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Introduction

Define edc, highlight the problem

z:medidata
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The Importance of Edit Checks

Define edit checks as the first line of defense against bad data

Explain how robust edit checks improve data integrity, patient safety, and efficiency

1. Weight

? Datais required. Please complete
Opened To Site from System (18 Sep 2016)

o
Data entry

2 Body Temperature

2 Data entered is out of range (> 42). Please correct Clean data
Opencd To Site from System (18 Sep 2016)

o |

3 Syslolic BP
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The Complexity of Edit Check Programming
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tionfunctionParass afp = (ActionfunctionParams)ThisO®ject:
Pataboint @pt Action = afp, ActiosCataboint:

Subject sbi = dpt Acticn.Record.Subject:

string folder0ID = dpt Actien,Record.@ataPoints. FindByFieldQID("UAT FOLDER®).Dats;
string formOID = dpt Action.Record,DataPoints, FindByFieldOID(“UAT FORM®).Data;
string fieldOID « dpf Action Record,DataPoints,FindByField0ID(“UAT FIELD*).Data;

string datagageld = **;
if (dpts.Count » @) {
?.nuw;ﬂo * dptsi0].Record, DataPage, J0. Tostringl):
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Development of Edit Checks

Manual Process Using Al

Not priority for study go live Ready for go live

Time consuming Fast

Steep learning curve Al does the learning
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How the Al Model Works

. Inputs: Study Design Specification (SDS)
. Process: Al interprets SDS, applies rules, and generates edit checks
. Outputs: Pre-programmed edit checks, ready for implementation

Knowledge:

Comparisen Rules.pdf Input: Study Design Specification (SDS,
Creating Rules (V2).pdf contains all forms and the visit
Cross-form Derivations.pdf schedule of a specific trial build)

Mapping Casebook Variables.pdf

Rule Design Properties.pdf

Sending Email Notifications with Rules.pdf
Tips & Best Practices for Rules.pdf

| [Tl ) 0 (@) [0 [T
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Key Benefits of Automation

Faster Study Start-Up: Saves time during edit check programming

. Better Data Quality: Ensures no critical checks are missed
. Cost Savings: Reduces manual work and rework
. Scalability: Works across multiple EDC systems
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Conclusion & Next Steps

Summary of key takeaways

. The future of Al in clinical data management
. Call to action: How can study teams leverage Al today?
. (Optional) Q&A
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