Revolutionizing Drug Development

with Al-Based Particle Characterization:
A Game Changer for ANDA, NDA, and 505(b)(2) Submissions

Introduction

Pharmaceutical innovation is at the heart of improving patient outcomes, but the path to approval—
whether for a New Drug Application (NDA), Abbreviated New Drug Application (ANDA), or a
505(b)(2)—is fraught with challenges. From formulation development to regulatory submissions,
companies face pressure to minimize time, cost, and risk while maintaining the highest quality
standards.

ImageProVision's Al-based Particle Characterization tool CLAIRITY™ offers an unparalleled
advantage to pharmaceutical companies by drastically improving these processes, empowering
them to accelerate approvals while optimizing costs and ensuring product quality.

The Role of Particle Characterization in Drug Development

In the development of both generic and innovative drug products, understanding particle size,
shape, and distribution is critical. These parameters affect drug stability, solubility, bioavailability,
and ultimately the therapeutic efficacy of the product.

Particle characterization plays a crucial role in:

e Formulation Development: Ensuring the drug formulation meets desired therapeutic
outcomes.

e Quality Control: Ensuring uniformity and consistency of batches during scale-up and
production.

e Regulatory Submissions: Supporting the robustness of data submitted to regulatory
bodies.
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However, conventional particle characterization methods are time-consuming, expensive, and often
require manual intervention—leading to potential human errors and inconsistent results.

ImageProVision’s Al-Based Solution CLAIRITY™: The Competitive Edge

ImageProVision’s Al-based Particle Characterization tool CLAIRITY™ is a disruptive innovation
designed to:

e Drastically reduce time spent on analyzing samples.
e Improve accuracy and consistency of particle measurements.
e Lower operational costs associated with traditional methods.

e Streamline regulatory submissions by providing high-quality, automated data outputs.

How Our Solution Accelerates ANDA, NDA, and 505(b)(2) Processes
1. Speed to Market:

o Al-driven automation: Our tool automates particle analysis, significantly reducing
the time spent on formulation and quality testing.

o Faster decision-making: The tool provides real-time insights, enabling R&D teams
to make faster formulation adjustments and finalize product characteristics earlier
in the process.

o Regulatory compliance built-in: Our software aligns with stringent requlatory
guidelines, helping to pre-empt regulatory hurdles and streamline the submission
process for approvals.

2. Cost Efficiency:

o Reduction in manpower costs: By automating the particle characterization process,
the need for extensive manual testing is reduced, leading to significant savings in
manpower.

o Resource optimization: The tool optimizes the use of materials in formulation
development, minimizing waste and reducing the overall cost of production.

o Early detection of issues: The precision of Al-driven analytics helps to detect
potential formulation issues early, avoiding costly late-stage failures.

3. Uncompromised Quality:

o High precision: Our Al tool delivers high-precision, consistent results, ensuring the
quality and stability of drug formulations from development to production.
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o Real-time monitoring: The software can be integrated into the production line,
allowing for real-time monitoring of particle characteristics, ensuring batch
consistency and reducing the likelihood of reworks or recalls.

Data transparency: Comprehensive and structured data outputs provide clear insights into particle
size distribution and morphology, enhancing regulatory submissions with strong, defensible data.

Applicable Across Dosage Forms

Our Al-based Particle Characterization tool has a wide range of applications across various dosage
forms:

e Solid Dosages: Tablets, capsules, and powders

¢ Injectables: Solutions, suspensions, and emulsions
e Topical and Creams: Including ointments and gels
¢ Inhalers and Aerosols

With the increasing complexity of drug formulations, especially in controlled-release and targeted
delivery systems, our solution is perfectly positioned to meet the needs of small, mid, and large
pharmaceutical companies.

Conclusion: Elevate Your Competitive Advantage

In the rapidly evolving pharmaceutical landscape, time-to-market, cost optimization, and quality are
critical success factors. ImageProVision's Al-based Particle Characterization tool not only enhances
the speed and precision of drug formulation and production but also positions your company for
faster requlatory approvals and sustained market leadership.

Pharma companies leveraging our tool can:
e Reduce submission timelines for ANDA, NDA, and 505(b)(2) by up to 30%.

e Lower development costs by minimizing human errors, resource wastage, and testing
cycles.

e Ensure highest quality standards while maintaining regulatory compliance.

By choosing ImageProVision’s Al-driven solution CLAIRITY™, you're not just improving
efficiency—you’re creating a competitive edge in the global pharma market.

Contact us today to explore how ImageProVision can support your company's journey from
development to approval with unprecedented speed, accuracy, and quality.
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