AbstractlD:8471Title: Updae on Digital Data Integity Quality Assurarece for Multi-
Institutional Advancel TedhnologyClinical Trials

Purpose: Reportonthatpat of the coopestive groupclinical trial quality assurane
(QA) reviewprocesgeferredto as Digital Data Integrity QA (DDIQA).

Method and Materials: Participantsn advancedechnologyclinical trials suppoted by
thelmage-guidedThergy QA Cente (ITC) mustbeable to submt 3D digital datasets
(imagescontoursanddosedistributions)to the ITC. Protocol QA reviewresponsibility
hasbeendividedbetwesnITC (DDIQA review) andthe cooperativegroup (CG) for
Protocd ConplianceQA Review (PCQA). DDIQA consistf review of the
completenessef protoml requited elements format, spatialregstration, and data
corruption. Forconsistencystructures arerenanedanddosevolumehistogramsare
recalaulated. Data arepostedto theweb-based Renote ReviewT ool (RRT) acomponent
of the ITC’s clinicaltrial QA systen (calledQUASAR) for PCQAreview, which
includescompliancereview of targetvolumeand organatrisk contous aswell asreview
of dosecomplianceby CG reviewers.

Resuls: ITC hasover13 yeas experiencdn receving/processingover6000digital
datagtssubmitedby institutions participating in advancedechnologyclinical trials.
DDIQA metricsshowthatapproximatéy 30 % of submisionsareproblendic.
Prdblemscanbedivided into threecaegories:(1) misundestandingof protocol
requiremaents, (2) misuseof treatmentplanningsysem (TPS)dataexportfeature and(3)
updatedT PSsoftwarewhosedataexport featureis no longer compliant with QUASAZR
requirements Thetime andeffort requiredto performDDIQA andprepae a casefor
PCQA varies,dependig on protocolcomplexity.

Conclusion: DDIQA hasproven to beessentiafor QA of advancediechnobgy clinical
trials. Thus,total autorationof daa sulmission for rapid QA reviewof clinical trial
datagtsis notrealstic atthis time. Work is currentlyfocused on developing toadls that
helpITC personneperform DDIQA moreefficiently.
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