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I. INTRODUCTION

[bookmark: _Hlk31363166]The VA Portland Health Care System (VAPORHCS) Exemption Subcommittee Policies & Procedures (P&P) for the protection of exempt human subjects in research is a reference for Exemption Subcommittee members, Exemption Subcommittee Coordinators, Institutional Review Board (IRB) members, IRB Analysts, researchers, and other individuals associated with the Human Research Protection Program (HRPP). This P&P details the policies and procedures based on the regulations and policies governing exempt human research and the requirements for submitting research proposals for review by VAPORHCS Exemption Subcommittee. The Exemption Subcommittee shall adhere to the policies and procedures outlined in this P&P document. Other policies and procedures not included in this document are referenced by title and are available on the VAPORHCS Research & Development Web page.

Questions regarding the VAPORHCS Exemption Subcommittee P&P may be directed to the IRB Analysts and/or the Research Assurance Officer.

Additional information about the Research Program and the Human Research Protection Program may be accessed on the VAPORHCS Research & Development Home Page at http://www.portland.va.gov/research/index.asp 

II. ABBREVIATIONS 
[bookmark: _Hlk31363211]All abbreviations in this P&P are in accordance with those listed in the VAPORHCS IRB P&P, Section II located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc 

III. DEFINITIONS
[bookmark: _Hlk31363258]Definitions specific to the Exemption Subcommittee Policies and Procedures are listed below.

Unless stated otherwise, all other definitions are in accordance with those listed in the VAPORHCS IRB P&P, Section III located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc 

Exemption Determination Official: a qualified designee of an IRB Co-Chair and appointed member of the Exemption Subcommittee with expertise in applying human research exempt regulations in accordance with VHA Directive 1200.05. NOTE: The Exemption Subcommittee Co-Chair is also considered an Exemption Determination Official.

Exempt Human Research: research determined by Exemption Subcommittee or Exemption Determination Official to involve human subjects only in one or more categories as determined by OHRP. NOTE: Categories of exemption are listed on the Certification of Exemption form at http://www.portland.va.gov/portland/research/piservices/rd_forms.asp#alphabetical  

Exemption Subcommittee: a formally established subcommittee of the Research and Development Committee (R&DC) with and for the purposes expressed in the Common Rule related to exempt human research. The IRB also provides oversight and monitoring of such protections. In accordance with the Common Rule, VA and applicable FDA regulations, the Exemption Subcommittee has responsibility for approving, requiring modification (to secure approval), or disapproving exempt human research.

Limited IRB Review:  A required review for exempt categories 2 and 3, if the information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects. The IRB is required to conduct a limited review to make the determinations (i.e., to determine that when appropriate, there are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data).

Qualified Designee: an IRB member with appropriate experience and knowledge to perform a specific duty and designated by an IRB Co-Chair to perform that duty as described in in this P&P. 

IV. PURPOSE AND ETHICAL FRAMEWORK
A. Purpose of the Exemption Subcommittee
The VAPORHCS Exemption Subcommittee’s primary responsibility is to ensure that the rights and welfare of subjects of exempt human research are protected in the VAPORHCS human research program. In doing so, the Exemption Subcommittee must ensure that exempt human research is conducted ethically, and in compliance with VA and other federal regulations, applicable Oregon and Washington state laws (applicable if determined by Regional Counsel to be more stringent than federal law), the signed FWA, and the VAPORHCS’s institutional policies and procedures. 

B. Ethical Principles Governing the Exemption Subcommittee
The Exemption Subcommittee follows all applicable Ethical Principles outlined in the VAPORHCS IRB P&P, Section IV located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc

C. The Regulatory Mandate to Protect Human Subjects
The Exemption Subcommittee follows all applicable Regulatory Mandates outlined in the VAPORHCS IRB P&P, Section IV located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc

V. ROLES AND RESPONSIBILITIES
Roles and Responsibilities specific to the Exemption Subcommittee Policies and Procedures are listed below.

Unless stated otherwise, all other Roles and Responsibilities are in accordance with those listed in the VAPORHCS IRB P&P, Section III located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc

A. Facility Director
1. Suspending or terminating the Exemption Subcommittee membership of any individuals not fulfilling their responsibilities or obligations. 

B. ACOS
1. Suspending or terminating research on an urgent basis if it is not being conducted in accordance with the Exemption Subcommittee’s requirements. 

C. Privacy Officer (PO) and Information System Security Officer (ISSO)
1. The PO is responsible for reviewing all exempt human research that involve signed HIPAA authorization, to ensure all required elements are included and are consistent with all privacy requirements before the PI can begin to use or collect the individual’s information based on an approved research protocol. NOTE: The Exemption Subcommittee does not approve the HIPAA authorization. However, to ensure compliance and streamline communication with PIs, any privacy, confidentiality concerns identified in the HIPAA authorization by the PO can be included with the Exemption Subcommittee contingencies and/or communicated by the PO to the PI directly prior to Exemption Subcommittee approval.
2. The PO and ISSO are responsible for providing summary reports clearly indicating that all applicable requirements have been met or identifying specific deficiencies and suggesting available options to the R&D Committee, within a time frame that does not prolong the initial exemption approval process.

D. R&D
1. The Research & Development Committee serves in an advisory capacity to the Institutional Official (IO) through the Chief of Staff (COS) on the professional and administrative aspects of the research program. For specific responsibilities, see the Research & Development Committee Policies & Procedures at http://www.portland.va.gov/research/documents/rd-sop.pdf 

E. Exemption Subcommittee
1. The VAPORHCS Exemption Subcommittee designated by the VAPORHCS IO and the R&DC (VHA Directive 1200.05) and named in the VAPORHCS FWA.  Exemption Subcommittee must prospectively review and make a decision concerning all human subjects research that meets criteria for exemption from IRB oversight (NOTE: must meet all the requirements described in Directive 1200.05 and 38 CFR Part 16) and is considered VAPORHCS Research (e.g. conducted at the VAPORHCS or by VAPORHCS employees or agents, or otherwise under the auspices of the VA); this includes VAPORHCS Research funded through the VA nonprofit research corporation (NPC). Further, these IRBs have statutory authority to: 
a. Take any action necessary to protect the rights and welfare of human subjects as it relates to exemption from IRB oversight research (i.e. exempt human research).
b. Approve, require modifications in, or disapprove the facility’s exempt human research, based on its consideration of the risks and potential benefits of the research, and whether or not the rights and welfare of human subjects are adequately protected.
c. Facilitate all other responsibilities and adhere to the policies and procedures outlined in the appropriate institutional, HRPP, IRB and R&D Service policies and procedures including, but not limited to:
i. Limited IRB Review
ii. IRB Review and Approval of HIPAA waivers of authorization
iii. Privacy Officer HIPAA authorization approval
d. Conduct annual check-in of exempt human research. 
e. Suspend or terminate approval of exempt human research that is not being conducted in accordance with the Exemption Subcommittee's requirements or that has been associated with unexpected serious harm to subjects (38 CFR 16.113).
f. Observe and/or monitor the VAPORHCS’s conduct of exempt human research, to whatever extent it considers necessary to protect human subjects.

Neither the VA facility nor the investigator may engage the services of another Exemption Subcommittee or IRB for the purposes of avoiding the requirements or determinations of the Exemption Subcommittee and/or VAPORHCS IRB.

Single IRB requirements in the Cooperative Research Provisions (38 CFR 16.114) do not apply to exempt human research. 

F. VAPORHCS IRB 
1. The VAPORHCS IRB is responsible for reviewing all exempt human research that include waiver(s) of authorization, to ensure all requirements are met for approval as outlined in VAPORHCS IRB P&P, Section XVI.A.8, of the located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc. NOTE: The Exemption Subcommittee does not approve the waivers of authorization. However, to ensure compliance and streamline communication with PIs, any privacy, confidentiality concerns identified in the waiver of authorization by the IRB are included with the Exemption Subcommittee contingencies communicated to the PI by the Exemption Subcommittee Coordinator.

2. The VAPORHCS IRB is responsible for conducting Limited IRB Review for all categories of exempt human research that it is required as outlined in Appendix 1 of this P&P. NOTE: Once the IRB performs limited IRB review, the IRB has no further role (unless the Exemption Determination Official determines that the research is not eligible for exemption).

G. Principal Investigators 
1. The Principal Investigator is responsible for conducting exempt human research in accordance to the applicable research Responsibilities outlined in the VAPORHCS IRB P&P located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc

H. Exemption Subcommittee Coordinator
1. Full- and part-time Exemption Subcommittee Coordinators report to the Exemption Subcommittee Co-Chairs, the AO/R&D, and ACOS/R&D. The Exemption Subcommittee Coordinators act as a liaison between the researchers and the Exemption Subcommittee. Space for the Exemption Subcommittee Coordinators and exempt human research files is under the purview of the Research Administration Office. Contact information for the Exemption Subcommittee Coordinators is located on the Research Administration Office web site at http://www.portland.va.gov/Research/contact/index.asp 

2. The Exemption Subcommittee Coordinators are responsible for adhering to the responsibilities for:
a. Reviewing research proposal submissions and advising PIs about federal, VA, state, and local requirements for conducting exempt human research.
b. Maintaining Exemption Subcommittee meeting calendars (as needed), minutes, membership information, membership education, study documentation and records in accordance with regulatory requirements.
c. Tracking the progress of submitted exempt human research protocols. 
d. Generating correspondence to the PI and/or study contact regarding the results of reviews conducted by the Exemption Subcommittee and IRB (e.g. Limited IRB Review and/or Waiver of Authorization approval(s), if applicable.
e. Determining whether a proposal is ready to be reviewed using expedited procedures.
f. Placing reportable events requiring review by a convened board on the Exemption Subcommittee agenda.
g. Creating Exemption Subcommittee agendas for reportable event reviews. 
h. Generating Exemption Subcommittee minutes
i. Maintaining databases related to Exemption Subcommittee study tracking.
j. Responding to requests for consultation, (i.e. questions regarding exempt human research policies and procedures, e.g., questions involving whether or not a project is considered exempt human research and whether it should be submitted to the Exemption Subcommittee or IRB for review and approval) from investigators, research staff, clinicians, etc., received directly from the individual(s) or from the Exemption Subcommittee and/or IRB members and/or Chairs. Exemption Subcommittee Coordinators may consult with Exemption Subcommittee members and Co-Chairs and/or the RAO, if necessary, to address an individual’s questions. 
k. Assigning the Exemption Determination Official review materials submitted to the Exemption Subcommittee. 
l. Facilitating and obtaining Limited IRB Review and/or waiver of authorization approval(s), if applicable.
m. Fulfilling all other responsibilities and adhere to the policies and procedures outlined in the appropriate institutional, IRB, HRPP, and R&D Service committees’ policies and procedures.

VI. EXEMPTION SUBCOMMITTEE MEMBERSHIP
A. Appointment of Members
1. Exemption Subcommittee members, including Co-Chair(s), are selected from current IRB members and nominated by the ACOS/R&D when the ACOS/R&D submits resumes for member(s) to the R&DC. The R&DC reviews the nomination(s) and recommends the individual(s) for formal appointment by the VAPORHCS IO. 

2. All Exemption Subcommittee members, including Co-Chairs(s), are considered full voting members as well as Qualified Designees to perform the duties of an Exemption Determination Official.

3. Members’ length of service, including reappointments and expiration of service will align with their current IRB appointments and standards outlined in the VAPORHCS IRB P&P, Section VI.,  located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc.  (e.g. If a member’s IRB appointment expires on Jun. 30, 2020, Exemption Subcommittee membership will also expire on that date and both memberships will be considered for reappointment at the same time.)

B. Composition
1. Minimum two members

2. Maximum of two Co-Chair(s)

C. Compensation for Exempt Subcommittee Service
1. Exemption Subcommittee members are not compensated for serving on the board but may receive reimbursement for travel costs. 

D. Conflict of Interest 
1. All Exemption Subcommittee members must comply with Conflict of Interest standards outlined in the VAPORHCS IRB P&P, Section VI.,  located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc.  
NOTE: Any individual involved in making the determination of exempt status of a proposed research project cannot be involved in the proposed research. 

E. Training of VAPORHCS-appointed Members
1. All Exemption Subcommittee members must be existing members of the IRB and comply with the standards outlined in the VAPORHCS IRB P&P, Section VI.,  located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc

2. Members, including Co-Chair(s) must be Qualified Designees with expertise to fulfill the duties of the Exemption Determination Official (see definitions).

3. All members must comply with the Continuing Education requirements set form in the policy, Education Requirements for the Conduct of Research located at: http://www.portland.va.gov/research/documents/Education-for-Research.pdf      

VII.    RECORDKEEPING AND REQUIRED DOCUMENTATION
Recordkeeping and Required Documentation specific to the Exemption Subcommittee Policies and Procedures are listed below.

Unless stated otherwise, all other related requirements are in accordance with those listed in the VAPORHCS IRB P&P, Section VII located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc

A. Exemption Subcommittee Records
1. Exemption Subcommittee records include the following: 
a. Exemption Subcommittee membership information
b. Education/training records
c. Credentialing files
d. Standard Operating Procedure
e. Convened Exemption Subcommittee meeting minutes for applicable reportable events (see item F., below)
f. Research project files (see item D below)
g. Federalwide Assurance (FWA)

B. Membership Roster
1. Research Administration Office staff maintain the current VAPORHCS Exemption Subcommittee membership roster. See the Exemption Subcommittee roster at http://www.portland.va.gov/research/hrpp/index.asp?tab=0#roster  for the current composition of the Exemption Subcommittee. The Exemption Subcommittee rosters will include the following information for each member:
a. Name 
b. Earned degree(s) 
c. Representative capacities regarding vulnerable populations (e.g. knowledgeable about or experienced in working with these populations), if any
d. Affiliation status (whether the member or an immediate family member of the member was affiliated with the organization)
e. Indications of experience sufficient to describe each Exemption Subcommittee member’s chief anticipated contributions
f. Employment or other relationship between each Exemption Subcommittee member and the organization
g. Scientific/non-scientific status

Copies of the Exemption Subcommittee members’ appointment letters and curriculum vitae/resume or equivalent, updated at the time of appointment or reappointments, are kept on file by the Research Administration Office.

C. Written Standard Operating Procedures
1. Exemption Subcommittee members are provided links to the electronic copy of the VAPORHCS Exemption Subcommittee Policies and Procedures document at the time they join the Exemption Subcommittee and each time it is updated. Hard copies are provided upon request, or if a member cannot access electronic copies. 

D. Exempt Human Research Project Files
1. The exempt human research project files shall include all documentation related to the protocol, submissions, Exemption Subcommittee and researcher correspondence, documentation of IRB Limited Review and waiver of authorization approval (if applicable), audit reports, Exemption Subcommittee forms, etc. The following information must be present, when applicable:
a. Protocols
b. Scientific evaluations, when provided by an entity other than the Exemption Subcommittee
c. Research personnel forms (e.g. scope of work, conflict of interest)
d. Certificate of Exemption Application
e. Recruitment materials
f. Exempt Research Information Sheets/Scripts
g. HIPAA Authorization approved by the PO
h. Exempt from IRB Oversight documentation (i.e. determinations required by the regulations)
i. Protocol-specific findings supporting determinations for waiver of HIPAA authorization (i.e. determinations required by the regulations)
j. Waiver of authorization documentation (requirements and IRB approval)
k. Limited IRB Review documentation (i.e. determinations required by the regulations)
l. Amendments and minor modifications, including research personnel changes
m. Documentation of all reportable events
n. Participants complaints, unless complaints are filed anonymously
o. Correspondence with researchers, including annual check-in

E. Documentation of Exempt Human Research Review
1. The Exemption Subcommittee members will use the Certificate of Exemption form and applicable reviewer checklists (e.g. advertisement checklist) when reviewing protocols. The determinations regarding the following are prompted for and documented on the form. NOTE: See Section XII., below for Procedures used. 
a. Conflict of Interest
b. Exempt from IRB Oversight (i.e. determinations required by the regulations and ethical criteria met or not met)
c. Exemption category(ies)
d. Limited IRB Review (i.e. determinations required by the regulations)
e. Waiver(s) of Authorization (requirements and IRB approval)
f. Exempt Research Information Sheet/Script (i.e. determinations required by the regulations)
g. Use of Recruitment materials
h. HIPAA Authorization (PO approval required)
i. Special Classes of Subjects 
j. Inclusion of Non-Veterans
k. Type(s) and Source(s) of Individually Identifiable Information
l. Disclosure of Data/biospecimens (i.e. determinations required by the regulations and ethical criteria)
m. Clarifications and/or modifications required to secure approval
n. Name(s) and Signature(s) of reviewers  

F. Minutes
1. The Certificate of Exemption form, including the applicable documentation of exempt human research review noted in the section above, serves as the official minutes of exempt human research review and will be reviewed and acted upon by the R&DC at the next convened R&DC meeting.

2. Reportable events requiring review by a convened Exemption Subcommittee will be documented in the meeting minutes in accordance with the standards outlined in in the VAPORHCS IRB P&P, Section VII., located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc 

G. Full-Board Meeting 
1. Unless stated otherwise, the Exemption Subcommittee Full-Board Meeting policies and procedures are in accordance with the standards outlined in the VAPORHCS IRB P&P, Section VII., located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc 
NOTE: The Exemption Subcommittee reviews all exempt human research using procedures outlined in Section VIII., except Reportable Events, per Section IX., of this P&P. 

2. A quorum consisting of a majority of Exemption Subcommittee members must be present to conduct a convened meeting. Exempt human subject research reviewed must be approved by a majority of Exemption Subcommittee members present at the meeting.

H. Correspondence
1. Accurate records are maintained of correspondence to and from the Exemption Subcommittee, including correspondence with researchers, consultants (if applicable), IRB and the R&DC. Exemption Subcommittee, correspondence are filed in the appropriate research project file located in the VAPORHCS Research Administration Office, electronic research protocol system, or a designated storage area.

2. The Exemption Subcommittee will notify the PI and the R&DC in writing of its determination that a research project is exempt from IRB approval requirements. 

3. If it is determined that a study does not qualify for exemption, then the study team will be contacted to request paperwork for a complete submission, and the study will be evaluated for expedited or convened board review.

4. The R&DC will review exempt human research projects and make a final determination concerning whether to approve the study. The research project may begin once written confirmation from the ACOS/R&D that all applicable approvals have been granted. 

5. If a revision is made to a previously approved exempt human research project, the PI must submit the modification request to the Exemption Subcommittee for review. If the change is determined by the Exemption Determination Official to have affected the previously approved exempt status, the PI must submit applicable forms for review by the IRB of the project as non-exempt human research. If the Exemption Determination Official determines the project remains exempt, the modification shall be reviewed by the Exemption Determination Official and/or another member of the Exemption Subcommittee and/or an Exemption Subcommittee Coordinator (if appropriate, as in the case of minor revisions).

6. Minor revisions, such as personnel changes, may be acknowledged administratively, rather than requiring exempt human research determinations (see item 5., above). The PI will receive an acknowledgement letter signed by Exemption Determination Official and/or another member of the Exemption Subcommittee and/or an Exemption Subcommittee Coordinator. 

7. Dates on Approval Letters and Other Correspondence, policies and procedures are in accordance with the standards outlined in the VAPORHCS IRB P&P, Section VII., located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc 

8. Response to Exemption Subcommittee Correspondence:
a. Any required response to the notifications will be reviewed by the designated Exemption Determination Official or Exemption Subcommittee Coordinator, if applicable for minor revisions and/or personnel changes. 
b. When the Exemption Subcommittee Correspondence includes contingencies requested by the IRB (e.g. Limited IRB Review and/or waiver of authorization), response materials will be routed to them for review and confirmation that stipulations have been met. 
c. The PI shall be provided with an opportunity to respond in person or in writing to all determinations and/or contingencies.
d. Responses should come from the PI or the study coordinator. In cases where a lapse in time could potentially harm human subjects (such as a delay in reporting of an adverse event), co-investigators may communicate directly with the Exemption Subcommittee.

9. Time Allowed for Submission of Modifications Requested:
a. In cases where research projects are approved pending minor modification at the time of initial review, PIs are given a three-month deadline to submit the required modifications. 
b. If the PI has not replied to the contingencies after three months, the Exemption Subcommittee Coordinator will contact the PI to remind them about their contingencies and to determine whether or not the PI will be submitting the contingencies or withdrawing the study. 
c. This deadline may be extended up to another three months, for a total of six months, provided that the PI keeps the Research Administration Office informed of the status of the protocol. After the six- month period, the PI will receive a warning that, if the requested modifications are not submitted within the next seven days, the protocol will be administratively withdrawn. If the project is administratively withdrawn, the PI must resubmit the study to the Exemption Subcommittee for review as a new protocol.

VIII. ROUTINE REVIEW
A. Initial Review
1. All exempt human research is reviewed by a designated Exemption Determination Official (e.g. Exemption Subcommittee member or Co-Chair).

2. The Exemption Determination Official will conduct a review of the materials provided for initial review, and apply the criteria for exemption and approval as noted in this P&P. Evaluation of the approval criteria is facilitated through the use of the Certificate of Exemption form and applicable reviewer checklists located on the Research Service website, which capture VA and other Federal regulations, required elements for determinations, etc.

3. If an exempt human research project receives all final Exemption Subcommittee and applicable IRB approvals and determination, the R&D Committee must provide the final approval before the research can be initiated.  Therefore, a copy of the signed final Exemption Subcommittee approval letter will be forwarded by an Exemption Subcommittee Coordinator to the R&DC Coordinator. Once the research project is approved by the R&DC, the approval letters from the Exemption Subcommittee and any other applicable subcommittees will be sent to the PI and/or designated study contact, along with a letter from the ACOS/R&D notifying them that the research has approval to begin.  These letters will be sent as soon as possible after the R&DC grants approval.

4. In cases of contingent approval, an Exemption Subcommittee Coordinator will notify the PI within three weeks. Responses to contingent approval will be reviewed by an Exemption Determination Official.  If further clarifications or changes are needed, as determined by the Exemption Determination Official after the response is received, an Exemption Subcommittee Coordinator will inform the PI or study contact.  Once the Exemption Determination Official has approved the PI’s response to contingencies, an Exemption Subcommittee Coordinator will sign the final approval letter and forward a copy to the R&DC Coordinator.

B. Continuing Review
1. Exempt human research under the oversight of the Exemption Subcommittee are not required to undergo a continuing review NOTE: Exempt human research must meet all the requirements described in Directive 1200.05 and 38 CFR Part 16. 

C. Annual Check-In
1. The Exemption Subcommittee requires that any significant new findings arising from the review process and that might relate to participants’ willingness to continue participation are provided to participants. The Exemption Subcommittee will verify at the time of Annual Check-In that no unapproved changes have occurred since the last review, but investigators can notify the Exemption Subcommittee at any time of significant new findings.

D. Amendments
1. The Exemption Subcommittee must conduct a review of all proposed modifications to IRB approved research projects, including even minor changes and modifications to Exempt Research Information Sheets/Scripts and advertisements. The IRB must approve any changes prior to the implementation of the proposed changes, except when necessary to eliminate apparent immediate hazards to the subject. In the latter case, changes must be submitted for review by the Exemption Subcommittee promptly after the change. 

2. Modifications are reviewed by the Exemption Subcommittee Coordinator to determine if exempt human research determinations need to be reassessed (e.g. modifications to previously approved exempt human research). Those needing reassessment of exempt status determinations are sent to an Exemption Determination Official along with any other applicable checklists, including the Certificate of Exemption form, for review. 

3. Modifications are also reviewed by the Exemption Subcommittee Coordinator to determine if Limited IRB Review and/or IRB approval of waiver(s) of authorization. Those needing Limited IRB Review and/or IRB approval of waiver(s) of authorization are sent to an Exemption Determination Official with IRB requirements noted along with any other applicable checklists, including the Certificate of Exemption form, for review (see Section XII., below). 

4. Minor revisions, such as personnel changes or those not requiring exempt and/or IRB determinations noted above, may be reviewed and acknowledged administratively. The revisions may be reviewed and acknowledged by an Exemption Determination Official and/or an Exemption Subcommittee Coordinator.

E. Study Finalization Reports
1. Investigators must submit a notice of study finalization to the Exemption Subcommittee upon completion of the research project.

2. At the completion of the entire study, a copy of the master list of all enrolled individuals must be provided to the Research Administration Office, who will share it with the PO (who serves in the role of Health Information Management program manager) and the ISSO to document that access to participant health records is no longer required for a study.

F. Absence of a PI
1. All Principal Investigators of exempt human research must comply with the VAPORHCS IRB P&P regarding Absence of a PI. They will be reviewed and approved according to standards outlined in the VAPORHCS IRB P&P, Section IX.E.4., located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc 

G. Limited IRB Review
1. May be performed by designated Exemption Determination Official as long as they are a current voting IRB member with current applicable research training. NOTE: All Limited IRB Review must meet the criteria and standards outlined in the VAPORHCS IRB P&P, Appendix A located at:   http://www.portland.va.gov/research/documents/irb/irb-sop.doc 

H. IRB Approval of Waivers of Authorization
1. May be reviewed and approved by designated Exemption Determination Official as long as they are an existing IRB member with current applicable research training. NOTE: All waiver of authorization review and approvals must meet criteria and standards outlined in the VAPORHCS IRB P&P, Appendix A located at:   http://www.portland.va.gov/research/documents/irb/irb-sop.doc

IX. REPORTABLE EVENTS
A. Events that constitute problems in research are outlined in the Required Reports in Human Research policy table located at: http://www.portland.va.gov/research/documents/hrpp/required-reports.pdf . 

B. All events meeting the definition of a Protocol Deviation and their corresponding policy and procedures are outlined in the VAPORHCS IRB P&P, Section XV., located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc . 

C. All researchers conducting research as employees or agents in the VAPORHCS or under VA auspices are required to report all problems listed in the Required Reports in Human Research policy table and VAPORHCS IRB P&P.

D. All reportable events for exempt human research will be reviewed by the Exemption Subcommittee according to standards outlined in the VAPORHCS IRB P&P., located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc

E. The Exemption Subcommittee will schedule a meeting of members on a need-to basis. When an event report meets requirements and/or criteria to be reviewed by the convened Exemption Subcommittee, an Exemption Subcommittee Coordinator assigns a primary reviewer to review and present the event report as required and within 30-days of the initial review of the event. 

F. The Exemption Subcommittee follows the policy, Complaints and Allegations of Noncompliance Pertaining to Research located at: http://www.portland.va.gov/research/documents/hrpp/complaints-of-non-compliance.pdf 

X.       ADDITIONAL CONSIDERATIONS DURING REVIEW
A. Contact with Subjects 
1. Any exempt research involving contact with subjects will be reviewed and approved according to standards outlined in the VAPORHCS IRB P&P, Section XIV., Contact with Subjects located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc 

B. Advertisements and Other Recruitment Materials
1. Any exempt research that include advertisements and other recruitment materials will be reviewed and approved according to standards outlined in the VAPORHCS IRB P&P, Section XVI.B.3., Advertisements and Other Recruitment Materials located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc 

C. Payment to Research Participants 
1. Any exempt research that includes payment to research participants will be reviewed and approved according to standards outlined in the VAPORHCS IRB P&P Section XVI.B.5., Payment to Research Participants located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc 

D. Certificates of Confidentiality 
1. Any exempt research that is conducted with a Certificate of Confidentiality will be reviewed and approved according to standards outlined in the VAPORHCS IRB P&P, Section XVI.B.7., located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc 

E. Exemption Subcommittee Considerations of Conflict of Interest
1. Research staff must disclose to the Exemption Subcommittee any potential, actual, apparent, or perceived conflict of interest of a financial, professional, or personal nature that may affect any aspect of the research, and comply with all applicable VA and other federal requirements regarding conflict of interest.  Please see the VAPORHCS Conflict of Interest in Research policy regarding considerations of conflict of interest located at: http://www.portland.va.gov/research/documents/coi-policy.pdf . The conflict of interest policy applies to all full-time and part-time employees, members of governing panel or board and paid or unpaid consultants participating in research approved by the Exemption Subcommittee. 

2. With regard to a conflict of interest identified for a researcher, the Exemption Subcommittee will review and approve the management plan instituted by the R&DC and assure that the plan includes appropriate disclosure to participants in the Exempt Research Information Sheet, as applicable, before giving final approval to a research project. Please refer to the policy, Conflict of Interest in Research, for more information, regarding how conflicts of interest are identified and managed located at: http://www.portland.va.gov/research/documents/coi-policy.pdf

F. Principal Investigator Expertise
1. [bookmark: _Hlk25154118]Principal Investigator Expertise, including professional qualifications and resources of the research team will be reviewed and approved according to standards outlined in the VAPORHCS IRB P&P, Section XVI.B.11., located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc 

G. Credentialing and Education Verification
1. Credentialing and Education Verification of the Principal Investigator and research team will be reviewed and approved according to standards outlined in the VAPORHCS IRB P&P, Section XVI.B.12., located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc 

H. Research Involving Deception
1. If the research involves deceiving the subjects regarding the nature or purposes of the research, exemption is not applicable unless the subject authorizes the deception through a prospective agreement to participate in research in circumstances in which the subject is informed that he or she will be unaware of or misled regarding the nature or purposes of the research.

XI. REVIEW OF RESEARCH INVOLVING SUBJECT GROUPS REQUIRING SPECIAL PROTECTIONS
Exempt human research involving subject groups listed below will be reviewed and approved according to the policies and procedures outlined in the VAPORHCS R&DC located at: http://www.portland.va.gov/research/documents/rd-sop.pdf and the VAPORHCS IRB P&P located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc
NOTE: Exempt human research involving subject groups requiring special protections must meet all the exemption requirements described in Directive 1200.05 and 38 CFR Part 1 and noted below. 

A. Pregnant Women. Each of the exemptions categories Appendix 1 may be applied to research involving pregnant women if the conditions of the exemption are met.

B. Prisoners. The exemptions in categories Appendix A do not apply to research involving prisoners, except for research aimed at involving a broader subject population that only incidentally includes prisoners.

C. Children. The exemptions for Categories 1, 4, 5, and 6, (see Appendix 1) may be applied to research subjects who are children if the conditions of the exemption are met. Exempt category 2a. and b. of this section may only apply to research subject to 45 CFR 46, Subpart D involving educational tests or the observation of public behavior when the investigator(s) do not participate in the activities being observed. Paragraph 2.b.(3) of this section may not be applied to research subject to 45 CFR 46, Subpart D.

D. International Research. The VA medical facility Director must approve participation in the proposed international research (see guidance at: http://www.research.va.gov/resources/policies/default.cfm 

XII.     CRITERIA AND PROCEDURES APPLIED DURING EXEMPTION SUBCOMMITTEE REVIEW
A. Research must meet the definition of human research in order to qualify for exemption from IRB review. Questions regarding whether or not an activity is considered human research should be directed to an Exemption Subcommittee Coordinator or the RAO.

B. Categories of exempt research are stipulated in VA regulations at 38 CFR 16.101(b)(1-6) as shown on the Certification of Exemption form located at http://www.portland.va.gov/Research/piservices/rd_forms.asp 

C. If it appears that the study includes human subjects, but may be exempt from IRB oversight, the investigator is required to submit a protocol and completed Certificate of Exemption form providing adequate information for the Exemption Subcommittee to determine: if the study meets criteria for exemption, requires IRB approval of waiver(s) of authorization, requires Limited IRB Review and/or other regulatory requirements outside the authority of the Exemption Subcommittee outlined in this P&P. The Exemption Subcommittee serves as the R&DC’s designee in the review of exempt status based on categories stipulated at 38 CFR 16.101. NOTE: The investigator, other individuals or other entities may NOT make exempt human research determinations. 

D. The Exemption Determination Official, (e.g. an IRB member and Qualified Designee appointed to the Exemption Subcommittee, with expertise in applying human research exempt regulations) determines if a project is exempt from the requirement for IRB, using expedited review procedures. In reviewing the exemption request, the reviewer will assure the research meets the definition of human research, involves no more than minimal risk, and is exempt human research based on the criteria for exemption as defined by the VA, DHHS and FDA. 

E. If a study meets regulatory criteria for exemption but requires Limited IRB Review, IRB approval of waiver(s) of authorization, and/or other regulatory requirements outside the authority of the Exemption Subcommittee outlined in this P&P, the Exemption Determination Official and/or Exemption Subcommittee Coordinator will assure additional requirements are noted on the Certificate of Exemption form. Such requirements will be reviewed and approved by the appropriate authority according to their respective Policies and Procedures (e.g. VAPORHCS IRB, RDC, PO).

F. If a study meets regulatory criteria for exemption but the Exemption Subcommittee has ethical concerns the Exemption Subcommittee has full authority not to approve exemption and/or the study.  
1. In determining whether to approve EXEMPTION the Exemption Subcommittee may consider issues such as the following:
a. Is the study ethical?  
b. Does the study have sound research design?
c. Does it serve the VA mission?
d. Are risks minimal?
e. Is there coercion to participate (e.g. high payment to complete simple survey)
f. Are risks minimized? 
g. Are privacy and confidentiality protected?
h. Do the screening and recruitment methods take into consideration the privacy, rights and welfare of potential participants?
i. Are additional protections needed?
j. Are sensitive issues involved? 

G. For exempt research activities involving the Investigator interacting with human subjects or obtaining information by educational tests, survey or interview procedures, or behavioral interventions, the Exemption Determination Official will assure that the exemption request submitted by the investigator includes a Research 
1. Information Sheet/Script with the following information to be given to the prospective human subject (as applicable, in writing or orally):
a. The activity is research;
b. Participation is voluntary;
c. Permission to participate can be withdrawn;
d. Permission for use of data can be withdrawn for exempt research activities involving the collection and use of identifiable data; and
e. Contact information for the VA Investigator.

H. The Exemption Determination Official may consider the following when reviewing a Research Information Sheet/Script:
1. Is Exempt Research Information Sheet/Script adequate and/or include information that a reasonable person would want in order to decide to take part in the research?
2. If the research involves deceiving the subjects regarding the nature or purposes of the research, the subject authorizes the deception through a prospective agreement to participate in research in circumstances in which the subject is informed that he or she will be unaware of or misled regarding the nature or purposes of the research.

I. If it is determined that a study does not qualify for exemption, then the study team will be contacted to request paperwork for a complete submission, and the study will be evaluated for IRB expedited or convened board review.

J. The Exemption Subcommittee will notify the PI in writing if any modifications and/or clarifications are needed, including those provided by the IRB (e.g. Limited IRB Review, waiver of authorization, and/or special classes of subjects with additional requirements).

K. The Exemption Subcommittee will notify the PI and the R&DC in writing and documented on the Certificate of Exemption form of its determination(s) that a research project is exempt human research and all applicable requirements, including IRB, have been met. 

L. The R&DC will review exempted projects and make a final determination concerning whether to approve the study. The research project may begin once written confirmation from the ACOS/R&D that all applicable approvals have been granted. NOTE:  If the exempt activity involves PHI, and a signed HIPAA authorization form will be obtained from the subject or LAR, it must be approved by the PO prior to final R&DC approval.

M. Amendments or other modifications to previously determined exempt human research must be re-submitted to the Exemption Subcommittee for re-review.  This policy is included in the MIRB “Conditions of Approval” issued with exempt human research Approval Letters. NOTE: The PI must report changes in credentialing and privileging.  Report names, roles, scope of duties and certification status for all new employees brought on during the course of the study.  

N. If a revision is made to a previously exempted project, the PI must submit the modification request to the Exemption Subcommittee for review. If the change is determined by the Exemption Subcommittee designated reviewer to have affected the previously approved exempt status, the PI must submit applicable forms for review by the IRB of the project as non-exempt human research. If the designated reviewer determines the project remains exempt, the modification shall be reviewed by the Exemption Subcommittee, IRB and RDC, if applicable (e.g. addition of non-Veterans, changes to Limited IRB Review, Special Classes of Subjects and/or HIPAA Waiver(s). NOTE: All review and approval requirements must be met before final approval of revision(s) will be granted. 

O. PIs of projects that the Exemption Subcommittee previously determined exempt human research are required to submit to the Exemption Subcommittee an annual Check-In form.   If any significant changes in the research are noted the project is referred to the Exemption Subcommittee and/or IRB for re-review.  The Exemption Subcommittee is authorized to disapprove research that meets regulatory criteria for exemption but that is felt not to be ethical or appropriate to the VA mission.  The Exemption Subcommittee considers the following at annual Check-In:
1. Objective
2. Research plan
3. Methodology
4. Findings
5. Is the exempt human research ethical?
6. Has the PI initiated any unapproved changes without required review and approval except where necessary to eliminate an apparent immediate hazard to human subjects?   
7. Has the PI initiated any modifications of exempt human research without the Exemption Subcommittee re-review? NOTE: This includes changes in study personnel credentialing and privileging, roles, scope of duties and certification status for all new employees brought on during the course of the study.  
8. Have there been any patient complaints?  If yes, describe complaint and resolution.

XIII.  PRIVACY OF PARTICIPANTS AND CONFIDENTIALITY AND SECURITY OF DATA
A. All Exempt human research must comply with the applicable Privacy of Participants and Confidentiality and Security of Data requirements outlined in the VAPORHCS IRB P&P, Section XVI.,  located at: http://www.portland.va.gov/research/documents/irb/irb-sop.doc 

[bookmark: _Toc26348564]
REFERENCES: 
21 CFR 50 – Protection of Human Subjects:  http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=50&showFR=1  
21 CFR 56 – Institutional Review Boards: http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=56&showFR=1 
38 CFR 16 – Protection of Human Subjects:  http://www.ecfr.gov/cgi-bin/retrieveECFR?gp=1&SID=7d2283ab7c06ce1c6dc48c051e7cf022&ty=HTML&h=L&r=PART&n=38y1.0.1.1.18  
45 CFR 46 – Protection of Human Subjects:  http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html 
VHA Handbook 1058.01, Research Compliance Reporting Requirements: http://vaww.va.gov/vhapublications/ViewPublication.asp?pub_ID=3116 
VHA Directive 1200.05, Requirements for the Protection of Human Subjects in Research: https://vaww.va.gov/vhapublications/publications.cfm?Pub=1 
VHA Directive 1200.01, Research and Development Committee: https://vaww.va.gov/vhapublications/publications.cfm?Pub=1 

CONCURRENCES: Endorsed by the R&DC 03/02/2020.

RESCISSION: None

FOLLOW-UP RESPONSIBILITY:  ACOS, Research & Development Service (R&D)


[bookmark: _Toc352052224][bookmark: _Toc357662210][bookmark: _Toc363114397]David M. Cohen, M.D.
[bookmark: _Toc352052225][bookmark: _Toc357662211][bookmark: _Toc363114398]ACOS, Research & Development Service 




































Appendix 1: Exemption from IRB Oversight/Review

1. FDA - Studies involving the use of FDA regulated articles may not be considered for an exemption from the Basic HHS Policy for Protection of Human Research Subjects Subpart A of 45 CFR 46 unless the sponsor or sponsor-investigator receives a written waiver from the FDA [21 CFR 56.105].

2. Department of Veterans Affairs policy requires that research involving children is approved by the Facility Director and research involving prisoners must receive a waiver from the Chief Research and Development Officer (VHA Directive 1200.05 

3. Exempt research activities involving interacting or obtaining information by education tests, survey or interview procedures, or behavioral interventions requires the following information about the research be given to subjects orally or in writing (VHA Directive 1200.05):
a. The activity is research;
b. Participation is voluntary;
c. Permission to participate can be withdrawn;
d. Permission for use of data can be withdrawn for exempt research activities involving the collection and use of identifiable data; and
e. Contact information for the VA Investigator

For research subject to the 2018 Requirements (Common Rule): 38 CFR 16.104:
For research subject to the 2018 Requirements:
· Guidance regarding exemption categories 7 and 8 is not included in this P&P. Exemption category 7 and category 8 for storage and maintenance for secondary research, for which broad consent is required, are not being implemented at VAPORHCS.
· Each of the exemptions may be applied to research involving pregnant women if the conditions of the exemption are met.
· The exemptions do not apply to research involving prisoners.
· The exemptions for Categories 1, 4, 5, and 6, may be applied to research subjects who are children if the conditions of the exemption are met.  Exempt category 2(a) and (b) of this section may only apply to research subject to 45 CFR 46, Subpart D involving educational tests or the observation of public behavior when the investigator(s) do not participate in the activities being observed.  Paragraph 2.b.(3) of this section may not be applied to research subject to 45 CFR 46, Subpart D.

Categories of Exempt Research
(1) Research, conducted in established or commonly accepted educational settings, that specifically involves normal educational practices that are not likely to adversely impact students' opportunity to learn required educational content or the assessment of educators who provide instruction. This includes most research on regular and special education instructional strategies, and research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.

(2) Research that only includes interactions involving educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior (including visual or auditory recording) if at least one of the following criteria is met:
(i) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects;

(ii) Any disclosure of the human subjects' responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, educational advancement, or reputation; or
(iii) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects, and an IRB conducts a limited IRB review to make the determination required by §16.111(a)(7).

(3) Research involving benign behavioral interventions in conjunction with the collection of information from an adult subject through verbal or written responses (including data entry) or audiovisual recording if the subject prospectively agrees to the intervention and information collection and at least one of the following criteria is met:
(i) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained, directly or through identifiers linked to the subjects;
(ii) Any disclosure of the human subjects' responses outside the research would not reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, educational advancement, or reputation; or
(iii) The information obtained is recorded by the investigator in such a manner that the identity of the human subjects can readily be ascertained, directly or through identifiers linked to the subjects, and an IRB conducts a limited IRB review to make the determination required by §16.111(a)(7).

For the purpose of this provision, benign behavioral interventions are brief in duration, harmless, painless, not physically invasive, not likely to have a significant adverse lasting impact on the subjects, and the investigator has no reason to think the subjects will find the interventions offensive or embarrassing. Provided all such criteria are met, examples of such benign behavioral interventions would include having the subjects play an online game, having them solve puzzles under various noise conditions, or having them decide how to allocate a nominal amount of received cash between themselves and someone else.

If the research involves deceiving the subjects regarding the nature or purposes of the research, this exemption is not applicable unless the subject authorizes the deception through a prospective agreement to participate in research in circumstances in which the subject is informed that he or she will be unaware of or misled regarding the nature or purposes of the research.

(4) Secondary research for which consent is not required: Secondary research uses of identifiable private information or identifiable biospecimens, if at least one of the following criteria is met:
(i) The identifiable private information or identifiable biospecimens are publicly available;
(ii) Information, which may include information about biospecimens, is recorded by the investigator in such a manner that the identity of the human subjects cannot readily be ascertained directly or through identifiers linked to the subjects, the investigator does not contact the subjects, and the investigator will not re-identify subjects;
(iii) The research involves only information collection and analysis involving the investigator's use of identifiable health information when that use is regulated under 45 CFR parts 160 and 164, subparts A and E, for the purposes of “health care operations” or “research” as those terms are defined at 45 CFR 164.501 or for “public health activities and purposes” as described under 45 CFR 164.512(b); or
(iv) The research is conducted by, or on behalf of, a Federal department or agency using government-generated or government-collected information obtained for non-research activities, if the research generates identifiable private information that is or will be maintained on information technology that is subject to and in compliance with section 208(b) of the E-Government Act of 2002, 44 U.S.C. 3501 note, if all of the identifiable private information collected, used, or generated as part of the activity will be maintained in systems of records subject to the Privacy Act of 1974, 5 U.S.C. 552a, and, if applicable, the information used in the research was collected subject to the Paperwork Reduction Act of 1995, 44 U.S.C. 3501 et seq.

(5) Research and demonstration projects that are conducted or supported by a Federal department or agency, or otherwise subject to the approval of department or agency heads (or the approval of the heads of bureaus or other subordinate agencies that have been delegated authority to conduct the research and demonstration projects), and that are designed to study, evaluate, improve, or otherwise examine public benefit or service programs, including procedures for obtaining benefits or services under those programs, possible changes in or alternatives to those programs or procedures, or possible changes in methods or levels of payment for benefits or services under those programs. 
(i) Such projects include, but are not limited to, internal studies by Federal employees, and studies under contracts or consulting arrangements, cooperative agreements, or grants. Exempt projects also include waivers of otherwise mandatory requirements using authorities such as sections 1115 and 1115A of the Social Security Act, as amended.
(ii) Each Federal department or agency conducting or supporting the research and demonstration projects must establish, on a publicly accessible Federal Web site or in such other manner as the department or agency head may determine, a list of the research and demonstration projects that the Federal department or agency conducts or supports under this provision. The research or demonstration project must be published on this list prior to commencing the research involving human subjects.

(6) Taste and food quality evaluation and consumer acceptance studies:
(i) If wholesome foods without additives are consumed, or
(ii) If a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.

NOTE: VAPORHCS is not implementing Broad Consent at this time. Exemption categories 7 and 8 not included in this P&P.

Limited IRB Review
The revised Common Rule includes a new process termed “limited IRB review.” Limited IRB review is required for the following exemptions:
•	2(iii): Educational Tests, Surveys, Interviews, Observations of Public Behavior when information obtained is recorded in an identifiable manner and disclosure of subjects responses could put them at risk. 
•	3(i)(C): Benign behavioral interventions where information obtained is recorded in an identifiable manner and disclosure of subjects responses could put them at risk. 

For exemptions 2(iii), and 3(i)(C), limited IRB review involves determining that the research plan makes adequate provision for monitoring the data collected to protect the privacy of subjects and to maintain the confidentiality of data. In Limited IRB review, the IRB does not have to ensure that all of the other IRB approval criteria under 38 CFR 16.111, are met. The 2018 Requirements clarify that IRBs have the authority needed to conduct limited IRB review and that continuing review is not required for research reviewed in accordance with the limited IRB review procedure.  The IRB may use the expedited review process when conducting limited IRB review.

Documentation regarding the rationale for exemption, including exempt research for which limited IRB review is a condition of exemption, the category, and the circumstances will be completed by the reviewer using the Certification of Exemption form, which will be maintained in Research Service records. The basis for the approval of exempt status must be communicated in writing to the PI in a timely manner. 
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