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Purpose: Reporton thatpart of thecooperative groupclinical trial quality assurance
(QA) reviewprocessreferredto as Digital Data Integrity QA (DDIQA).
Method and Materials: Participantsin advancedtechnologyclinical trials supportedby
theImage-guidedTherapy QA Center (ITC) mustbeable to submit 3D digital datasets
(images,contours,anddosedistributions)to theITC. ProtocolQA reviewresponsibility
hasbeendividedbetweenITC (DDIQA review) andthecooperativegroup(CG) for
Protocol ComplianceQA Review(PCQA). DDIQA consistsof review of the
completenessof protocol requiredelements,format,spatialregistration, and data
corruption. For consistency, structures arerenamedanddosevolumehistogramsare
recalculated. Data arepostedto theweb-basedRemoteReviewTool (RRT) a component
of the ITC’s clinical trial QA system (calledQuASA2R) for PCQAreview, which
includescompliancereview of targetvolumeand organat risk contours aswell asreview
of dosecomplianceby CG reviewers.
Results: ITC hasover13 years experiencein receiving/processingover6000digital
datasetssubmittedby institutionsparticipating in advancedtechnologyclinical trials.
DDIQA metricsshowthatapproximately 30 % of submissionsareproblematic.
Problemscanbedivided into threecategories:(1) misunderstandingof protocol
requirements,(2) misuseof treatmentplanningsystem (TPS)dataexportfeature, and(3)
updatedTPSsoftwarewhosedataexport featureis no longer compliant with QuASA2R
requirements. Thetime andeffort requiredto performDDIQA andprepare a casefor
PCQA varies,depending on protocolcomplexity.
Conclusion: DDIQA hasproven to beessentialfor QA of advancedtechnologyclinical
trials. Thus,total automationof data submission for rapid QA reviewof clinical trial
datasetsis not realistic at this time. Work is currentlyfocusedon developing tools that
helpITC personnelperform DDIQA moreefficiently.
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