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ORGC has not yetissued specifics on the triannual regulatory audits, however,
the Directive implies that the audits will be compleie audits of all study
gdocuments, including human, animal and bench research projects.

By May 31, 2008 the VAMHCS Ofiice 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 manths to audit
gvery VA consent form within this categony for every active VAMACS study.
Beginning June 2009, we will be able to spread out this audit program over
annual twelve month cycles.

The VAMHBCS Office of Research Compliance (ORCYhas developed a plan to
implement the ORDICRO meandaies. [he plan s outined below. The plan is
NOT OPITIONALE.The first report o ORDIS due in July 2008 and annually
therealter. The VAMHCS Research Program will be evaluated by VA Central
Office based on the performance measures in the audit report.
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Accompanying this Het Topic, you will be receiving a guery for basic
INfermation regarding your studies. Please complete and returin the form to
our office IMMEDIATELY:
Beginning January 2, 2009 Research Compliance Specialists wilkbegin site
VISIES for informed consent audits: Notices will go out beginning December
192008, however, your preparations can (and shouldt) begin now. e will
try to give you at least & 1 week notice of our visit.
We will proceed according to investigator. Al or an investigator's studies will
pe audited at the same study visit: In general, we wili begin with the
beginning and middle of the alphabet; however, ior Centers (such as GRECC,
MIRECC MSCOE, etc.) we will probably audit all the investigators within the
Center.
= We think this will be the least disrupiive approach for you (one visit
covering all your studies rather than multiple visits ).
=i we find that there are nUmerous denciencies with your iirst stuichy
audited, we will advise you abaut proper practices. Rather than
continuing with your remaining studies and recerding the same types
of deficiencies, we will stop after the first study and give you ~2 Weeks
o fiX the remaining studies: Then we will return o finish the remalnder
of your studies.  The results of the first auditwill stand: there will be no
2" chances foi the other studlies.
= The timetablefor 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 Siudy visit may last 1of several days depending on the number of
studies and consent forms:
When we come, we will need to see;
= A master list of allindividuals wito signed VA consent forms (even i
they were screening failures or withdrew from screening), including
patticipant #, CPRS #, and daie of enrollment. You do ot need to
prepare a special listfor us i you have a comparable list of Some Sort:
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