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Risk Based Monitoring
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qWhat is RBM?

qHow is RBM implemented?

qWhat are the benefits of RBM?

qWhat is the role of Data Management in the implementation of RBM?

qCan Data Management benefit from RBM?



Data Management activities in scope
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qScope in the context of RBM implementation

qStandard activities
§ Data Management plans
§ CRF Developement/Database setup /Mapping
§ Database Freeze/Lock?archival

qCustomisable activities
§ CRF Design
§ Data Review/Validation Plans (Checks & Listings)
§ Data Cleaning/Querying
§ Reconciliation of external Data 



CRF Design
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qSDV & SDR 



Example: ICF & Eligibility Criteria – GCP Compliance
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CRF Design (Capture what matters )
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qPrimary, Secondary and Tertiary end points

qEligibility Criteria assessments

qBaseline assessments



Data Review/ Data Validation Plan
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qOnline Checks, offline Checks and Listings

qStandard v/s Specific

qChecks v/s Listings

qManual Cleaning



Data Cleaning and Data Querying
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qData Cleaning & Query resolution plan

qDefine scope of cleaning & querying

q Issue queries that matter

qAlways within the scope of study milestones



Reconciliation of External Data
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qNot all external data comes from one source

qType and source of data should drive the reconciliation



Example: Safety Blood Sampling
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Reconciliation of External Data
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qWhat about non critical data?

qEx: Sample storage for future research



Challenges
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qWhat about the non-critical data?

qChange in mindset

qAgreement on the approach



Best Practices
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qTeam Work

qContinuous and conscious effort to work together

qCustomized plans at study level

qAgreement on approach from all the stake holders

qFocus on absence of errors that matter!



Conclusion
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qFocus should always be on data quality and subject safety

qResourcing of time and efforts should be driven by data that matters

qThink before we act

qShift in mindset, right strategy and good team collaboration will enable 
economic efficiencies!



Questions?

Swapna Pothula
Clinical Data Lead 
swapna.pothula@iconplc.com

Thank you!


