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1. RCO audit requirements.  This guidance clarifies and supersedes previous guidance on the requirements for RCO informed consent audits and protocol regulatory audits during (i) the June 1, 2011 - May 31, 2012 reporting period and (ii) the June 1, 2012 - May 31, 2013 reporting period. 

a.	Definition of RCO audit.  RCO audits are audits conducted, supervised, or verified by the facility’s lead RCO.

b. Definition of active study.  An “active” study is a study approved by and under continuing oversight from the Research and Development Committee (R&DC), Institutional Review Board (IRB), Institutional Animal Care and Use Committee (IACUC), Subcommittee on Research Safety (SRS), or other VA or VA-designated research oversight committee, regardless of whether the study is “open” or “closed” to accrual.  

c. Definition of completed study.  A “completed” study is a study for which oversight by all relevant research oversight committees (see Item 1.b above) has been concluded.

2. Informed consent audits.  Informed consent audits of all active human research studies must be performed each year (i.e., annually) and require a review of subjects’ signed VA informed consent documents, where applicable, and HIPAA authorization documents, where applicable.  

a.	IRB-exempt studies.  The annual informed consent audit requirement includes human studies determined to be exempt from IRB review.  The audit requirement is fulfilled by completing the “Protocol Information” section and the “Protocol Exempt” checkbox on the ORO informed consent audit tool (or equivalent) for any active IRB-exempt study.

3. Informed consent audits for the June 1, 2011 - May 31, 2012 reporting period.

a. Studies to be audited.  All human research studies active at any time during the reporting period must receive an informed consent audit, whether or not any informed consent documents were actually signed during the reporting period.

b. Informed consent documents to be audited.  

i. Studies that were not audited previously must include all informed consent documents and HIPAA authorizations obtained since study initiation.  

ii. Studies that were audited previously must include all informed consent documents and HIPAA authorizations obtained since the previous audit.

iii. If either documentation of informed consent or documentation of HIPAA authorization but not both has been waived by the IRB, all documentation that is not waived must be audited.

iv. Special guidance applies to auditing of informed consent documents and HIPAA authorizations for the Million Veteran Program. See “ORO Requirements for RCO auditing of Informed Consent and  HIPAA Authorization forms for the Million Veteran Program Issued October, 2011” posted on the ORO Research Compliance and Technical Assistance SharePoint site.


c. Studies completed during the reporting period.  A final informed consent audit must be conducted for any study that becomes completed during the reporting period.  

Note:  A study audited during the reporting period will require a supplemental audit if the study becomes completed before the end of the reporting period and additional informed consent documents are obtained after the audit.  If no additional informed consent documents are obtained, then the study audit already performed during the reporting period is sufficient.
  
d.	Deadline.  Informed consent audits for the reporting period must be completed in time to be included in Section III of the 2012 Facility Director Certification of Research Oversight, which must be submitted to ORO no later than July 31, 2012.

4. Informed consent audits for the June 1, 2012 -  May 31, 2013 reporting period.

a. Studies to be audited.  All human research studies active at any time during the reporting period must receive an informed consent audit, whether or not any informed consent documents were actually signed during the reporting period.

b. Informed consent documents to be audited.  For this reporting period:

i. Studies that were not audited previously must include all informed consent documents and HIPAA authorizations obtained since study initiation.  

ii. Studies that were audited previously must include all informed consent documents and HIPAA authorizations obtained since the previous audit.

iii. If either documentation of informed consent or documentation of HIPAA authorization but not both has been waived by the IRB, all documentation that is not waived must be audited.

iv. Special guidance applies to auditing of informed consent documents and HIPAA authorizations for the Million Veteran Program. See “ORO Requirements for RCO auditing of Informed Consent and  HIPAA Authorization forms for the Million Veteran Program Issued October, 2011” posted on the ORO Research Compliance and Technical Assistance SharePoint site.

c.	Studies completed during the reporting period.  A final informed consent audit must be conducted for any study that becomes completed during the reporting period. 

Note:  A study audited during the reporting period will require a supplemental audit if the study is completed before the end of the reporting period and additional informed consent documents are obtained after the audit. If no additional informed consent documents are obtained, then the study audit already performed during the reporting period is sufficient.

d. Deadline.  Informed consent audits for the reporting period must be completed in time to be included in the 2013 Facility Director Certification of Research Oversight, which will have to be submitted to ORO no later than the determined deadline.  The deadline for the 2013 Facility Director Certification will be no earlier than July 15, 2013.

5. Regulatory audits.  Except as noted in Item 5.b, regulatory audits of human, animal, and safety-related research studies initiated after January 1, 2008, must be performed at least every 3 years (i.e., triennially). 

a. Regulatory audits required.  Except as noted in Item 5.b, all active VA research studies must receive at least one regulatory audit. Regulatory audits must include, at a minimum, all information on the ORO human research audit tool if the research is overseen by the IRB, all information on the ORO animal research audit tool if overseen by the IACUC, and all information on the ORO research safety audit tool if overseen by the SRS. 

Records that will need to be reviewed may include case records, regulatory files, and other research records.  Each facility must have a standard operating procedure (SOP) that describes the RCO’s auditing process.  The SOP or auditing plan should address the source records that may need to be reviewed for auditing purposes, the roles of the RCO, the PI, and others in auditing, and reporting of auditing results.  The SOP or an attachment should include specific numbers of types of protocols that will require audits, in order to plan a schedule of audit volumes to accomplish auditing requirements.

b.	Regulatory audits not required.  Regulatory audits of the following studies are not required, even at study closure:

i. Any human study determined to be exempt from IRB review.

Note:  Informed consent audits of IRB-exempt studies are required per Item 2.a.

ii. Any study (human, animal, or safety-related) initiated (i.e., approved for implementation as a VA study) prior to January 1, 2008.  

Note on Animal Studies: The date of triennial review of animal studies should in this context be considered a new “initiation date” regardless of whether the overriding protocol number or initiation date of record is changed.  All animal studies (ACORP or equivalent) should receive a regulatory audit every three years. Newly-approved animal studies must be audited within three years of their initiation date.  Active animal studies with an initiation date prior to January 1, 2008 should be audited within three years of each triennial review, beginning with the first triennial review subsequent to January 1, 2008. Example:  If an animal study has an initiation date of record prior to Jan 1, 2008, and then receives a triennial review on May 1, 2009, the animal study should have a regulatory audit performed prior to May 1, 2012.

iii. Any study that does not involve human subjects, live animals, or any hazards or safety concerns.  This means any VA research study that is overseen by the R&D Committee only and is not overseen by (any one of) the IRB, IACUC, or SRS does not require a regulatory audit.   
 
6. Regulatory audits for the June 1, 2011 – May 31, 2012 reporting period.

a. Studies to be audited.  Except as noted in Item 5.b:

i. All VA research studies that become completed during this reporting period must receive a regulatory audit during this reporting period.

 ii. 	Approximately 33% of studies overseen by the IRB, IACUC, or SRS and initiated after January 1, 2008, (see 5.b.ii above) should receive regulatory audits during this reporting period, and for each future reporting period, in anticipation of satisfying the triennial audit requirement.

Examples:

1. A study initiated (i.e., approved for implementation as a VA study) on January 15, 2009, must receive its regulatory audit no later than January 14, 2012. If not performed during a previous reporting period, a regulatory audit must be performed before this date and included in the 2012 Facility Director Certification of Research Oversight.
 
1. A study that received its regulatory audit on July 2, 2010, must receive a subsequent regulatory audit no later than July 1, 2013. However, if the study becomes completed on or before May 31, 2012, it must receive a regulatory audit during this reporting period and be included in the 2012 Facility Director Certification of Research Oversight.

b. Deadline.  Regulatory audits performed for this reporting period must be included in the 2012 Facility Director Certification of Research Oversight and submitted to ORO no later than July 31, 2012.  

7. Regulatory audits for the June 1, 2012 – May 31, 2013 reporting period.
  
a.	Audits of completed studies.  Beginning with the June 1, 2012 - May 31, 2013 reporting period, any study that becomes completed (per Item 1.c) will not require additional regulatory audits if the study has received at least one prior regulatory audit. 

Once an initial regulatory audit has been performed, additional regulatory audits will not  be required when the study becomes completed. ORO encourages RCOs to perform the first regulatory audit of newly-initiated VA research studies relatively early in the active research period.  

Note, however, that the requirement to conduct triennial regulatory audits remains in effect.  Failure to complete triennial audits constitutes noncompliance and must be reported to ORO on the annual Facility Director Certification of Research Oversight.

b.	Studies to be audited.  Except as noted in Item 5.b:

i. VA research studies that become completed during this reporting period, do not require an additional regulatory audit if the study has received at least one prior regulatory audit. If the study has not received the required regulatory audit, an audit must be performed during the reporting period.

ii. Approximately 33% of VA studies overseen by the IRB, IACUC or SRS and initiated after January 1, 2008, (see 5.b.ii above) should receive a regulatory audit during this reporting period, and in each future reporting period, in anticipation of satisfying the triennial audit requirement.

Examples:

i. A study initiated (i.e., approved for implementation as a VA study) on January 15, 2010, must receive a regulatory audit no later than January 14, 2013. If not performed during a previous reporting period, the required regulatory audit must be performed before this date and included in the 2013 Facility Director Certification of Research Oversight.
 
ii. A study that received a required regulatory audit on June 2, 2010, must receive a subsequent regulatory audit no later than June 1, 2013.  If the study becomes completed on or before June 1, 2013, no additional regulatory audits are required.

iii. A large project overseen by both the IACUC and the IRB received a regulatory audit for its animal research component on July 2, 2010, and a regulatory audit for its human research component on July 9, 2010.  If the animal research becomes completed before its next triennial review, no additional regulatory audits for the project’s animal research are required.  An additional regulatory audit for the project’s human research is required on or before July 8, 2013.

iv. A project including both a human subject component overseen by the IRB and an exempt component overseen by the R&DC was initiated as VA research on February 15, 2010. The human subject research becomes completed on August 1, 2012, and the exempt research becomes completed on December 1, 2012.  If not performed during a previous reporting period, a regulatory audit for the human subject component of the research must be performed in time to be included in the  (July) 2013 Facility Director Certification of Research Oversight. The audit of the human subject component would be required during this period even if the exempt research component remained active, unless a previous audit of the human subject component had been performed.     

b. Deadline.  Regulatory audits for this reporting period must be completed in time to be included in the 2013 Facility Director Certification of Research Oversight, which will have to be submitted to ORO no later than the determined deadline.  The deadline for the 2013 Facility Director Certification will be no earlier than July 15, 2013.  

8. Where to find the audit tools and the Facility Directors Certification.

a.    The RCO audit tools for the June 1, 2011- May 31, 2012, and June 1, 2012 - May 31, 2013 reporting periods are posted on the ORO Research Compliance and Technical Assistance SharePoint site. 

b.  	The full 2012 Facility Director Certification and a stand-alone copy of the quantitative reporting sections from the 2012 Facility Director Certification (Sections III and IV) annotated with detailed instructions for completion are posted on the ORO website and the ORO Research Compliance and Technical Assistance SharePoint site.

c.	The 2012 Facility Director Certification will be submitted electronically to ORO by a method that will be sent to every Facility Director. 

d. 	The 2013 Facility Director Certification template will be posted on the ORO website and the ORO Research Compliance and Technical Assistance SharePoint site as soon as it is finalized.

e.    The ORO website can be found at: http://www.va.gov/oro/.

f.  	The ORO Research Compliance and Technical Assistance SharePoint site can be found at:  http://vaww.vha.vaco.portal.va.gov/sites/ORO/RCO/default.aspx. 

9. RCO training requirements.  In addition to conducting required audits, the RCO may serve as a non-voting consultant, as needed, to the facility’s R&D Committee, IRB, IACUC, SRS, and other research review committees. The RCO may not serve as a voting or non-voting member of these committees. RCOs must complete and maintain the training requirements of voting members of the R&DC, the IRB, the IACUC, and the SRS.


For questions related to RCO audit or training requirements, please contact ORORCEP@VA.GOV. 
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