made. 

· Disclosure of results. If the participant will receive a report of the aggregate results or any results specific to the participant. 

· For research involving more than minimal risk, the consent process and document will disclose a statement that in the event of a research-related injury the VA has to provide necessary medical treatment to a participant injured by participation. VA regulations require the VA to provide care for all research-related injuries including those studies that are considered minimal risk even if a statement is not included in the consent process or document for research involving no greater than minimal risk. 

· The consent process and document will disclose a statement that a veteran-participant will not be required to pay for care received as a participant in a VA research project except in accordance with federal law and that certain veterans are required to pay co-payments for medical care and services provided by the VA. 

· The consent document needs to include language explaining the VA’s authority to provide medical treatment to research participants injured by participation in a VA research project. 

· Consent for research must be obtained from each research participant before taking photographs or making voice or video recordings that will be used for research purposes. 

· Unless the IRB grants a waiver of documentation of the consent process for research, the consent document for research must include a discussion of why photographs, or voice or video recordings are being taken for the research, who will have access to them, and what their disposition will be after the research is completed. 

· When the research participant is a patient (either an inpatient or outpatient), the participant must sign VA Form 10-3203 to permit photographs or video and voice recordings that will be used for research purposes even if the IRB has waived the requirement for documentation of consent for research. Photography or recordings cannot occur prior to the patient’s granting such permission. 

· When the research participant is a patient, the participant’s signed and dated VA Form 10-3203 must be placed into the medical record along with, if applicable, the signed and dated research consent document (i.e., VA Form 10-1086). The signed VA Form 10-3203 must be obtained and placed in the participant’s medical record, even if the IRB has waived documentation of consent for research. 

· A witness, if required by the IRB (e.g., the IRB may require a witness if the study involves an invasive intervention or an investigational drug or device). 

· The witness is required to observe only the participant’s or participant legally authorized representative’s signature, not the consent process, unless the Sponsor or IRB requires the witness to observe the consent process. 

· The witness cannot be the person who obtained consent from the participant, but may be another member of the study team or may be a family member. 

· If someone other than the Researcher conducts the interview and obtains consent, policies and procedures have the Researcher formally and prospectively designate in writing in the protocol or the IRB application, the individual who will have this responsibility. The person so delegated must have received appropriate training to perform this activity. This person must be knowledgeable about the research to be conducted and the consenting process, and must be able to answer questions about the study. This designee must be a member of the research team. 

· The 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: 

· There is a waiver of documentation of the consent process, and 

· The IRB determines that including the participants on such a master list poses a risk to the participants from a breach of confidentiality. 

· 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. 

· When following Department of Defense (DoD) regulations and requirements: 

· Policies and procedures have the IRB or EC determine that the disclosure includes that provisions for research-related injury follow the requirements of the DoD component. 

Element II.3.G: The IRB or EC has and follows written policies and procedures for approving waivers or alterations of the consent process and waivers of consent documentation.
· Essential requirements:

· Policies and procedures allow the IRB or EC to waive or alter the consent process by determining that the criteria for waivers or alterations are met.

· Policies and procedures allow the IRB or EC to waive parental permission by determining that the criteria for waivers or alterations are met.

· Policies and procedures allow the IRB or EC to waive the requirement for written documentation of the consent process by determining that the criteria for waivers are met.

· Policies and procedures have the IRB or EC document its findings justifying the waiver or alteration.

· When following DHHS regulations and guidance:

· Policies and procedures allow the IRB or EC to waive or alter the consent process by determining that the regulatory criteria for waivers or alterations of the consent process are met and that the research is not regulated by the FDA.

· Policies and procedures allow the IRB or EC to waive the requirement to document the consent process by determining that the regulatory criteria for waivers are met.

· When the IRB or EC considers waiving the requirement to obtain written documentation of the consent process, policies and procedures have the IRB or EC review a written description of the information that will be provided to participants.

· When granting waivers of the requirement to obtain written documentation of the consent process, policies and procedures have the IRB or EC consider requiring the Researcher to provide participants with a written statement regarding the research.

· When following FDA regulations and guidance:

· Policies and procedures prohibit the IRB or EC from waiving or altering the consent process.

· Policies and procedures allow the IRB or EC to waive the requirement to document the consent process by determining that the regulatory criteria for waivers are met.

· When the IRB or EC considers waiving the requirement to obtain written documentation of the consent process, policies and procedures have the IRB or EC review a written description of the information that will be provided to participants.

· When granting waivers of the requirement to obtain written documentation of the consent process, policies and procedures have the IRB EC consider requiring the Researcher to provide participants with a written statement regarding the research.

· When following VA regulations and guidance:

· Policies and procedures require the IRB to document the reason when it waives the requirement to obtain written documentation of the consent process.
· When following Department of Defense regulations and requirements: 

· Policies and procedures define “experimental subject.” 

· If the research participant meets the definition of “experimental subject,” policies and procedure prohibit a waiver of the consent process unless a waiver is obtained from the Secretary of Defense. 

· If the research participant does not meet the definition of “experimental subject,” policies and procedures allow the IRB or EC to waive the consent process. 

	Standard II-4: 
The IRB or EC provides additional protections for individuals who are vulnerable to coercion or undue influence and participate in research.



Element II.4.A: The IRB or EC has and follows written policies and procedures for determining the risks to prospective participants who are vulnerable to coercion or undue influence and ensuring that additional protections are provided as required by applicable laws, regulations, codes, and guidance.
· Essential requirements:

· Applications include whether some or all of the participants are likely to be vulnerable to coercion or undue influence. 

· When some or all of the participants are likely to be vulnerable, applications include a description of additional safeguards included in the protocol to protect their rights and welfare. 

· In order to approve research where some or all of the participants are likely to be vulnerable, policies and procedures have the IRB or EC determine whether additional safeguards have been included in the protocol to protect their rights and welfare. 

· If research involves pregnant women, fetuses, or neonates, policies and procedures have the IRB or EC follow Subpart B of the DHHS regulations or equivalent protections as allowed by law. 

· If the Organization chooses not to apply Subpart B to all research regardless of funding, policies and procedures include equivalent protections for participants in non-funded research. 

· If research involves prisoners as participants, policies and procedures have the IRB follow Subpart C of the DHHS or equivalent protections as allowed by law. 

· If the Organization chooses not to apply Subpart C to all research regardless of funding, procedures include equivalent protections for participants in non-funded research. 

· If the convened IRB or EC reviews research that involves prisoners, policies and procedures indicate that one or more individuals who are prisoners or prisoner representatives have to be present at the meeting. 

· If research involves children as participants, policies and procedures have the IRB or EC follow Subpart D of the DHHS or equivalent protections as allowed by law. 

· If the Organization chooses not to apply Subpart D to all research regardless of funding, procedures include equivalent protections for participants in non-funded research. 

· If research involves adults unable to consent, policies and procedures have the IRB or EC consider specific criteria for approval of such research that provides additional safeguards to protect their rights and welfare. 

· If the IRB or EC regularly reviews research that involves other vulnerable populations, policies and procedures describe the steps the IRB or EC follows to evaluate whether additional safeguards are included in research to protect the rights and welfare of these participants. 

· When following DHHS regulations and guidance: 
· Policies and procedures have the IRB or EC follow the requirements specified in Subpart B for research involving pregnant women, fetuses, or neonates; Subpart C for research involving prisoners; and Subpart D for research involving children. 
· When following FDA regulations and guidance: 
· Policies and procedures have the IRB or EC follow the requirements specified in Subpart D for research involving children. 
· When following VA regulations and guidance: 
· Policies and procedures have the IRB find and document in the minutes or IRB records specific findings in accordance with VA requirements. 

· Policies and procedures indicate: 

· Research involving fetuses is not allowed. 

· Research involving in vitro fertilization is not allowed. 

· Research involving prisoners as participants is not allowed unless a waiver has been granted by the chief research and development officer. 

· Research involving children as participants is not allowed unless a waiver has been granted by the chief research and development officer and is not approved unless specific requirements are met. 

· International research is not initiated unless permission is obtained from the chief research and development officer or designee. The chief research and development officer, or designee, will not grant permission for an international research study involving prisoners as research participants. 

· Research involving pregnant women as participants is not allowed unless specific requirements are met. 

· Where relevant, the IRB must document why it considers an individual or population to be vulnerable, and that adequate safeguards have been included in the study to protect the rights and welfare of participants who are likely to be vulnerable. Individuals or populations that might be temporarily or permanently vulnerable include, but are not limited to, those who: 

· Are susceptible to coercion or undue influence (e.g., the homeless, prisoners, students, patients with limited or no treatment options, socially and economically disadvantaged). 

· Lack comprehension of the research and its risks (e.g., educationally disadvantaged, dementia, schizophrenia, or depression). 

· Have increased susceptibility to harm from the procedures of the specific study under review (e.g., individuals who would have to answer study survey questions about their sexual assault). 

· Are at risk for economic, social, or legal consequences from the study (e.g., individuals who would have to answer study survey questions about their drug use or HIV status). 

· For adults unable to consent policies and procedures indicate: 

· When Researchers are likely to approach adults who lack decision-making capacity, policies and procedures have the IRB evaluate whether: 

· The proposed plan for the assessment of the capacity to consent is adequate. 

· Assent of the participants is a requirement, and if so, whether the plan for assent is adequate. 

· A re-consenting process may be necessarily for participants with fluctuating decision-making capacity or those with decreasing capacity to give consent. 

· When following Department of Defense (DoD) regulations and requirements: 
· Policies and procedures prohibit research involving prisoners of war. 

· The IRB or EC is aware of the definition of “prisoner of war” for the DoD component granting the addendum. 

Element II.4.B: The IRB or EC has and follows written policies and procedures requiring appropriate protections for prospective participants who cannot give consent or whose decision-making capacity is in question.
· Essential requirements:

· Policies and procedures have the IRB or EC evaluate whether the research involves participants who have diminished decision-making capacity and, if so, provide additional safeguards to ensure an appropriate consent process. 

· When a research study involves populations with diminished decision-making capacity not covered by specific policies and procedures, policies and procedures describe, in general, the steps followed by the IRB or EC to evaluate the consent process for these populations. 

· When research involves pregnant women, fetuses, or neonates, policies and procedures have the IRB or EC follow Subpart B of the DHHS regulations or equivalent laws or regulations to approve an appropriate consent process. 

· When research involves prisoners as participants, policies and procedures have the IRB or EC follow Subpart C of the DHHS regulations or equivalent laws or regulations to approve an appropriate consent process that includes a determination that: 

· The information will be presented in language that is understandable to prisoners. 

· Each prisoner will be informed in advance that participation in the research will have no effect on his or her parole. 

· When research involves children as participants, policies and procedures have the IRB or EC follow Subpart D of the DHHS or FDA regulations or equivalent laws or regulations to approve an appropriate assent process for children and consent process for parents or guardians. 

· When Researchers are likely to approach adults who lack the ability to consent, policies and procedures have the IRB evaluate whether: 

· The proposed plan for the assessment of the capacity to consent is adequate. 

· Assent of the participants is a requirement, and, if so, whether the plan for assent is adequate. 

· When following DHHS regulations and guidance: 

· When research involves pregnant women, policies and procedures have the IRB or EC determine that the consent of the pregnant women is required if the research holds out: 

· The prospect of direct benefit to the pregnant woman. 

· The prospect of direct benefit both to the pregnant woman and the fetus. 

· No prospect of benefit for the woman or 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. 

· When research involves pregnant women, policies and procedures have the IRB or EC determine that the consent of the pregnant woman and the father is required, except that the father’s consent need not be obtained if he is unable to consent because of unavailability, incompetence, or temporary incapacity or the pregnancy resulted from rape or incest if the research holds out the prospect of direct benefit solely to the fetus. 

· When the research involves neonates of uncertain viability, policies and procedures have the IRB or EC determine that the consent of either parent of the neonate is required or, if neither parent is able to consent because of unavailability, incompetence, or temporary incapacity, the legally effective consent of either parent’s legally authorized representative is required, except that the consent of the father or his legally authorized representative need not be obtained if the pregnancy resulted from rape or incest. 

· When the research involves non-viable neonates, policies and procedures have the IRB or EC determine that the consent of both parents is required, except: 

· If either parent is unable to consent because of unavailability, incompetence, or temporary incapacity, the consent of one parent is required. 

· If the pregnancy resulted from rape or incest the consent of the father need not be obtained. 

· When the research involves non-viable neonates, policies and procedures did not allow the IRB or EC to approve the consent of a legally authorized representative. 

· When following DHHS or FDA regulations and guidance: 

· When research involves children, policies and procedures have the IRB or EC following the requirements in Subpart D pertaining to obtaining assent of children and permission of the parents or guardian. 

· For research that involves no more than minimal risk or more than minimal risk with the prospect of direct benefit to the individual children, policies and procedures have the IRB or EC determine whether: 

· The permission of both parents is required unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child, or the permission of one parent is sufficient. 

· For research that involves more than minimal risk without the prospect of direct benefit to the individual children, policies and procedures have the IRB or EC determine that the permission of both parents is required unless one parent is deceased, unknown, incompetent, or not reasonably available, or when only one parent has legal responsibility for the care and custody of the child. 

· Policies and procedures have the IRB or EC determine and document that assent is a requirement of: 

· All children. 

· Some children. 

· None of the children. 

· When the IRB or EC determines that assent is not a requirement of some children, policies and procedures have the IRB or EC determine and document which children are not required to assent. 

· When the IRB or EC determines that assent is not a requirement for some or all children, policies and procedures have the IRB or EC determine and document one or more of the following: 

· The children are not capable of providing assent based on the age, maturity, or psychological state. 

· The capability of the children is so limited that they cannot reasonably be consulted. 

· The intervention or procedure involved in the research holds out a prospect of direct benefit that is important to the health or well-being of the child and is available only in the context of the research. 

· Assent can be waived using the criteria for waiver of the consent process. 

· When the IRB or EC determines that assent is a requirement, policies and procedures have the IRB determine whether: 

· Assent will be documented. 

· If so, the process to document assent. 

· When following VA regulations and guidance: 

· Policies and procedures: 

· Consent is limited by a legally authorized representative to situations where the prospective participant is incompetent or has impaired decision-making capacity, as determined and documented in the person’s medical record in a signed and dated progress note. 

· Consent from the legally authorized representative of the participant can only be obtained from the following: a healthcare agent (i.e., an individual named by an individual in a durable power of attorney for health care); legal guardian or special guardian; 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 close friend, unless otherwise specified by applicable state law. 

· If there is any question as to whether a potential adult participant has decision-making capacity, and there is no documentation in the medical record that the individual lacks decision-making capacity, and the individual has not been ruled incompetent by a court of law, the Researcher must consult with a qualified practitioner (who may be a member of the research team) about the individual’s decision-making capacity before proceeding with the consent process. 

· Individuals, who because of a known condition, are at high risk to temporary or fluctuating lack of decision-making capacity must be evaluated by a qualified practitioner to determine the individual’s ability to provide consent. This evaluation must be performed as described in the IRB-approved protocol. 

· If the individual is deemed to lack decision-making capacity at the time of their participation n the study, a legally authorized representative must provide consent. 

· If the participant regains decision-making capacity, the Researcher must repeat the consent process with the participant, and obtain the participant’s permission to continue with the study. 

· Disclosures to be made to the participant must be made to the participant’s legally authorized representative. 

· The participant’s legally authorized representative must be told that that his or her obligation is to try to determine what the participant would do if able to make an informed decision. If the prospective participant’s wishes cannot be determined, the legally authorized representative must be told that he or she is responsible for determining what is in the participant’s best interest. 

· Have the Researcher explain the proposed research to the prospective participant when feasible even when the participant’s legally authorized representative gives consent. 

· Have the practitioner explain the proposed research to the prospective participant when feasible. 
· Ensure the study includes appropriate procedures for respecting dissent. Prohibit participants from being forced or coerced to participate in a research study. 
Element II.4.C: The IRB or EC has and follows written policies and procedures for making exceptions to consent requirements for planned emergency research and reviews such exceptions according to applicable laws, regulations, codes, and guidance.
· Essential requirements:

· Policies and procedures describe the criteria to waive the requirement to obtain consent for planned emergency research.

· When following FDA regulations and guidance:

· Policies and procedures describe the criteria to approve planned emergency research. The research plan must be approved in advance by the FDA and the IRB or EC, and publicly disclosed to the community in which the research will be conducted.

· When following VA regulations and guidance:

· Policies and procedures do not allow the IRB to waive the requirement to obtain consent for planned emergency research.
	Standard II-5: 
The IRB or EC maintains documentation of its activities.



Element II.5.A: The IRB or EC maintains a complete set of materials relevant to the review of the research protocol or plan for a period of time sufficient to comply with legal and regulatory requirements, Sponsor requirements, and organizational policies and procedures.
· Essential requirements:

· In order to allow a reconstruction of a complete history of IRB actions related to the review and approval of the protocol, policies and procedures have IRB or EC records include copies of: 

· Protocols or research plans. 

· Investigator brochure, if any. 

· Scientific evaluations, when provided by an entity other than the IRB or EC. 

· Recruitment materials. 

· Consent documents. 

· Progress reports submitted by Researchers. 

· Reports of injuries to participants. 

· Records of continuing review activities. 

· Data and safety monitoring reports, if any. 

· Modifications to previously approved research. 

· Unanticipated problems involving risks to participants or others. 

· Documentation of non-compliance. 

· Significant new findings. 

· All correspondence between the IRB or EC and Researchers. 

· Policies and procedures have IRB records for initial and continuing review of research by the expedited procedure include: 

· The justification for using the expedited procedure. 

· Actions taken by the reviewer. 

· Any findings required by laws, regulations, codes, and guidance to be documented. 

· Policies and procedures have IRB or EC records document the justification for exempt determinations. 

· Policies and procedures have IRB or EC records document determinations required by laws, regulations, codes, and guidance. 

· When following VA regulations and guidance: 

· Policies and procedures indicate that the required records, including the Researcher’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). 

· Policies and procedures have IRB records include: 

· Correspondence between the IRB and the Research and Development Committee. 

· Correspondence between the IRB and Researchers. 

· Internal serious adverse events. 

· Documentation of protocol deviations. 

· A resume for each IRB member. 

· All previous membership rosters. 

Element II.5.B: The IRB or EC documents discussions and decisions on research studies and activities in accordance with legal and regulatory requirements, Sponsor requirements, if any, and organizational policies and procedures.
· Essential requirements:

· Policies and procedures have IRB or EC minutes document:

· Actions taken by the IRB or EC.

· Separate deliberations for each action.

· Votes for each protocol as numbers for, against, or abstaining.

· Attendance at the meeting.

· When an alternate member replaces a primary member.

· The basis for requiring changes in research.

· The basis for disapproving research.

· A written summary of the discussion of controverted issues and their resolution.

· For initial and continuing review, the approval period.

· The names of IRB or EC members who leave the meeting because of a conflict of interest along with the fact that a conflict of interest is the reason for the absence. 

· Required determinations and protocol-specific findings justifying those determinations for:

· Waiver or alteration of the consent process.

· Research involving pregnant women, fetuses, and neonates.

· Research involving prisoners.

· Research involving children.

· When following FDA regulations or guidance

· Policies and procedures have IRB or EC minutes document the rationale for significant risk/non-significant risk device determinations. 

· When following VA regulations or guidance

· Policies and procedures have:

· Minutes document the determination of level of risk and the rationale for the IRB’s determinations of the level of risk. 

· Minutes provide a summary of the justification for including non-veterans as participants. 

· Minutes provide 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. The summary needs to include the security measures that are in place to protect the SSN instances embedded in the study. 

· Minutes document the approval of research contingent on specific minor conditions by the chair. 

· The approval is documented in the minutes of the first IRB meeting that takes place after the date of the approval. 

· The IRB provide the minutes to the Research and Development Committee. 

· The IRB write minutes and make them available for review within three weeks of the meeting date. 

· Policies and procedures indicate that minutes cannot be altered by anyone including a higher authority once approved by the members at a subsequent IRB meeting. 

· Attendance of members or alternate members who participate through videoconference or teleconference, and documentation that those members received all pertinent material before the meeting and were able to active 

	Domain III: Researcher and Research Staff


	Standard III-1: 
In addition to following applicable laws and regulations, Researchers and Research Staff adhere to ethical principles and standards appropriate for their discipline. In designing and conducting research studies, Researchers and Research Staff have the protection of the rights and welfare of research participants as a primary concern.



Element III.1.A: Researchers and Research Staff know which of the activities they conduct are overseen by the Human Research Protection Program, and they seek guidance when appropriate.
· Essential requirements:

· Policies and procedures pertaining to Element I.1.A.that address essential requirements.

· When following DHHS regulations and guidance:

· Policies and procedures pertaining to Element I.1.A.that address DHHS-specific requirements.

· When following FDA regulations and guidance:

· Policies and procedures pertaining to Element I.1.A that address FDA-specific requirements.
Element III.1.B: Researchers and Research Staff identify and disclose financial interests according to organizational policies and regulatory requirements and, with the Organization, manage, minimize, or eliminate financial conflicts of interest.
· Essential requirements:

· Policies and procedures pertaining to Element I.6.B. that address essential requirements. 

· When following DHHS regulations and guidance: 

· Policies and procedures pertaining to Element I.6.B. that address DHHS-specific requirements. 

· When following FDA regulations and guidance: 

· Policies and procedures pertaining to Element I.6.B. that address FDA-specific requirements. 

· Note: In the cases above, the policies and procedures pertaining to Element I.6.B. also address the written material requirements for this Element. If the same policies and procedures are provided to Researchers and Research Staff, simply reference those documents in the application for this Element. If there are additional materials, such as an Investigator Handbook or Web pages for Researchers, that are not included in the materials used to support Element I.6.A, but are in support of Element III.1.B, include them here. 

· When following VA regulations and guidance: 

Researchers must disclose conflicts of interest. This means 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 and procedures pertaining to Element I.6.B.that address FDA-specific requirements.
Element III.1.C: Researchers employ sound study design in accordance with the standards of their discipline. Researchers design studies in a manner that minimizes risks to participants.
· Essential requirements:

· Policies and procedures pertaining to Elements II.3.A., II.3.B., and II.4.A. that address essential requirements are consistent with educational materials or Web site information for Researchers, or the Investigator Handbook. 
· Note: In the case above, the policies and procedures pertaining to Elements II.3.A., II.3.B., and II.4.A. also address the written material requirements for this Element. If the same policies and procedures are provided to Researchers and Research Staff, simply reference those documents in the application for this Element. If there are additional materials, such as an Investigator Handbook or Web pages for Researchers, that are not included in the materials used to support Elements II.3.A., II.3.B., and II.4.A., but are in support of Element III.1.C., include them here.
Element III.1.D: Researchers determine that the resources necessary to protect participants are present before conducting each research study.
· Essential requirements:

· Policies and procedures pertaining to Element II.3.A. that address essential elements. 

· Note: The policies and procedures pertaining to Element II.3.A also address the written material requirements for this Element. If the same policies and procedures are provided to Researchers and Research Staff, simply reference those documents in the application for this Element. If there are additional materials, such as an Investigator Handbook or Web pages for Researchers, that are not included in the materials used to support Element II.3.A, but are in support of Element III.1.D., include them here. 

· Researchers are responsible to: 

· Ensure that 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. 

· Ensure that 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. 

Element III.1.E: Researchers and Research Staff recruit participants in a fair and equitable manner.
· Essential requirements:

· Policies and procedures pertaining to Element II.3.C. that address essential requirements. 

· When following FDA regulations and guidance: 

· Policies and procedures pertaining to Element II.3.C. that address specific FDA requirements. 

· When following VA regulations and guidance: 

· Policies and procedures pertaining to Element II.3.C. that address specific VA requirements. 

· When following Department of Defense (DoD) regulations and requirements: 

· Policies and procedures pertaining to Element II.3.C. that address specific DoD requirements. 

· Note: In the cases above, the policies and procedures pertaining to Element II.3.C. also address the written material requirements for this Element. If the same policies and procedures are provided to Researchers and Research Staff, simply reference those documents in the application for this Element. If there are additional materials, such as an Investigator Handbook or Web pages for Researchers, that are not included in the materials used to support Element II.3.C, but are in support of Element III.1.E, include them here. 

· When following VA regulations and guidance: 

· Researchers are required to ensure appropriate telephone contact with participants. This pertains to contacting the participant by telephone. Research team members are prohibited from requesting social security numbers by telephone. 

· During the recruitment process, the Researcher ensures that the research team makes initial contact with the prospective participant in person or by letter prior to initiating any telephone contact, unless there is written documentation that the participant is willing to be contacted by telephone about the study in question or a specific kind of research (e.g., if the prospective participant has diabetes, the participant may indicate a desire to be notified of any diabetes-related research studies). The initial contact must provide a telephone number or other means that the prospective participant can use to verify the study constitutes VA research. 

· Researchers ensure that in later contact, the research team begins telephone calls to the participant by referring to previous contacts and, when applicable, the information provided in the consent document, and ensuring that the scope of telephone contacts with the participant is limited to topics outlined in IRB-approved protocols and consent documents. 

Element III.1.F: Researchers employ consent processes and methods of documentation appropriate to the type of research and the study population, emphasizing the importance of comprehension and voluntary participation to foster informed decision-making by participants.
· Essential requirements:

· Policies and procedures pertaining to Elements II.3.F., II.3.G., and II.4.B. 

· When following DHHS or FDA regulations 

· When the long form of consent documentation is used, Researchers or Research Staff follow regulatory and IRB or EC requirements. 

· When the short form of consent documentation is used, Researchers or Research Staff follow regulatory and IRB or EC requirements. 

· When following DHHS regulations and guidance: 

· Policies and procedures pertaining to Elements II.3.F., II.3.G., and II.4.B. 

· When following FDA regulations and guidance: 

· Policies and procedures pertaining to Elements II.3.F., II.3.G., and II.4.B. that address essential requirements. 

· When following VA regulations and guidance: 

· Policies and procedures pertaining to Elements II.3.F., II.3.G., and II.4.B. that address specific VA requirements. 

· Researchers are required to maintain a master list of all participants from whom consent has been obtained whether the IRB granted a waiver of documentation of consent. 

· Researchers must not add a participant’s name to the master list of all participants until after: 

· Consent has been obtained from that participant, and 

· When appropriate, consent has been documented using an IRB-approved consent document. 

· The Researcher must secure the master list appropriately in compliance with all VA confidentiality and information security requirements in the Researcher’s file for each study. 

· When following Department of Defense (DoD) regulations and requirements: 

· Policies and procedures pertaining to Elements II.3.F., II.3.G., and II.4.B. that address specific DoD requirements. 

· Note: In the cases above, the policies and procedures pertaining to Elements II.3.F., II.3.G., and II.4.B. also address the written material requirements for this Element. If the same policies and procedures are provided to Researchers and Research Staff, simply reference those documents in the application for this Element. If there are additional materials, such as an Investigator Handbook or Web pages for Researchers, that are not included in the materials used to support Elements II.3.F., II.3.G., and II.4.B., but are in support of Element III.1.F., include them here. 
Element III.1.G: Researchers and Research Staff have a process to address participants’ concerns, complaints, or requests for information.
· Essential requirements:

· Policies and procedures describe the way in which the Organization provides research participants with information on how to contact the Researchers or Research Staff in regards to: 

· Concerns, complaints, or questions about the research study. 

· Request for information. 

· When following VA regulations and guidance: 

· Policies and procedures indicate: 

· Researchers are required to make every reasonable effort to make available the informational brochure, “Volunteering in Research – Here Are Some Things You Need To Know,” to prospective research participants in settings where Researchers may recruit participants (e.g., clinic waiting areas), and to prospective participants, and their surrogates where applicable, when the individuals are approached to take part in a study. 

	Standard III-2: 
Researchers and Research Staff meet requirements for conducting research with participants and comply with all applicable laws, regulations, codes, and guidance; the

Organization’s policies and procedures for protecting research participants; and the IRB’s or EC’s determinations.



Element III.2.A: Researchers and Research Staff are qualified by training and experience for their research roles, including knowledge of applicable laws, regulations, codes, and guidance; relevant professional standards; and the Organization’s policies and procedures regarding the protection of research participants.
· Essential requirements:

· Policies and procedures pertaining to Element I.1.D. that address essential requirements. 

· Note: The policies and procedures pertaining to Element I.1.D. also address the written material requirements for this Element. If the same policies and procedures are provided to Researchers and Research Staff, simply reference those documents in the application for this Element. If there are additional materials, such as an Investigator Handbook or Web pages for Researchers, that are not included in the materials used to support Element I.1.D, but are in support of Element III.2.A., include them here. 
Element III.2.B: Researchers maintain appropriate oversight of each research study, as well as Research Staff and trainees, and appropriately delegate research responsibilities and functions.
· When following VA regulations and guidance:

· Policies and procedure indicate that if the principal Researcher or the local site Researcher does not personally obtain consent, the Researcher must formally and prospectively designate to another research team member in writing the protocol or the application for IRB approval the responsibility for obtaining consent, whether a waiver of documentation of the consent process has been approved by the IRB.

· This designee must be a member of the research team. 
· Students and other trainees (including residents and fellows), including VA employees, from schools with an academic affiliation agreement consistent with current VHA policy, may serve as Researcher within a VA facility, or use data, or human biological specimens that have been collected within VA for clinical, administrative, or research purposes. 
· A Researcher sufficiently experienced in the area of the trainee’s research interest must serve as principal Researcher or co-principal Researcher and is responsible for oversight of the research and the trainee. 
Element III.2.C: Researchers and Research Staff follow the requirements of the research protocol or plan and adhere to the policies and procedures of the Organization and to the requirements or determinations of the IRB or EC.

· When following VA regulations and guidance:

· Policies and procedures indicate: 

· The principal Researcher, local site Researcher, and Researcher must uphold professional and ethical standards and practices and adhere to all applicable VA and other federal requirements, including the local VA facility’s standard operating procedures, regarding the conduct of research and the protection of human participants. The responsibilities of the Researcher may be defined in the protocol or IRB application. 

Element III.2.D: Researchers and Research Staff follow reporting requirements in accordance with applicable laws, regulations, codes, and guidance; the Organization’s policies and procedures; and the IRB’s or EC’s requirements.
· Essential requirements:

· Policies and procedures pertaining to Elements I.5.D., II.2.F., II.2.G., and II.2.H. that address essential requirements. 

· When following DHHS regulations and guidance: 

· Policies and procedures pertaining to Elements I.5.D., II.2.F., II.2.G., and II.2.H. that address specific DHHS requirements. 

· When following FDA regulations and guidance: 

· Policies and procedures pertaining to Elements I.5.D., II.2.F., II.2.G., and II.2.H. that address specific FDA requirements. 

· When following VA regulations and guidance: 

· Policies and procedures pertaining to Elements I.5.D., II.2.F., II.2.G., and II.2.H. that address specific VA requirements. 

· When following Department of Defense (DoD) regulations and requirements: 

· Policies and procedures pertaining to Elements I.5.D., II.2.F., II.2.G., and II.2.H. that address specific DoD requirements. 

· Note: In the cases above, the policies and procedures pertaining to Elements I.5.D., II.2.F., II.2.G., and II.2.H. also address the written material requirements for this Element. If the same policies and procedures are provided to Researchers and Research Staff, simply reference those documents in the application for this Element. If there are additional materials, such as an Investigator Handbook or Web pages for Researchers, that are not included in the materials used to support Elements I.5.D., II.2.F., II.2.G., and II.2.H., but are in support of Element III.2.D., include them here. 

· When following VA regulations and guidance: 

· Policies and procedures require the following of Researchers and Research Staff: 

· Within five business days of becoming aware of any local (i.e., occurring in the reporting individual’s own facility) unanticipated serious adverse event in VA research, members of the VA research community are required to ensure that the serious adverse event has been reported in writing to the IRB. 
· This requirement is in addition to other applicable reporting requirements (e.g., reporting to the Sponsor under FDA requirements). 

· The unfounded classification of a serious adverse event as “anticipated” constitutes serious non-compliance. 

· Researchers are required to report deviations from the protocol to the IRB in a time frame specified in local standard operating procedures. 

· Researchers are required to participant complaints to the IRB in a time frame specified in local standard operating procedures. [image: image1.png]
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