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Introduction

FDA Form 483 observations pose a significant challenge for pharmaceutical manufacturing
companies, often resulting in severe financial and operational consequences. When 483
observations are issued, companies may face halts in production, preventing them from
bringing products to market, which can lead to substantial revenue losses. Additionally, the
extensive Corrective and Preventive Actions (CAPAs) required to address the deficiencies can
drain valuable human resources and disrupt daily operations.

The Mareana Connect™ Platform, built for life sciences, offers an out-of-the-box, 21 CFR-
compliant solution to streamline data compliance and address common FDA 483 issues
like batch record control, process history management, and lab test validation. By providing
real-time data monitoring and automated compliance tools, Connect™ simplifies the
implementation of new CAPAs, allowing manufacturers to quickly respond to regulatory
observations. This reduces the time, effort, and resources needed to manage compliance,
helping companies maintain efficiency while mitigating the risk of future violations.
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Common FDA 483 Observations:
Causes and Impacts

Key warning letters often highlight critical issues in pharmaceutical manufacturing processes. These observations
commonly point to systemic challenges and vulnerabilities in areas such as data integrity, documentation practices,
investigative procedures, and overall operational oversight. Addressing these issues is crucial for maintaining
compliance and ensuring the reliability and quality of pharmaceutical products.

@ Computer Control of Batch Records

Inadequate validation and weak data security often lead to issues with computer-
controlled batch records. These problems can result in inaccurate records, product recalls,
and regulatory delays. Ensuring strong system validation and access controls is essential
for maintaining data integrity and compliance with 21 CFR Part 11.

Inadequate Records

Incomplete documentation and inconsistent record-keeping are common causes of
inadequate history records. This typically results from poor training or lack of standardized
procedures. Such issues can delay product approvals and increase regulatory scrutiny,
impacting operational efficiency.

g Failures in Investigation in Discrepancies

Inadequate root cause analysis and ineffective CAPA processes often contribute to failures
in investigating discrepancies. This can leave quality issues unresolved, potentially leading
to unsafe products and increased regulatory actions. A robust investigation process is
crucial for maintaining product quality and regulatory compliance.

Cleaning, Sanitization, and Maintenance

Problems in cleaning and maintenance usually arise from inadequate procedures or
training. These issues can lead to contamination and compromised product quality,
resulting in costly recalls and damage to the company’s reputation. Rigorous adherence to
cleaning and maintenance protocols is essential for compliance and product safety.
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Mareana Connect"”: An Out-of-the-Box
Compliance Solution

Mareana Connect™ is purpose-built to tackle the complexities
of modern Life Science manufacturing, addressing key FDA
483 observations with advanced tools for data integration,
analytics, and process optimization. It provides valuable

insights and robust solutions for managing critical areas like
batch record control, historical documentation, discrepancy
investigations, and cleaning protocols, helping to mitigate the
common pitfalls highlighted in FDA 483s.

Digital Batch Record Control

With the Connect™ platform, compliance with 21 CFR
requirements is streamlined through our paper on glass
solution. This solution minimizes the need for extensive
change control while ensuring a smooth transition from
paper to digital formats. The integrity and structure of
original documents are preserved, facilitating a seamless
and compliant record-keeping process.

Insufficient Root Cause Investigation

The genealogy feature supports thorough investigations into
discrepancies by helping enable detailed analysis tools such
as 5 Whys or fishbone diagrams. Users gain complete clarity
on process issues, facilitating accurate root cause analysis
and effective resolution.

Incomplete Records

Our genealogy feature allows for instant access to
comprehensive history records. Instead of sifting through
physical or digital storage, users can easily retrieve

and tabulate records based on process, or batch. This
functionality enhances efficiency and ensures that critical
information is readily available.

&

Improper Tracking and Execution
Cleaning, Sanitization, Maintenance

The platform provides detailed records of cleaning,
sanitization, and maintenance activities. Users can assess
the effectiveness of these processes and track their
execution with precision, ensuring that all procedures meet
compliance standards and are performed effectively.
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Simplifying Connect” Implementation:
A Path to Fast CAPA Resolution

Implementing the Mareana Connect™ Platform is a straightforward process that enables your team to quickly
resolve any open CAPAs and streamline operations across facilities. With a user-friendly approach, Connect™ offers
a seamless transition, allowing companies to leverage its powerful features without the typical hurdles of complex
software deployments.

The first step is to subscribe to Mareana Connect™, a solution designed for reliability and scalability. Mareana’s proven
track record in software implementation ensures a smooth setup process tailored to your specific needs. The platform
is configured to meet your facility’s quality standards, key operational parameters, and compliance criteria, enabling
immediate impact on batch release and other critical processes.

Mareana’s expert team leads a cross-functional effort, working alongside your quality assurance, production, and IT
teams to ensure alignment and proper system configuration. Training and onboarding are designed to be simple, with
specialized sessions for each department to ensure every user is equipped to work efficiently from day one.

Once the platform is fully implemented and validated, documentation becomes easy to manage. This streamlined
process ensures that CAPAs are closed out quickly and efficiently, with every step documented and verified for
compliance. The end result is a system that not only optimizes operations but also accelerates corrective and
preventive actions, improving overall manufacturing performance.
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Conclusion

FDA 483 observations reveal critical areas where pharmaceutical manufacturing processes
often fall short, from inadequate batch record control to insufficient root cause investigations
and improper cleaning practices. These issues not only pose compliance risks but also
threaten product quality, safety, and operational efficiency.

The Mareana Connect™ Platform provides a comprehensive solution to these challenges by
integrating data across various systems and offering powerful tools for tracking, analyzing,
and optimizing processes. By centralizing information and ensuring regulatory compliance,
Connect™ helps companies navigate the complexities of modern Life Science manufacturing
while reducing the risk of receiving FDA 483 observations. With features like digital batch
record control, streamlined history access, and robust cleaning and maintenance oversight,
the platform enables organizations to maintain a high level of operational integrity and
ensure continuous improvement in compliance and quality standards.
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Founded in 2015, Mareana is an Al-powered software
company with the mission of accelerating digital
transformation in manufacturing, supply chain, and
sustainability via our connected intelligence platform.
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Mareana’s platform uses Al/ML to rapidly connect
disparate, siloed data across the entire business
process, allowing our customers to shift their time and
effort from data preparation to making complex
business decisions intuitively, in real time.

Our customers are market leaders in life sciences,
chemicals, and general manufacturing who have
realized over a billion dollars in business value by

leveraging our platform.
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