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Introduction

Importance of Clinical Data Science and Analytics

e Clinical data science and analytics play a pivotal role in modern healthcare, particularly in the context of clinical trials. These
disciplines involve the systematic analysis of clinical data to extract valuable insights that inform medical decision-making,

improve patient outcomes, and drive innovation in healthcare practices.

e In clinical trials, where vast amounts of data are generated and analyzed, the importance of data science and analytics cannot be
overstated. They enable researchers, clinicians, and pharmaceutical companies to:

. Optimize Trial Design: By analyzing historical data and predictive modeling, clinical data science helps design more
efficient and effective clinical trials, reducing costs and time-to-market for new treatments.
. Ensure Patient Safety: Through continuous monitoring and analysis of clinical data, potential safety issues and adverse

events can be detected early, allowing for timely intervention and patient safety.
. Enhance Efficacy: Data analytics allows for identifying trends and patterns in patient responses to treatments, helping to

refine protocols and improve treatment efficacy.
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Introduction

Challenges of Traditional Reporting Methods:

* Traditional reporting methods in clinical trials often involve manual collection, collation, and analysis of data, which can be
time-consuming, error-prone, and inefficient. Key challenges include:

. Time Lag
. Data Silos
- Limited Visibility
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Purpose of Study Status Dashboard — V1.0

The objective of the Study Status Dashboard V'1.0:

e The Study Status Dashboard V1.0 is designed to
revolutionize the way clinical trial data is monitored, -

analyzed, and reported. Its primary objectives are:

« Streamlined Reporting: To address the inefficiencies

and challenges associated with traditional reporting
methods by providing a centralized platform for
monitoring and analysis of study metrics.

« Enhanced  Decision-Making: To  empower .Z.200 @ . o
stakeholders with timely insights into study health
metrics, enabling them to make data-driven decisions e s

promptly and effectively.
« Improved Clinical Trial Success: To contribute to
the success of clinical trials by facilitating proactive —

management of study progress, identifying areas of
concern, and optimizing study performance.
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Demo of Study Status Dashboard — V1.0
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Features, Functionality & Benefits

Real-Time Analysis and Visualization:

 The Study Status Dashboard offers a solution for real-time analysis and visualization of study health metrics. Leveraging
advanced data processing algorithms, it monitors and updates key performance indicators, providing stakeholders with instant
access to critical insights.

* Examples of Metrics:

. Page Status: Tracks the progress of key study milestones such as Data Entry, SDV Status, and PI Signatures. Users can
monitor the completion percentage and identify areas requiring attention.

« Protocol Deviation: Monitors deviations from study protocols, alerting stakeholders to potential compliance issues and
enabling proactive corrective measures.

« Query Status: Provides an overview of open and answered queries, categorized by age ranging from 5 days to >50 days.
This feature allows for effective management of query resolution processes.
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Features, Functionality & Benefits

User Friendly Interface:

 The dashboard boasts an intuitive and user-friendly interface, designed to streamline the user experience and maximize
efficiency. Its intuitive design requires minimal training, ensuring quick adoption by users of all skill levels.

* Key Features of the Interface:

. Simplicity: The interface is clean and uncluttered, prioritizing essential functionalities and minimizing distractions.
. Ease of Use: Users can upload and analyse reports with just a few clicks, thanks to intuitive navigation and
straightforward options.
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Features, Functionality & Benefits

Export and Email Integration:

* The Study Status Dashboard V1.0 simplifies the reporting process by offering seamless export and email integration features. Users can
effortlessly generate comprehensive reports and share them with stakeholders in various formats.

* Functionality Highlights: Export Chart as PDF | Create Email

* Export to PDF: Users can export study metrics in PDF format with a single click.
 Email Creation: The dashboard enables users to create emails directly within the interface, populating them with relevant data.
This feature eliminates the need for manual data copying and pasting, reducing the risk of errors and saving valuable time.

Financial Burden Reduction & Timely Generation of Metrics:

* The Study Status Dashboard v1.0 offers substantial benefits in reducing financial burdens associated with traditional reporting methods.
Automating analysis, and reporting processes, saves valuable time and minimizes the need for human intervention, resulting in
significant cost savings, also timeliness is paramount in the context of clinical trials, it facilitates generating the metrics multiple times
with ease, especially during critical milestones.
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Testing & Validation

* The program underwent extensive testing to ensure both accuracy and speed in processing clinical trial data. The testing process
included:

« Functionality Testing
« Performance Testing

* The results of validation tests confirm the effectiveness of the program in reducing time and effort for data analysis and
reporting. Results:

* Time Savings & Efficiency Gains

*  Quality
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Conclusion

* The Study Status Dashboard offers a comprehensive solution for real-time analysis and visualization of study health metrics. Its
key features include:

« Real-time monitoring of study metrics such as page status, protocol deviation, and query status.
«  User-friendly interface with intuitive navigation and customization options.
« Export and email integration for seamless sharing of reports and data.

Let’s collaborate to transform clinical trial management together with the Study Status Dashboard.
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