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New Audit Program Mandated by VA Central Office 
  
In October, the VA Office of Research and Development (ORD) issued a 
directive mandating specific types of audits to be done by all VA research 
programs http://www1.va.gov/oro/docs/VHA_Directive_2008-
064_RCO_and_Auditing_10-16-08.pdf.  VHA Office of Research Compliance 
(ORO) subsequently issued partial guidelines on how to fulfill the requirements 
and more will be issued in the coming months 
http://www1.va.gov/oro/docs/RCO_InformedConsent_Reporting_Requirements_
11_3_08.doc.  The requirements are summarized below.  These 
requirements directly and immediately affect all VA researchers (including 
laboratory and animal researchers, though those requirements have not yet 
been issued).   
 

 There two parts to the ORO requirement: 
 Annual audits of informed consent forms (ICF) signed during the 

previous 12 months, 
 Triannual complete regulatory audits. 

 The following items are the required elements of the annual ICF audits: 
 Whether the correct version of the ICF was used 
 Whether subject signature and date signed are both present 
 Whether witness signature and date signed are both present 
 Whether signature of person obtaining consent and date signed are 

both present 
 Whether ICF has IRB approval stamp 
 Whether HIPAA authorization was obtained, if applicable 
 Whether consent was obtained before initiation of study procedures 
 Whether consent was documented with note in CPRS or with written 

progress note placed somewhere in record. 
 The following are examples of informed consent noncompliance that ORO 

wants reported.  This list is NOT all inclusive. 
 Lack of an informed consent document signed and dated by a subject, 
 Use of an unapproved, unstamped, and/or outdated informed consent 

document, 
 Use of an unapproved, unstamped, and/or outdated informed consent 

document, 
 Initiation of study procedures prior to obtaining informed consent, 
 Lack of proper Health Insurance Portability and Accountability Act 

(HIPAA) Research Authorization. 
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 ORO has not yet issued specifics on the triannual regulatory audits, however, 
the Directive implies that the audits will be complete audits of all study 
documents, including human, animal and bench research projects. 

 By May 31, 2009 the VAMHCS Office of Research Compliance MUST audit 
all informed consent forms signed within the 12 month period prior to the 
audit.  That means that beginning 1/1/09, the ORC has 5 months to audit 
every VA consent form within this category for every active VAMHCS study.  
Beginning June 2009, we will be able to spread out this audit program over 
annual twelve month cycles. 

 
The VAMHCS Office of Research Compliance (ORC) has developed a plan to 
implement the ORD/ORO mandates.  The plan is outlined below.  The plan is 
NOT OPITIONAL.  The first report to ORD is due in July 2009 and annually 
thereafter.  The VAMHCS Research Program will be evaluated by VA Central 
Office based on the performance measures in the audit report. 

 Accompanying this Hot Topic, you will be receiving a query for basic 
information regarding your studies.  Please complete and return the form to 
our office IMMEDIATELY. 

 Beginning January 2, 2009, Research Compliance Specialists will begin site 
visits for informed consent audits.  Notices will go out beginning December 
19, 2008; however, your preparations can (and should!) begin now.  We will 
try to give you at least a 1 week notice of our visit. 

 We will proceed according to investigator.  All of an investigator’s studies will 
be audited at the same study visit.  In general, we will begin with the 
beginning and middle of the alphabet; however, for Centers (such as GRECC, 
MIRECC, MSCOE, etc.) we will probably audit all the investigators within the 
Center.    

 We think this will be the least disruptive approach for you (one visit 
covering all your studies rather than multiple visits). 

 If we find that there are numerous deficiencies with your first study 
audited, we will advise you about proper practices.  Rather than 
continuing with your remaining studies and recording the same types 
of deficiencies, we will stop after the first study and give you ~2 weeks 
to fix the remaining studies.  Then we will return to finish the remainder 
of your studies.  The results of the first audit will stand; there will be no 
3rd chances for the other studies. 

 The timetable for this first audit round generally does not allow for us to 
be accommodating with requests for delays or schedule changes.  
Please be prepared for us to visit at time stated in the notice.  

 A study visit may last for several days depending on the number of 
studies and consent forms. 

 When we come, we will need to see; 
 A master list of all individuals who signed VA consent forms (even if 

they were screening failures or withdrew from screening), including 
participant #, CPRS #, and date of enrollment.  You do not need to 
prepare a special list for us if you have a comparable list of some sort. 



 All ICFs signed during the 12 months prior to the audit.  For example, if 
we visit you on 3/1/09, we will need to see all ICFs signed from 3/1/08-
2/28/09.   

 All study binders for the same set of enrolled participants, 
 A space for the auditor, including a computer jack for access to CPRS 

and the Research Service network. 
 This Directive does not involve any changes in what investigators have 

always been told to do!!!  Remember that obtaining informed consent prior to 
performing any research-related activity, using valid ICFs, obtaining 
signatures and dates on the ICFs, writing enrollment notes, and delivering 
ICFs to the Research Service to be scanned are NOT new requirements.  
However, mistakes can be made and research staffs can be overworked, 
disorganized or not knowledgeable.  Therefore it is important for all of you to 
immediately begin self-assessments on your informed consent practices and 
documents.  Self-assessment are available on our website: 
http://www.maryland.research.va.gov/research/human/forms/self_assessment
_subject_records_checklist.pdf, 
http://www.maryland.research.va.gov/research/human/forms/self_assessment
_investigator_records_checklist.pdf. 

 
While all of this is not really a change in the goals and practices of our program, it 
means a major change for individual investigators in the following ways: 

 It appears that ORD’s threshold for “serious noncompliance” is very low.  
Whereas in the past, our office and the IRB had some leeway in deciding this, 
it appears that ORD’s criteria are strict.  For example, in the past we may 
have determined that 1 poorly executed consent form out of an investigator’s 
100 consent forms did not constitute serious noncompliance if the overall 
practice of the investigator appeared to be compliant.  However, it now 
appears that ORO will require reporting of this single ICF as serious 
noncompliance. 

 ORO’s audit report requires that we individually list each investigator and 
study where serious noncompliance is found. 

 Our Research Compliance Specialists will visit you annually to audit 100% of 
your consent forms signed during the previous year and, in addition, every 
three years for complete regulatory audits. 

The take-home message is that VA Central Office is basically adopting a ‘zero-
tolerance’ attitude toward research noncompliance. 
Portability and Accountability Act (HIPAA) Research  
Finally, you may have noticed that we have used verbs such as “appears to 
require”, “seems to be”, etc. throughout this Hot Topic.  This IS an evolving 
program.  ORO plans to send out specific guidelines over the next few months 
but VA requires our compliance beginning January 2009.  While we wait for 
ORO’s specifics, we must still try our best to interpret and implement the 
Directive.  (Remember that we have an absolute deadline to have audited ALL 
consent forms signed during ~2008 by May 2009).    
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We expect to refine the program as more details are issued.  We ask for your 
patience and cooperation.   
 
We also ask for your suggestions, especially if there are special circumstances 
for your program that impact the audit methods we’ve described.  Please contact 
Jessica Mendoza (see below). 
 

We wish to thank the investigators and coordinators who assisted us in 
developing this plan. 

 
 

For questions concerning this or other Research Service Hot Topics OR for 
adding staff or colleagues to the Hot Topics mailing list, contact: 

Jessica Mendoza, RN, BSN, CCRC 
Acting Research Compliance Officer 

Research Compliance Specialist 
Rm 3-A-125 

(410) 605-7000 x5591 
Jessica.mendoza@va.gov 

 
 

Can’t put your finger on a past Hot Topic you know would solve your problem?  
No problem.  Check the Hot Topics archive on the Research Service website: 

http://www.maryland.research.va.gov/hot_topics.asp 
 
 

For comments, complaints or suggestions regarding the Research Service or 
Office of Research Compliance, contact: 
Jessica Mendoza, RN, BSN, CCRC 

Acting Research Compliance Officer 
Rm 3-A-125 

(410) 605-7000 x6512 
Jessica.mendoza@va.gov 
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