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Overview of Kit IDs in Clinical Trial

■ Double-Blinded Clinical Trial is gold standard for evaluating the efficacy and safety of 

interventions, as they minimize bias in data collection and analysis

■ To Maintain the integrity of the trial,  it is essential to ensure the treatment assignments are 

concealed

■ Kit IDs in Double-Blinded Clinical Trial are unique identifiers to link patients to actual 

treatment assignments
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The Role of Kit IDs

Importance of Kit ID Data Quality

■ Accurate kit ID management is essential for ensuring proper unblinding and data analysis.

Impact of Kit ID Errors

■ Inaccurate or unclear kit ID data can result in incomplete unblinding, misinterpretation of 

treatment outcomes, and potential regulatory non-compliance.

■ These errors can undermine the credibility of the trial and delay or disrupt the approval 

process
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Key Data Types in Clinical Trial
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Investigational sites manually enter kit IDs into the clinical database:

Data Entry Errors

■ Mistyped, incomplete, or missing kit IDs.

Mismatches with Kit Label Database (KLD)

■ Differences between kit IDs recorded in the clinical database and those in the KLD.

Timing Constraints

■ Data must be cleaned and verified quickly before Treatment Assignment Information is 

released, which is time-sensitive and prone to mistakes.

Challenges in Cleaning Kit IDs in Clinical Database
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The purpose of Shiny App is designed to improve the accuracy of kit ID data before the Treatment 

Assignment Information (TAI) is released, ensures a clean, error-free unblinding process.

Core Functionality

■ Compares kit IDs from clinical database with Test KLD in real-time.

■ Flags discrepancies for further investigation.

User-Friendly Interface

■ Filters and search features for data review.

■ Suggestions for resolving mismatched kit IDs

Interactive Visualizations

■ Interactive dashboard for clear visual representation of data discrepancies

Design and Features of Kit IDs Shiny App
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Patient 30453 was dosed on 2024-07-11 and 2024-08-09, Kit ID XXX61895 contains an extra X, 
which does not match the corresponding Kit ID in the test KLD file. Kit ID XX32465 is missing from 
the test KLD file, indicating error. 

Example 1 - Kit ID Errors

Patients Treatment Treatment Administration 

Date

Kit IDs 

30453 Tecentriq/Placebo 2024-07-11 XXX61895

30453 Tecentriq/Placebo 2024-08-09 XX32465
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Patient 30448 was dosed on 2024-05-29 and 2024-06-19 using the same Kit ID (XX32824). This 
indicates that Kit IDs may not have been entered correctly.

Example 2 - Kit ID Errors

Patients Treatment Treatment Administration 

Date

Kit IDs

30448 Tecentriq/Placebo 2024-05-29 XX32824

30448 Tecentriq/Placebo 2024-06-19 XX32824
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Patient 30595 was dosed on 2023-04-29 and 2023-05-19. However, the Kit IDs (XX13684 and 
XX48394) entered into the clinical database are not listed in the test KLD dataset, suggesting 
potential discrepancies or errors.

Example 3 - Kit IDs vs Test KLD

Patients Treatment Treatment 

Administration Date

Kit IDs from 

Clinical Database

Test KLD

30595 Tecentriq/Placebo 2023-04-29 XX13684 None

30595 Tecentriq/Placebo 2023-05-19 XX48394 None
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■ The check compares date a kit identification was assigned to a patient with the date 

treatment was administered, and flags cases where the date difference exceeds the protocol-

defined window.

■ The check identifies a Kit ID mismatch between the IVK system and the clinical database.

Example 4 - Kit IDs vs IVKs 

Patients Treatment Kit IDs from 

Clinical Database

Treatment 

Administration Date 

from Clinical 

Database

Date Assigned from 

IVK 

Date Difference Comments

30123 Tecentriq/Placebo XX43724 2024-05-26 2024-06-17 22 days

30125 Tecentriq/Placebo XX43745 2024-05-26 Not found in IVK
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Successful Integration

■ The Shiny App has been integrated into the data quality check workflow of multiple clinical 

trials.

Key Benefits

■ Reduction in Errors: Minimizes errors during the TAI unblinding process, ensuring data 

integrity.

■ Early Issue Detection: Proactively identified discrepancies and resolved them early.

■ Enhanced Efficiency: Improved operational efficiency through automated checks.

Implementation and Impact
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Key Takeaways

■ The Shiny App enhances data integrity by proactively resolving discrepancies.

■ Facilitates a seamless and error-free unblinding process, ensuring reliable clinical trial 

outcomes.

Future Developments

■ Extend functionality to include other critical data elements.

Conclusion
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Questions?

Contact Info

■ Nan Zhou: zhoun11@gene.com

■ Ling Zhang: ling.zhang.lz2@roche.com
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