Unlock The

Power Of
Clean Data
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Slient

A rapidly growing niche pharmaceutical company
developing innovative treatments based in the US.
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idustry
hallenge

Our client was facing a significant hurdle in
their clinical trial process - ensuring the
accuracy and traceability of their data.

Manual data collection methods as well as

usage of a variety of different methods and
tools were prone to errors, and inconsistent
data formats across various clinical location
created challenges in data analysis.

This raised concerns about regulatory
compliance and the overall integrity of their

clinical trials.
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olution

Our team of data integrity experts collaborated with our

client to develop a comprehensive solution. This included:;
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indardized Data Collection Tools:

We implemented a cloud-based electronic data capture (EDC)

system. This standardized platform ensured consistent data
format across all clinical sites, minimizing errors and
streamlining data collection

tomated Data Validation Rules:

We configured automated data validation rules within the EDC
system. These rules flagged inconsistencies and potential
errors in real-time, allowing for immediate correction and
Improved data quality

-nhanced Audit Trails:

We established a robust audit trail system, documenting every
step of the data collection and management process. This
enhanced transparency and traceability, fostering trust and
regulatory compliance.
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Data Integrity &
Juality Framework

Data Collection

Source Data

Visualization Verification

Data
integrity and
quality

Data Traceability
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ansformative Impact

By implementing these solutions, the client achieved significant

improvements in their clinical trial data integrity:
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Reduced Data % Improved Data
“wd Errors '"Q Analysis Efficiency

The automated validation rules Standardized data formats facilitated
significantly reduced data entry faster and more efficient data

errors, leading to cleaner and more analysis, accelerating the clinical trial
reliable data sets. process.

—

Enhanced Regulatory Increased Confidence

¥) Compliance =11l in Results

)

The robust audit trail system With improved data quality, the
provided clear documentation for client gained greater confidence in
regulatory agencies, boosting the validity and reliability of their
confidence in the integrity of the clinical trial results.

clinical trials.
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How can we help in
Unlocking opportunities?

Connect with us
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DISCLAIMER
The views expressed in this article are those of the author and are based on personal experience, research, and interpretation. The content is intended for

informational purposes only. While great efforts have been made to ensure accuracy, completeness and timeliness, these cannot be guaranteed. For any further
suggestions or query reach out to info@apmac.ca
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