	[bookmark: _GoBack]ADMINISTRATIVE INFORMATION[endnoteRef:1] [1:  “Administrative Information”- This page is intended to summarize information that identifies and describes each protocol.  It should be completed once for each protocol that receives a HRPP audit.  If future HRPP audits are performed on the same protocol, the Administrative Information should be updated as necessary.  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.
] 


	
[bookmark: Text276]Principal Investigator:      

	
[bookmark: Text277]Study Coordinator:      


	[bookmark: Text278]Protocol Title:      

	Current Audit Date:
	Research Compliance Officer (RCO) or Designated Auditor(s):

	Sponsor and/or Support:
	|_| Local VA	|_| VA ORD CSP   	|_| Other VA ORD
[bookmark: Text279]|_| NIH	|_|Other Federal:      
[bookmark: Text280]|_|Other:      

	Local Protocol Tracking number:      
Sponsor Protocol Number:  or
[bookmark: Text281]Study Acronym (if any):                      

	[bookmark: Text298]Date of Initial IRB Approval:                 
	
FDA Regs Apply[endnoteRef:2]:     |_|Y    |_|N     [2:  “FDA Regs Apply”- It is useful for the RCO auditor to identify protocols that are regulated by the FDA.  FDA regulations apply to all  studies involving  an FDA-regulated drug, device, or biologic whether or not the product is approved for marketing.  An Investigational New Drug Application (IND) or an Investigational Device Exemption (IDE) may be required.
  ] 


	Drugs/Biologics:    |_| IND Req’d	   |_| IND not Req’d
Devices:    |_|NSR  |_| IDE Req’d	   |_| IDE not Req’d

	[bookmark: Text299]
[bookmark: Text284]IRB of Record Registration Number:                       IRB Operated by:        |_| Local VA     |_|  Non-local VA     |_|  Academic Affiliate     |_| VHA Central IRB 


	[bookmark: Text286][bookmark: Text285]VA Study Site(s): (check all that apply)                          |_| Local facility                   |_| CBOC(s) specify      	      |_| Academic Affiliate	          |_| Other:      

	Study Type: (check all that apply)    |_| Single Site  Trial    	             |_| International Study[endnoteRef:3]: -  ORD/CRADO approval on file?  |_|Y    |_|N [3:  “International Study” - Written permission from the CRADO (ORD Chief Research and Development Officer) is required for VA to conduct international research. ORO will ask for the number of such studies that are audited to be reported annually as part of the Facility Director’s Certification.
] 

                                                                |_| Multi-Center Trial                             |_| Study involves children?[endnoteRef:4]    - ORD/CRADO approval on file?   |_|Y     |_|N   [4:  “Study involves children?”  Children are a vulnerable population of particular interest for research oversight and safety.  Approval of a research protocol that includes children 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.
] 

                                                                                                                                            |_| Study involves prisoners?[endnoteRef:5]  - ORD/CRADO approval on file?   |_|Y    |_|N                               [5:  “Study involves prisoners?”  Prisoners are a vulnerable population of particular interest for research oversight and safety.  Approval of 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.
] 


	[bookmark: Check239][bookmark: Check241][bookmark: Check242][bookmark: Check243][bookmark: Text287]Category: (check all that apply)                                          |_| Biomedical	 |_|Behavioral	    |_|Educational	         |_| Other:      

	Current IRB Status:                                             |_| Actively enrolling new subjects   		|_| New enrollments temporarily suspended
[bookmark: Check3]          (check all that apply)                                          |_| Active only for long-term observation		|_| Closed to enrollments
[bookmark: Check4][bookmark: Text288]                                                                                       |_| Active only for long-term data analysis  	|_| Closed / Terminated	 Date:      


	[bookmark: Text290]For studies with intervention or interaction with living                          Number of subjects who                                 Unable to determine               individuals (regardless of whether identifiable private                         were entered into the study          or                             number:         
[bookmark: Text295]information was obtained):[endnoteRef:6]                                                                         since initiation:                  [6:  VHA Handbook 1200.05 §22(2)(e) states  that the investigator must report to the IRB at continuing review  “the number of subjects entered and withdrawn (including the reason for withdrawal) for the review period and since the inception of the research study”   This requirement applies to all VA human subjects research followed by the IRB.
] 


	For studies ONLY obtaining identifiable private                                      Number of subjects                                        Unable to determine                     information (with no intervention or interaction with                            entered into the study                   or                             number:         
living individuals):6                                                                                        since initiation:                 

	Research closed – NO subjects entered[endnoteRef:7]  |_|Y	|_|N          If YES, complete this page only [7:  If an approved research study using human subjects has closed without enrolling any subjects at the local facility, then an abbreviated audit including only the information on the first 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, “N” should be answered, and the remaining audit completed, unless there has been a previous regulatory audit as described next.
] 


	Research closed – previous HRPP regulatory audit(s) done[endnoteRef:8]   |_|Y     |_|N        If YES, date(s) of previous HRPP audit(s)      , [8:  If an approved human subjects study closes during this audit period, and has already had one or more regulatory audits since it was initially approved, then no closure audit is necessary.
] 

No closure audit is required if at least one regulatory audit has been completed while the study was active.







	
IRB SUBMISSIONS, APPROVALS, AND OTHER ACTIONS[endnoteRef:9] [9:  The intent of this page is to document, usually in chronological order, actions of the IRB related to the audited protocol.  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.  The auditor should note any possible compliance issues related to IRB actions on this page of the audit tool, using the comment section.  Two examples would be possible lapses in IRB continuing review, and research occurring during a period of lapse of continuing review.  The RCO may elect to add other fields or columns to this tool that they judge would help to make it more effective.  RCOs may also choose to re-organize this tool and review all types of IRB actions in chronological or any other order as they feel best works for their auditing program.  As long as all required data elements are audited, RCOs have broad discretion to design audit tools, -electronic or paper- that are most effective for them.
] 


	[bookmark: RANGE!A1:H34]PROTOCOL, AMENDMENTS, CONTINUING APPROVAL  ETC.
	IRB DATES[endnoteRef:10] [10:  The date should be audited 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.  Date of expiration of the action, if any should also be recorded by the auditor.
] 

	RESEARCH & DEVELOPMENT COMMITTEE APPROVAL 
DATE OR N/A[endnoteRef:11] [11:  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 or occurred.   Lack of timely approval, when required, should be noted in the comments and appropriately reported by the auditor.
] 

	SUBMISSION & APPROVAL LETTERS ON FILE?[endnoteRef:12] [12:  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(A)
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NOTE: Informed Consent Document approvals and SAE/UPR submissions are recorded on the following pages.
(A)  Comments may be used, for example, to note any lapse in required research approval, suspensions, terminations, or significant IRB determinations about the protocol or the research staff.  The auditor may elect to add addition fields or columns for specific information as desired.



	IRB SUBMISSIONS, APPROVALS, & OTHER ACTIONS – INFORMED CONSENT[endnoteRef:13] [13:  This page of the GCP/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 auditor should also check that the appropriate IRB stamp or equivalent was used.  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.
] 


	Informed Consent Date
	Informed Consent Version Number
	DATE OF IRB APPROVAL[endnoteRef:14] [14:  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:15] [15:  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 re-consented subjects were included in the ICD audit for that period.
] 

 Y/N
	IRB STAMP OR EQUIVALENT[endnoteRef:16] [16:  The presence of the appropriate IRB stamp (or equivalent) on the ICD should be audited and recorded.
] 

	Comments

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     






	LOCAL UNANTICIPATED SERIOUS ADVERSE EVENTS (SAES)
UNANTICIPATED PROBLEMS INVOLVING RISKS TO SUBJECTS OR OTHERS (UPRS)
SIGNIFICANT SAFETY REPORTS / DATA MONITORING COMMITTEE (DMC) REPORTS[endnoteRef:17] [17:  It is very important for protection of human subjects that significant safety issues be addressed by the research oversight committees in a timely manner.  VA policy requires that significant safety reports and local unanticipated, serious adverse events (SAEs) possibly related to research, as well as (substantive) unanticipated problems involving risks to subjects or others be reported to the IRB in an accelerated manner, and reviewed by the IRB or a qualified member per policy in a timely manner.  This page of the audit tool is intended to record all such events and notices for each audited human subject protocol and to ascertain that required review and determinations occurred in the manner and time required by VA policy.
] 


	DATE UPR/SAE OCCURRED[endnoteRef:18] [18:  “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:19] [19:  “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[endnoteRef:20]  [20:  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, whichever is the shorter time.   Record whether the report was made in a manner compliant with time requirements here.
] 

Y/N/NA
	REVIEWED & CATEGORIZEDBWITHIN REQUIRED TIME PERIOD  [endnoteRef:21]Y/N/NA [21:  Once the IRB has received a report of a significant safety issue, (substantive) unanticipated problem involving risks to subjects or others, or local unanticipated SAE, a review and evaluation must be performed by either the convened IRB or a qualified member within a time period that is the shorter of that in local SOP and that required by VHA Handbook 1200.05.  
] 

	CATEGORIZED BY IRBB
	REPORTED TO ORO[endnoteRef:22] [22:  If the result of the determination is a category of unanticipated, serious, and related or probably related to the research, then reporting to ORO should occur as described in VHA Handbook 1058.01.  Record here if reporting occurred in compliance with VA and local policy, or enter “n/a” if the determination did not require reporting.
] 

Y/N/NA
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B U – Unanticipated 	B R – Related to study participation	B S – Serious
B Event must be reviewed & categorized either by IRB or designated, qualified IRB member 


	STUDY STAFF QUALIFICATIONS AND TRAINING[endnoteRef:23] [23:  It is the intent of ORO that RCOs should audit training that is specific to the research program, and not to confirm additional training required of all VA or VHA employees.  The footnote on the training page clarifies that 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 evidence that research has begun with any initial training being completed, this rare circumstance should be noted in the appropriate column.  
] 


	
SITE PERSONNEL
	ALL TRAINING CURRENTCD Y/N
	NO EVIDENCE OF TRAINING EVER BEING COMPLETED D Y/N
	SCOPE OF PRACTICE OR EQUIVALENT
DOCUMENTED[endnoteRef:24] [24:  Ascertain the presence of a scope of practice or equivalent at the time of the audit. No look-back period is expected.  The RCO auditor is not expected to evaluate the content or appropriateness of any scope of practice.
] 

Y/N/NA
	Role in Study
PI/SC/SI
	FDA Form 1572
Y/N/NA
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NOTE:  The RCO should have a SOP on how training is verified
C RCOs should audit Research-Specific Training Records.  The Research Service at each facility, under the direction of the ACOS/R, must maintain a system to verify and document that each investigator has fulfilled the training requirements specified by the Office of Research and Development (ORD), i.e., as specified on the ORD website and in “1200 series” VHA Handbooks.  The verification/documentation system may be investigator‑based, protocol-based, or a hybrid of the two, so long as it ensures that all individuals listed on an approved protocol have completed the required training commensurate with the duties and responsibilities they have been assigned for that study.  The system for maintaining research-specific training records and the location of these records should be described by local SOPs, and may include comprehensive records maintained by the research service; study-specific or laboratory records maintained by the PI or Laboratory Director; protocol files;  or any combination of these.  RCOs should consult local SOPs regarding the requirements for maintaining research-specific training records.

RCOs are not required to audit records of VA facility-required training, such as VA Privacy Awareness training, VA Information Security Awareness and Rules of Behavior training; No Fear Act training, etc.  Each facility operating a VA research program must maintain a system to verify and document that each investigator has fulfilled all VA and VHA-wide training requirements.  

D Current only at time of audit, no expectation of any look-back for training/training lapses. If auditing a study after closure, check for training current on date of closure. If no evidence that training was ever completed, note this rare but more serious matter for possible expedited reporting as apparent serious noncompliance.

	
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 FEWER THAN 10 SUBJECTS IN THIS PERIOD, AUDIT ALL OF THEM E
IF 10-100 SUBJECTS IN THIS PERIOD, AUDIT 10 OF THEM E
IF 101-300 SUBJECTS IN THIS PERIOD, AUDIT 10% OF THEM E
IF MORE THAN 300 IN THIS PERIOD, AUDIT 30 OF THEM E

	SUBJECT STUDY ID
	DOCUMENTATION THAT CONSENT OBTAINED PRIOR TO INITIATION OF STUDY PROCEDURES[endnoteRef:25] [25:  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.] 

Y/N/NA
	DOCUMENTATION FOUND VERIFYING INCLUSION  CRITERIA MET F
[bookmark: Text702]Y/N/NA
	DOCUMENTATION FOUND VERIFYING EXCLUSION CRITERIA NOT MET F
Y/N/NA
	Subject Included in Research in presence of documentation that inc/excl criteria were not metG
Y/N/NA
	Other issues found, specify on line below

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     



E In calculating the number of subjects, use the number at the local facility who passed screening criteria and whose data were included in the study since the last audit or in the last 3 years, whichever is the shorter period. These subjects should NOT include those from the larger population of screened subjects who did not pass screening.
F Every RCO must have a SOP or auditing plan that describes the documentation acceptable for verification of inclusion/exclusion criteria (e.g. case report forms, other study records


VHA Triennial Regulatory Compliance Audit
Human Research Protection Program Audit Tool
Auditing period June 1, 2012- May 31, 2013
G Cases lacking documentation of inc/excl criteria being satisfied should be reported in the previous 2 columns.  Rarely, documentation may actually be found that demonstrates that a subject participated in research even though screening criteria were not met.  Record any instances of this more serious event in this column.
- 1 -
Investigator/Protocol: 		Form Revised: May 25, 2011



	PROTOCOL DEVIATIONS / VIOLATIONS

	IRB rules for reporting protocol deviations/violations to IRB:

Deviations, if any, reported to IRB per IRB rules:  |_| Yes	|_| No
Deviations, if any, recorded in compliance with protocol requirements:  |_| Yes	|_| No

	     
	     





	|_| NA
|_| Drug 	       INVESTIGATIONAL PRODUCT ACCOUNTABILITY IN INVESTIGATOR REGULATORY BINDER
|_| Device

	[bookmark: Text771]Product accountability records (storage, inventory, dispensing) maintained?  |_| Yes	|_| No	|_| NA	Comments:      
	     
	     

	[bookmark: Text772]VAF 10-9012 (Summary Drug Information) on file in the Site regulatory file?  |_| Yes	|_| No	|_| NA	Comments:      
	     
	     

	[bookmark: Text773]Investigator Brochure or Package Insert on File?  |_| Yes	|_| No	|_| NA	Comments:      
	     
	     

	[bookmark: Text774]Custody & Storage of investigational product (drug and/or device):  |_| N/A	   |_| Pharmacy	|_| Investigator	|_| Other      
[bookmark: Text775]Complies with the facility requirements or as stipulated by the IRB/R&D Committee?  |_| Yes	|_| No	Comment:      
	
	





	OTHER COMMENTS

	[bookmark: Text776]If there anything the RCO/auditor thinks should be noted about this audit, please note/comment here:      
	     
	     








	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
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VHA Triennial Regulatory Compliance Audit
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GENERAL INSTRUCTIONS FOR PERFORMING AN AUDIT OF PROTOCOLS INVOLVING HUMAN SUBJECTS WITH THE HRPP AUDIT TOOL
All open research protocols that are followed by the IRB, the IACUC, or the SRS must be audited at least once every 3 years. Protocols that involve no humans, no animals, and no safety concerns do not require a triennial regulatory audit. The only exceptions to this requirement are:
1) Protocols that were initially approved by the R&DC prior to January 1, 2008 
2) Human subject protocols that have been ruled  exempt from IRB oversight  (Remember that such exempt  human research will still require an ICD audit annually)
Abbreviated audits have been approved for two special cases listed on the first page of the audit tool:  protocols that close without enrolling any human subjects at the local facility, and protocols that close after undergoing a previous triennial regulatory audit. All other human subject protocols excluding the two exceptions above should receive a complete audit with the HRPP tool.  However, for certain types of 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, human subjects research that only involves retrospective chart review commonly has the need for informed consent waived, 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.  However, the next column regarding inclusion and exclusion criteria might still be relevant for auditing.  For a retrospective chart review study, if inclusion and exclusion criteria were defined, a sample as required of subject records should be audited to assure that the screening criteria were met when possible.  If no subject names were recorded, making auditing of records impossible, then the auditor should just enter “n/a”. Every RCO can judge which columns are relevant and meaningful to the specific facts of every protocol, and enter “n/a” when indicated.  Of course, 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.
Beginning  with the 2012-2013 reporting period closure audits are no longer required if at least one previous regulatory audit has been completed while the study was active. Regulatory audits will only be required if a VA research study closes less than 3 years from initial approval and has not audited at least once.  The RCO should review on a regular basis the number and types of open protocols in their research program in order to create an auditing plan that will ensure all open protocols of all types are audited in accordance with the 3-year requirements.  The audit plan should realistically address the work time involved in accomplishing the required audits, both triennial regulatory audits as well as required annual informed consent audits of all open human subjects protocols.  Remember that the lead RCO may utilize other facility resources in accomplishing all required audits, as long as the audits are performed by the RCO, overseen by the RCO, or validated by the RCO.
The GCP.HRPP audit tool should be used to audit all protocols that are overseen by the IRB.  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 as well 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 to be used as the RCO desires, when applicable.  The intent of most is described in the instructions below.  In addition, there are optional pages to help ROCs (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 Principle Investigators and research staff and asked them to help assemble the documentation in advance in order to make the audit process more efficient.
Every RCO must have a 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, and how the RCO monitors progress towards audit goals. Specific numbers and types of required audit should be described in the SOP or an attachment to allow planning of audit volumes to meet requirements.  In addition, the RCO’s local SOPs should describe how the results of audits are reported, and 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.

