VHA Triennial Regulatory Compliance Audit
Human Research Protection Program Audit Tool
Auditing period June 1, 2020- May 31, 2021

	[bookmark: _GoBack]ADMINISTRATIVE INFORMATION[endnoteRef:1] [1:  GENERAL INSTRUCTIONS FOR PERFORMING AN AUDIT OF PROTOCOLS INVOLVING HUMAN SUBJECTS WITH THE HRPP AUDIT TOOL
All active research protocols followed by the IRB  must be audited at least once every 3 years. Details for all ORO audit requirements, including HRPP audits, are updated annually and posted on the ORO internet website and the ORO Research Compliance and Technical Assistance SharePoint site.  The ORO guidance memo relevant to this reporting period is entitled “2020 – 2021 ORO Guidance for RCO Research Audit and Training Requirements.”
For certain studies some of the data on the HRPP tool may be not applicable, and the auditor may simply note this as “n/a”.   For example, the IRB commonly waives informed consent for human subjects research that only involves retrospective chart review, in which case there are no informed consent documents to review.  Therefore, on the subject record review page, the column entitled “Documentation that consent obtained prior to initiation of study procedures” would be “n/a” for these cases.  

RCOs are free to audit additional information if described in their standard operating procedures (SOPs) and helpful for monitoring the quality, safety and compliance of their facility’s research program.  All GREY areas of the audit tool are optional, and not collected by ORO.  Some RCOs have found these elements useful for auditing and they are included here for consideration.

The HRPP audit tool should be used to audit all protocols that are overseen by the IRB and all exempt research under the 2018 Common Rule.  Remember that certain protocols involving human subjects may have safety concerns as well, and if the protocol is also overseen by the SRS, the Research Safety Audit Tool should be used when such a protocol is audited.  Examples of protocols involving human subjects that may have safety concerns requiring review by a SRS include any research use outside of normal clinical settings of hazardous chemicals, radioactive materials, controlled substances, and/or blood products, among others. 

The shaded areas on the HRPP audit tool are optional fields.  The intent of most is described in the instructions below.  In addition, there are optional pages to help RCOs (or other auditors) during the process.  The optional page entitled “Audit Preparation Tool” is intended as a list of possible documents that may be useful as sources for information necessary to complete the HRPP audit tool. Some RCOs have found this list useful in preparing for an audit.   Some RCOs have given this list, customized for their facility, to Principal Investigators and research staff and asked them to help assemble the documentation in advance in order to make the audit process more efficient.

The Administrative Information section is intended to summarize information that identifies and describes each protocol.  Information related to initial approval that never changes should be completed once for each protocol that receives an HRPP audit.  . Sections that contain information that changes should be updated with each consecutive audit.  Every RCO is free to add further information fields that may be useful for their facility, and to reformat the information as long as all required information is collected.  If an electronic version of the HRPP audit tool is used, much of the Administrative Information may be able to be pre-filled from the research program office’s administrative databases at some facilities.

Every RCO must have an SOP or audit plan that describes how they accomplish their audits. The SOP should address the source documents reviewed to locate necessary information, the roles and responsibilities of the RCO, the PI, and the research staff in scheduling and conducting audits, how the RCO monitors progress towards audit goals, and how the results of ALL audits are reported to the IRB and the R&DC.  Specific types of required audits should be described in the SOP or an attachment to allow for planning of the number of audits that need to be done in the audit period to meet requirements.  In addition, it is a good practice to include in the RCO’s local SOPs where the audit results are maintained.  Audit results may be maintained on paper, electronically, or both.  Some facilities store audit results in specific files in the RCO’s office, others in the protocol file.   Each facility has discretion to customize tools and solutions that work best in their situation; however these solutions should be described in SOPs and then followed.
Under “IRB of record” indicate the type of the IRB that reviewed the study for the facility; for “Risk Level” indicate minimal risk (“MR”) or greater than minimal risk (“GMR”). 
] 


	Principal Investigator:                                                                            
	Protocol Title:      

	Protocol Number:      
	Sponsor / Source of Funding:  ☐ VA-ORD   ☐ VA-CSP  ☐ NIH/NCI  ☐ DOD
                                                     ☐ Industry   ☐ Local   ☐ Other ☐ None
	☐  FDA Regulated
☐  IND        ☐  IDE

	Study Site(s): (check all that apply):  ☐ VA Facility   ☐ Academic Affiliate*   ☐ Other      

*If Academic Affiliate is used, is collaborative research[endnoteRef:2] conducted?   ☐ Y    ☐ N  [2:  “Collaborative Research” is defined as human subjects research activities involving investigators from VA and at least one non-VA institution.  Collaborative Research includes VA and non-VA institutions. (See VHA Directive 1200.05 §15)
] 

	Protocol subject to:   ☐ Pre-2018 CR requirements    
                                     ☐  2018 CR requirements
Date of Transition (if transitioned)         

	 IRB of record :  ☐ VA     ☐ Affiliate
|_| NIH  |_| NCI  |_| other      
Risk level : |_| MR  |_| GMR
		Initial IRB Approval?          
	☐ Y
	☐ N

	Initial R&DC Approval?             
	☐ Y    
	☐ N

	ACOS/R Letter?           
	☐ Y    
	☐ N



	Date Protocol was first approved/exempt by IRB:     
Date Protocol was first approved by R&DC:     

		Study Type: (check all that apply)    
	☐ International Study[endnoteRef:3] [3:    “International Study”  VHA Directive 1200.05 - January 7, 2019 requires approval from the Facility Director for a VA investigator to conduct international research except for CSP research which requires approval from the CRADO. ORO will ask for the number of such studies that are audited to be reported annually as part of the Facility Director’s Certification.  Guidance on approval of international research can be found at http://www.research.va.gov/resources/policies/guidance/intl-research.pdf. ] 

	Facility Director approval memo on file?      ☐ Y    ☐ N

	
	☐ Study involves children[endnoteRef:4] [4:  “Study involves children?”  VHA Directive 1200.05 -  January 7, 2019 requires approval from the Facility Director for a VA investigator to conduct research involving children.  ORO will ask for the number of such studies that are audited to be reported annually as part of the Facility Director’s Certification.  Guidance on approval of research involving children can be found at http://www.research.va.gov/resources/policies/guidance/research-involving-children.pdf. 
] 

	Facility Director approval memo on file?      ☐ Y    ☐ N

	
	☐ Study involves prisoners[endnoteRef:5] [5:    “Study involves prisoners?”  A research protocol that includes prisoners requires written permission from the CRADO.  ORO will ask for the number of such studies that are audited to be reported annually as part of the Facility Director’s Certification.
] 

	ORD/CRADO approval on file?                       ☐ Y    ☐ N




	

	Date of Current Audit:      
	Auditor(s):      
	Review level:  ☐ Full ☐ Expedited[endnoteRef:6] #                                 ☐ Exempt [6:  If the study was reviewed by expedited review, enter the expedited review category number and confirm the risk level is not greater than minimal risk.  If a study is greater than minimal risk but was reviewed by expedited review, document this here and, if confirmed, report this as apparent serious noncompliance.  
] 


		Status at time of Current Audit:
	☐ Actively enrolling new subjects   
	☐ New enrollment temporarily suspended/on hold

	(check all that apply)
	☐ Active only for long-term observation	
	☐ Closed to enrollment

	
	☐ Active only for long-term data analysis of PII  
☐ Data Repository[endnoteRef:7]  [7:  When auditing a research repository, if data collection resulted from study interventions in a different research study, then the subject record review (on page 6 of the audit tool) is not required.  If greater than minimal risk interventions were conducted and data collected as part of the research repository protocol then a review of subject records is required.  It will be necessary to review informed consent documents if subjects provided informed consent as part of the research repository protocol and not via another study. 
  ] 

☐ Chart Review
	☐ Closed[endnoteRef:8] - date:       [8:    If an approved research study using human subjects has closed without enrolling any subjects or accessing any records or data (i.e. no activity occurred) at the local facility, then an abbreviated audit including only the information on the Administrative Section (first page and first half of second page) of the HRPP audit tool is sufficient.  If any human subjects were enrolled or their data collected at the local facility, whether or not informed consent was waived, this exclusion should not be used and the remaining audit must be completed, unless there has been a previous regulatory audit.
] 

 
☐ Terminated[endnoteRef:9] – date:      [9:  Termination refers to a permanent halt in all research activities due to concerns about the safety, rights, or welfare of human subjects, research personnel, or others, regardless of whether the action to terminate was taken by an investigator, facility official, research review committee, or external entity.  Termination does not refer to interruptions for other reasons, including the expiration of project approval periods. (See VHA Handbook 1058.01 § 4.w.)
] 






	IS THIS PROTOCOL AN IRB-EXEMPT PROTOCOL SUBJECT TO THE 2018 COMMON RULE?[endnoteRef:10]   Yes     No [10:  If the protocol is exempt under the pre-2018 rule, there is no need to conduct an HRPP audit of the study. If the protocol is exempt under the 2018 rule, complete the administrative portion of this tool, as well as the STUDY STAFF QUALIFICATIONS AND TRAINING portion of the tool.
] 


	
	Y
	N
	NA
	COMMENTS

	Was the exempt category determination documented?
	☐
	☐
	
	Exempt Category:       

	Does the exempt category determination appear to match the regulatory description of the category?[endnoteRef:11] [11:  If the exempt category determination does not appear to match the regulatory description of the category, confer with the person(s) who made the exempt determination; if an incorrect determination is confirmed, report this as apparent serious noncompliance.  If there is disagreement about the determination, please confer with ORO.  		The categories of exempt research under the 2018 Rule are:
Category 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.

Category 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 section 12.a.(7) of this directive.

Category 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 section 12.a.(7) of VHA Directive 1200.05. (4) 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. (5) 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.

Category 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: (1) The identifiable private information or identifiable biospecimens are publicly available; (2) 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; (3) 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
(4) 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.

Category 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. (1) 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. (2) Each Federal department or agency conducting or supporting the research and demonstration projects must establish, on a publicly accessible Federal website or in such other manner as the Federal 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.
NOTE: The determination of exempt status for research and demonstration projects meeting the criteria for exempt category 5 in section e. in this Appendix must be made by the Under Secretary for Health on behalf of the Secretary of VA, after consultation with Office of Research and Development (ORD), Office of Research Oversight (ORO), Office of General Counsel (OGC), and other experts, as appropriate.

Category 6. Taste and food quality evaluation and consumer acceptance studies: (1) If wholesome foods without additives are consumed, or (2) 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.

Category 7. Storage or maintenance for secondary research for which broad consent is required: Storage or maintenance of identifiable private information or identifiable biospecimens for potential secondary research use if an IRB conducts a limited IRB review and makes the determinations required by section 12.a.(8) of this directive.

Category 8. Secondary research for which broad consent is required: Research involving the use of identifiable private information or identifiable biospecimens for secondary research use, if the following criteria are met: (1) Broad consent for the storage, maintenance, and secondary research use of the identifiable private information or identifiable biospecimens was obtained in accordance with section 17.f of VHA Directive 1200.05; (2) Documentation of informed consent or waiver of documentation of consent was obtained in accordance with section 17 of VHA Directive 1200.05; (3) An IRB conducts a limited IRB review and makes the determination required by section 12.a.(7) of VHA Directive 1200.05 and makes the determination that the research to be conducted is within the scope of the broad consent referenced in paragraph h.(1) of this section; and (4) The investigator does not include returning individual research results to subjects as part of the study plan. This provision does not prevent an investigator from abiding by any legal requirements to return individual research results.
] 

	☐
	☐
	
	If no, provide additional details: 

	Did protocol require a limited IRB review?[endnoteRef:12] [12:  Exempt categories requiring a limited IRB review include Categories 2(iii), 3(i)(C), 7 and 8.
] 

	☐
	☐
	☐
	

	Did protocol receive a limited IRB review?
	☐
	☐
	☐
	If no, provide additional details: 

	
	Y
	N
	NA
	COMMENTS

	If the exempt study involves direct interaction with human subjects, did the study documents include provisions for giving the subjects the information outlined in VHA Directive 1200.05 § 10.c.?[endnoteRef:13] [13:  VHA Directive 1200.05 § 10.c. requires that 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 following information must be given to the prospective human subject as applicable in writing or orally: (1) The activity is research; (2) Participation is voluntary; (3) Permission to participate can be withdrawn; (4) Permission for use of data can be withdrawn for exempt research activities involving the collection and use of identifiable data; and (5) Contact information for the VA Investigator. 
] 

	☐	☐	☐	

	CONTINUING REVIEWS[endnoteRef:14] [14:  For research subject to the pre-2018 Common Rule, continuing IRB review is required for all non-exempt human subjects research. For research subject to the 2018 Common Rule, continuing IRB review is not required for (a) Research eligible for expedited review; or (b) Research reviewed by the IRB in accordance with the limited IRB review; or
(c) Research that has progressed to the point that it involves only one or both of the following, which are part of the IRB-approved study: 1. Data analysis, including analysis of identifiable private information or identifiable biospecimens, or 2. Accessing follow-up clinical data from procedures that subjects would undergo as part of clinical care (see VHA Directive 1200.05 §9.e.(2)). For research subject to the 2018 Requirements, if the IRB requires continuing review for any of the above circumstances, it must document its rationale for requiring continuing review in its communication to the investigator and institution. The R&D Committee is not required to conduct continuing review (see VHA Directive 1200.05 §9.e.(2)).
  ] 


	
	Y
	N
	NA
	COMMENTS

	Is IRB Continuing Review (CR) required by VHA Directive 1200.05?
	☐
	☐
	☐
	     

	If CR was NOT required by 1200.05, did the IRB require CR?
	☐
	☐
	☐
	

	If the IRB did require CR, was the rationale for requiring CR documented?
	☐
	☐
	☐
	

	If CR was required by either 1200.05 or the IRB did CR occur as scheduled?
	☐
	☐
	☐
	

	If CR did not occur as required, did any Research occur during the lapse?
	☐
	☐
	☐
	     

	IS THIS PROTOCOL SUBJECT TO THE SINGLE IRB REVIEW REQUIREMENT?[endnoteRef:15]   Yes     No [15:  RESEARCH SUBJECT TO THE SINGLE IRB REVIEW REQUIREMENT: All VA non-exempt human subjects research with more than one institution engaged and the other institution(s) is a Federal institution (including another VA Facility) or the other non-Federal institution(s) is a recipient of federal government funding or support for that research activity.  When the facility engages the services of another entity’s IRB as its IRB of Record, the IO is responsible for, among other things: Establishing and signing a Memorandum of Understanding (MOU) or Authorizing Agreement with other VA facilities or external organization(s) providing IRB services.  Exceptions to the single IRB review requirement: When more than single IRB review is required by law (including tribal law); or whenever any Federal department or agency supporting or conducting the research determines and documents that the use of a single IRB is not appropriate for the particular context. (38 CFR 16.114)
] 


	
	Y
	N
	NA
	COMMENTS

	Was the study reviewed by a single IRB?
	☐
	☐
	☐
	

	Is there a valid reliance agreement between the sIRB & the facility?
	☐
	☐
	☐
	

	If not, was a valid exception applied?
	☐
	☐
	☐
	



NOTE: If a human protocol is opened and closed without enrolling human subjects or accessing any records or data at this site, completing the audit tool to this point satisfies the requirement for the HRPP audit.

	
IRB SUBMISSIONS, APPROVALS, AND OTHER ACTIONS[endnoteRef:16] [16:  The first step in HRPP audits is to review the IRB file, including the protocol and all IRB actions since initial approval or the last audit.  A protocol history should result, including all actions of the IRB related to the audited protocol, usually in chronological order.  This would include approval, changes, amendments, continuing review/approval, changes in staff, and any other action.  The exceptions would be actions related to matters on the next few pages of the audit tool.  IRB actions related to the informed consent document and actions related to local unanticipated serious adverse events or other unanticipated problems involving risks to subjects or others are recorded separately on the pages of the tool that follow.  Many RCO auditors choose to reorganize these 3 pages into one single, chronological protocol history including all types of actions.  As long as the RCO auditor obtains all information required by this HRPP tool they may organize the information the manner they choose to be most useful.  The auditor should note any possible compliance issues related to IRB actions on this page of the audit tool, using the comment section. If the study no longer requires continuing review, note that on the “comments” section.   
] 


	[bookmark: RANGE!A1:H34]PROTOCOL AMENDMENTS, CONTINUING APPROVAL  ETC.
	IRB DATES[endnoteRef:17] [17:  The date should be verified for every IRB action.  This will allow the auditor to determine, as relevant, the timeliness of the action and the timeliness of any further actions that may be required by regulation, such as continuing review of approved protocols within 365 days, when required.  Date of expiration of the action, if any, should also be recorded by the auditor.
] 

	RESEARCH & DEVELOPMENT COMMITTEE APPROVAL
DATE OR N/A[endnoteRef:18] [18:    Date of Research and Development Committee (R&DC) approval of the IRB action should be entered, if RDC approval is required.  Some IRB actions, for example minor amendments to protocol staffing, do not require RDC approval, and “N/A” may be recorded if no RDC approval is required.  Lack of timely approval, when required, should be noted in the comments and appropriately reported by the auditor.  The R&DC is only required to provide initial approval.  There is no requirement for the R&DC to provide approval for amendments or continuing review.
] 

	SUBMISSION & APPROVAL LETTERS ON FILE?[endnoteRef:19] [19:  In most cases the protocol file should include documentation of the submission of the request for an action, and a letter communicating the action to the PI by either the IRB, ACOS, or as designated by policy.  Record whether appropriate documentation of required action notification is found during the audit, or “N/A” if no documentation is required for the action by policy.
] 

Y/N/ N/A
	Comments

	
	APPROVAL
	EXPIRATION
	
	
	

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     



	IRB SUBMISSIONS, APPROVALS, & OTHER ACTIONS – INFORMED CONSENT[endnoteRef:20] [20:  This page of the HRPP audit tool is to be used to record sequentially the versions of the informed consent document that have been approved by the IRB for this protocol, the date of approval, and whether re-consent was required.  The RCO may wish to check to ensure that the HIPAA authorization and informed consent document are not inconsistent; this is optional. 
] 


	Informed Consent Date
	Informed Consent Version Number
	DATE OF IRB APPROVAL[endnoteRef:21] [21:  The date of IRB approval of each version of the informed consent document (ICD) is necessary for the auditor to assure that every subject received the current version of the ICD on the date of his/her signature.  The date of the writing or revision of the document is used by some facilities as an identifier to refer to the ICD version; other facilities use a version number or other method.  These document identifiers may be recorded in the first, optional columns of this page of the tool, or the RCO may redesign this tool adding additional information that makes it more effective for their facility and local standard operating procedures.
] 

	Reason for Revision
	RE-CONSENT REQUIRED?[endnoteRef:22] [22:    If the auditor finds that re-consent was required but did not occur, these findings should be noted in comments and reported appropriately.  It is useful for the RCO to double-check that all subjects from whom re-consent was obtained were included in the ICD audit for that period.
] 

 Y/N
	IRB APPROVAL DATE ON ICD[endnoteRef:23] [23:  The auditor should also check that the appropriate IRB date stamp or equivalent was used when required by local policy.  Other information used locally to identify the ICD version may be optionally tracked, and as always the RCO auditor may add other fields as needed.  A clear chronology of approved ICDs is necessary for the auditor to ascertain that all enrolled subjects received the version of the ICD that was appropriate on the date of their enrollment in the research. If the IRB does not use approval dates or stamps on the ICD indicate N/A.
] 

Y/N/N/A
	Comments

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     




	LOCAL UNANTICIPATED SERIOUS ADVERSE EVENTS (SAES)
UNANTICIPATED SERIOUS PROBLEMS 
SIGNIFICANT SAFETY REPORTS / DATA MONITORING COMMITTEE (DMC) REPORTS[endnoteRef:24] [24:    This page of the audit tool is intended to record all local unanticipated serious adverse events (SAEs) and unanticipated serious problems (including significant safety reports or Data Monitoring Committee (DMC) reports).  The RCO should review each event or report to ascertain whether the required review and determinations occurred in the manner and time required by VA policy. VA Handbook 1058.01 requires local unanticipated serious adverse events (SAEs) related to (i.e., reasonably regard as caused by or probably caused by) research and unanticipated serious problems be reported to the IRB and reviewed by the IRB in an expedited manner.  
] 


	DATE EVENT OCCURRED[endnoteRef:25] [25:    “Date event occurred” - Record here the date the event actually occurred, according to the documentation available, regardless of when it was first recognized and/or reported.] 

	DATE LEARNED OF EVENT[endnoteRef:26] [26:    “Date learned of event” - Record here the date the event was first recognized to have occurred by any member of the research staff, or the RCO.  Under VA policy, such recognition begins a timeline for reporting, evaluation and possible action.
] 

	SUBJECT ID 
	EVENT
	DATE REPORTED TO IRB
	REPORTED TO IRB WITHIN REQUIRED TIME PERIOD 
Y/N/NA[endnoteRef:27] [27:    The time between the date the event was learned of and the date the report was made to the IRB should be checked for compliance with both local SOP and VHA Handbook 1058.01 (within 5 business days), whichever is the shorter time.  Record whether the report was made in a manner compliant with time requirements here.] 

	REVIEWED & CATEGORIZED WITHIN REQUIRED TIME PERIOD[endnoteRef:28]  Y/N/NA [28:  VHA Handbook 1058.01 requires that once the IRB has received a report of a significant safety issue, local unanticipated SAE or serious problem the IRB Chair or a qualified IRB member-reviewer must DETERMINE and DOCUMENT whether any actions are warranted to eliminate apparent IMMEDIATE HAZARDS to subjects within 5 business days.  The IRB MUST REVIEW the incident and the determination of the IRB Chair or qualified IRB member-reviewer at its next CONVENED MEETING and must DETERMINE and DOCUMENT that:
(a) The incident was SERIOUS AND UNANTICIPATED AND RELATED to  (i.e., reasonably regard as caused by or probably caused by) the research; or 
(b) There is INSUFFICIENT INFORMATION to determine whether the incident was serious and unanticipated and related; or
(c) The incident was NOT SERIOUS and/or the incident was NOT UNANTICIPATED and/or the incident was NOT RELATED. 
For commercial IRBs reporting times described in the IRB reliance agreement may be longer.

Local SOPs may require quicker review.   The RCO auditor should check that review occurred as required by policy.  
] 

	CATEGORIZED BY IRB*
	REPORTED TO ORO[endnoteRef:29] [29:  If (a) actions were taken to eliminate apparent immediate hazards to subjects, or (b) the IRB determines that the event was unanticipated, serious, and related to (i.e., reasonably regard as caused by or probably caused by) the research (or there was insufficient evidence to make this determination), or (c) protocol or informed consent modifications were warranted, then reporting to ORO should occur as described in VHA Handbook 1058.01.  Answer “Yes” if reporting occurred in compliance with VA and local policy, “No” if reporting did not occur in compliance with VA and local policy, or “N/A” if the determination did not require reporting.
] 

Y/N/NA
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* U – Unanticipated 	 R – Related to study participation	 S – Serious


	STUDY STAFF QUALIFICATIONS AND TRAINING[endnoteRef:30] [30:    RCOs should check that research-related training is current for all staff participating in the protocol on the date of the audit.  Refer to https://www.research.va.gov/programs/orppe/education/ord_training/default.cfm for current training requirements.  For research staff identified only by job title in the protocol, the auditor may need to request a list of names of staff from the PI.  RCOs should audit training that is specific to the research program, and need not confirm additional training required of all VA or VHA employees.  Research-specific training should be audited to assure it is current at the time of the audit or date of closure if the study previously closed.  Unlike some other auditing elements, there is no expectation that training is checked for any lapse during the last 3 years or since the last audit. The auditor should simply assure that training is current at the time of the audit or study closure. If there is no evidence of training being completed, this rare circumstance should be noted in the appropriate column.  The Research Service is not required to maintain a real-time (up-to-the minute) record of training compliance.  If the RCO relies on a list of training compliance maintained by the Research Service, any items that appear to indicate a deficiency (lapse in training) must be checked against primary records (e.g., TMS) to verify whether a deficiency in fact exists at the time of the RCO audit.
  ] 


	
SITE PERSONNEL
	ALL HUMAN RESEARCH TRAINING CURRENT
Y/N
(IF YES, SKIP NEXT COLUMN)
	INITIAL HUMAN RESEARCH TRAINING COMPLETED
Y/N
	Current   WOC?
Y/N
	Role in Study
PI/SC/SI
	Comments
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	SUBJECT RECORD REVIEW
ASSESS TIMING OF CONSENT, COMPLIANCE WITH ELIGIBILITY CRITERIA, ETC. 
TOTAL NUMBER OF SUBJECTS WHO PASSED SCREENING AND WERE INCLUDED FOR ANALYSIS IN STUDY IN THIS PERIOD =__________
IF 10 OR FEWER SUBJECTS IN THIS PERIOD, AUDIT ALL OF THEM 
IF 11-100 SUBJECTS IN THIS PERIOD, AUDIT A RANDOM SAMPLE OF10 OF THEM 
IF 101-300 SUBJECTS IN THIS PERIOD, AUDIT A RANDOM SAMPLE OF 10% OF THEM
IF MORE THAN 300 IN THIS PERIOD, AUDIT A RANDOM SAMPLE OF 30 OF THEM 
DOCUMENTATION OF INCLUSION/EXCLUSION CRITERIA IS ONLY REQUIRED TO BE EVALUATED FOR HUMAN SUBJECTS RESEARCH THAT INVOLVES INTERVENTION WITH SUBJECTS DETERMINED TO BE MORE THAN MINIMAL RISK BY THE IRB.


	SUBJECT STUDY ID
	DOCUMENTATION THAT CONSENT OBTAINED PRIOR TO INITIATION OF STUDY PROCEDURES[endnoteRef:31] [31:  The date the subject signed the ICD should be compared with the documented date that study procedures began for the subject, to ascertain that informed consent preceded beginning research.  For research procedures that began on the same date that the subject signed consent, the auditor should follow the local policy regarding what documentation is necessary to determine that consent occurred before study procedures began.  This comparison should be made for all studies requiring a signed informed consent document- including studies of minimal risk, such as questionnaire research, and also studies involving interventions of more than minimal risk; but the RCO only needs to audit a percentage of consents as noted in the heading.  When documentation does not allow this determination, the auditor should ask for the study staff to describe the process they use to ensure that consent is always obtained prior to research procedures.  If concerns remain, the auditor should discuss the concerns with PI and IRB Chair. Auditing of documentation of inclusion/exclusion criteria is only required if the study involves an intervention that is greater than minimal risk; in auditing incl/excl criteria for such studies the RCO only needs to audit a percentage of consents (as above).
] 


Y/N/NA
	SUBJECT INCLUDED IN RESEARCH NOT MEETING INCLUSION OR EXCLUSION CRITERIA[endnoteRef:32] [32:  In determining if a subject was included in research not meeting inclusion or exclusion criteria we do not expect the RCO to review the inclusion or exclusion criteria against that patient’s medical record to determine if the subject is enrolled properly.  The RCO should review all pertinent documentation available about each subject including (but not limited to) inclusion/exclusion criteria checklists, sponsor monitor/audit reports, protocol deviation submissions, CPRS study enrollment note, etc.  If there is evidence that the subject did not meet the inclusion or exclusion criteria and the subject was inappropriately enrolled in the study, this box should be marked “Yes.” If no documentation is available regarding inclusion/exclusion criteria for the subject, the auditor should seek guidance from the PI or study coordinator on how the criteria were assessed.  ] 


Y/N/NA
	Other issues found, specify on line below

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	
	
	
	


	AUDIT PREPARATION TOOL

	Document – Investigator Regulatory Files
	Present and Reviewed
Y/N/NA
	Comments
	Document – Investigator Regulatory Files
	Present and Reviewed
Y/N/NA
	Comments

	Protocol & Amendments
	     
	     
	R&D Correspondence
	     
	     

	Approved Case Report Forms
	     
	     
	Notes-to-File
	     
	     

	IRB Approved Consent Forms
-Information Provided to Subjects
-HIPAA Forms
-Advertisements
-Record of Approved Consent Form Versions
	     
	     
	Site-Sponsor Correspondence, if app.
-Conference call minutes
-E-mails
-Newsletters
-Conference calls
-Letters, memos, faxes
	     
	     

	Subject Log (current/accurate)      
	     
	     
	Study Site Personnel
Signatures, Qualifications, Training, Scope of Practice, CVs, Delegation
	     
	     

	IRB Correspondence
	     
	     
	Signed Attestation or Investigator’s Agreement (Sponsor, Institution, FDA)
	     
	     

	IRB Submissions, Notifications, Approvals
	     
	     
	Official Documents 
Letters, Memos, etc.
	     
	     

	Serious Adverse Events/Safety Reports
	     
	     
	Signed PI Conflict of Interest/Disclosure Statement
	     
	     

	Investigator Brochure/VA Form 10-9012
	     
	     
	Investigational Products, if applicable
 Accountability, Handling, Pharmacy, Elsewhere
	     
	     

	Are there local IRB requirements for record keeping?  |_| Yes	|_| No	|_| NA	Comments:      
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