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Executive Summary

Connect™, an innovative platform tailored for the life sciences industry, serves as a pivotal tool in
streamlining the technology transfer process. By leveraging advanced features and functionalities,
Connect™ facilitates enhanced traceability, documentation, knowledge sharing, validation, scale-up
support, quality assurance across sites, and robust risk management and mitigation strategies.

With Connect™, documentation management becomes seamless and efficient. The platform
centralizes all relevant documents, protocols, and standard operating procedures (SOPs), eliminating
the risk of incomplete or inaccurate documentation. Moreover, Connect™ fosters a culture of
knowledge sharing by providing a collaborative environment where teams can exchange insights,
lessons learned, and best practices, thereby enhancing decision-making and innovation.

Maintaining consistent quality standards across multiple sites is paramount in technology transfer.
Connect™ facilitates seamless communication and alignment of quality assurance (QA) practices
across sites. By harmonizing QC/QA standards, facilitating cross-site collaboration, and providing
real-time insights into quality metrics, Connect™ ensures consistent quality performance and
compliance throughout the transfer process. Moreover, Connect™ identifies and addresses any gaps
in analytical methods or equipment compatibility, ensuring uniformity and reliability in data
generation and analysis across all transfer sites. This comprehensive approach enhances the integrity
of the transfer process, enabling organizations to meet regulatory requirements and deliver
high-quality products to market efficiently.

In summary, Connect™ revolutionizes the technology transfer process by offering a comprehensive
suite of features designed to enhance traceability, documentation and knowledge sharing, validation
and scale-up support, quality assurance across sites, and risk management and mitigation. By
leveraging Connect™, organizations can navigate the complexities of technology transfer with
confidence, ensuring success and driving innovation in the dynamic landscape of the life sciences
industry.



Introduction & Challenges

In the dynamic landscape of the life sciences industry, technology transfer stands as a critical bridge
between research and commercialization. However, this process is fraught with challenges that often
impede efficiency and effectiveness. This paper delves into the complexities surrounding technology transfer
within the life sciences sector, highlighting key hurdles and proposing strategies for overcoming them.

@ Communication Gaps and QC/QA Requirements

One of the foremost challenges in technology transfer is the prevalence of communication gaps among disparate
teams involved in the process. These gaps often result in misunderstandings and delays, hindering the smooth transition
of innovations. Additionally, divergent quality control (QC) and quality assurance (QA) standards across sites pose
significant obstacles to transfer. Harmonizing regulatory compliance standards and ensuring rigorous adherence to
protocols are paramount to maintaining consistency and regulatory compliance throughout the transfer process.

(&) Process Compatibility and Scale-up Challenges

Another significant hurdle is the misalignment of processes between sending and receiving sites, complicating
technology transfer efforts. Achieving process compatibility necessitates meticulous planning and the standardization
of methodologies. Moreover, scaling laboratory processes to production scale presents substantial challenges during
transfer. Ensuring scalability, consistency, and efficiency demands careful consideration of factors such as equipment
capacity, raw material sourcing, and process optimization to minimize risks and ensure successful scale-up.

29 Documentation Issues and Knowledge Gaps

Incomplete or inaccurate documentation can lead to errors and setbacks during technology transfer. Establishing
comprehensive documentation standards and robust version control mechanisms is essential to maintain data
integrity and facilitate knowledge transfer across sites. Furthermore, the transfer of tacit knowledge and expertise is
often overlooked yet critical for successful technology transfer. Strategies such as structured training programs and
knowledge-sharing platforms are indispensable for bridging knowledge gaps and ensuring a smooth transfer process.




What Is Connect™ & Key Features
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Traceability of Materials and Processes

Connect’'s™ comprehensive traceability capabilities not only track materials and processes but also include
proactive alerts and notifications to ensure seamless continuity throughout the transfer journey. In the
event of a missing supplier or a raw material requiring qualification, Connect™ promptly notifies
stakeholders, enabling swift action to resolve any potential disruptions. This proactive approach enhances
supply chain resilience, minimizes downtime, and reinforces the integrity of the transfer process. By
leveraging real-time alerts and notifications, Connect™ empowers organizations to maintain consistency in
product quality attributes while mitigating risks associated with supplier dependencies or unqualified raw
materials.

Documentation and Knowledge Sharing

By maintaining detailed records of processes, materials, and batch histories, Connect™ facilitates better
documentation and knowledge sharing. This comprehensive data repository is invaluable during tech
transfer as it provides the receiving site with a deep understanding of the product and process nuances.

Validation and Scale-up Support

Scaling up processes and adapting to new equipment require meticulous planning and data-driven
decision-making to ensure consistency and quality across manufacturing sites. Connect’s™ role in tracking
the outcomes of scale-up batches and providing data-driven insights significantly simplifies the process
development and optimization phase.

Connect’'s™ ability to track scale-up batch outcomes and provide data-driven insights simplifies process
optimization. With all relevant data readily available, conducting Design of Experiments (DOEs) becomes
streamlined. This comprehensive data repository facilitates systematic exploration of process variables,
enabling teams to identify optimal conditions quickly and ensure consistent quality across manufacturing
sites.
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Regulatory Compliance

Regulatory compliance is a cornerstone of the life sciences industry, and Connect™ ensures that
organizations remain in adherence to regulatory requirements throughout the transfer process. By
meticulously recording and documenting all necessary data, including batch records, process validation
data, and quality control results, Connect™ facilitates seamless regulatory inspections and audits. This
ensures that organizations can demonstrate compliance with regulatory standards, thereby mitigating
risks and ensuring product safety and efficacy. Importantly, this information is not only available to
auditing bodies but also accessible to the new company involved in the technology transfer. This ensures
that compliance remains at the forefront of all decision-making processes, promoting transparency, and
fostering trust between stakeholders.

Quality Assurance

Connect’'s™ centralized system not only allows organizations
to monitor and compare quality parameters across different
manufacturing sites but also includes proactive alerts to
inform users of any missing quality standards. This ensures
alignment with standardized quality protocols and
facilitates the prompt identification and resolution of any
deviations. By promoting consistency in quality performance
across sites and providing real-time notifications regarding
missing standards, Connect™ enhances product reliability
and customer satisfaction while minimizing the risk of
compliance issues.

Risk Management and Mitigation

Connect™ facilitates proactive risk management by leveraging historical data to identify potential risks
and bottlenecks in the manufacturing process. In addition to providing a historical perspective based on
past data, Connect™ automatically generates key performance indicators such as average cycle time,
enabling organizations to monitor process efficiency and identify areas for improvement.

Moreover, Connect™ analyzes data to identify commmon deviations observed in previous plants, allowing
teams to anticipate and address potential issues before they escalate. By providing insights into
previously seen fluctuations, Connect™ empowers teams to make informed decisions, optimize processes,
and enhance operational efficiency, ultimately minimizing the likelihood of failures or non-compliance
during technology transfer.

Continuous Improvement

Post-technology transfer, Connect™ continues to play a pivotal role in driving continuous improvement
initiatives. By collecting and analyzing data on an ongoing basis, Connect™ enables organizations to
identify areas for optimization and refinement in manufacturing processes. This iterative approach to
improvement fosters operational excellence, driving efficiencies and enhancing product quality over time.



Ensure Consistent, Reliable Tech Transfers and Minimize Human Error 6

AV

Navigating Connect™
Implementation:

A Practical Guide for Manufacturing
Excellence

As manufacturing companies seek to embrace the transformative power of the Connect™ platform, a
well-thought-out implementation strategy is essential to unlock its full potential. In this white paper, we
present a practical, actionable plan for implementing Connect™ at all of your facilities, addressing
potential obstacles and providing strategies to overcome them.

The first step in implementing Al-Assisted Batch Release is to subscribe to the Mareana Manufacturing
Intelligence Platform. Mareana has a proven track record of software implementations, with reliability
and scalability in mind.

Once subscribed, Mareana works closely with the team to configure the system according to your
specific requirements. Mareana leads a cross-functional team to determine key parameters, quality
standards, and compliance criteria that the system will evaluate during batch release.

To ensure adlignment and comprehensive system configuration, Mareana collaborates with internal
stakeholders, including quality assurance, production, and IT teams. Mareana has a proven track record
with previous implementation and can guide your company through common pitfalls. Additionally,

as a part of the life sciences manufacturing landscape, testing and validation is a priority, so all
implementations come with a validation package.

Mareana works closely with the team to provide training and support during the onboarding process,
ensuring a smooth transition to the new system. As not all departments are identical, Mareana focuses
on specialized training.

With the Manufacturing Intelligence system configured and validated and users trained, the next step is
to select the transfer package and marvel at the ease of documentation accrual.



Minimizing Manual
Labor, Maximizing
Savings

Implementing Connect™ streamlines technology transfer
processes by centralizing documentation, enhancing

communication, and facilitating data-driven decision-making.
By providing comprehensive traceability, Connect™ ensures

consistency in product quality attributes and regulatory
compliance across manufacturing sites. It enables proactive risk
management by identifying potential issues preemptively based
on historical data and generating key performance indicators.
Additionally, Connect™ facilitates collaboration and knowledge
sharing among stakeholders, optimizing processes and reducing
inefficiencies.

This integrated approach saves money by reducing errors,
minimizing downtime, and enhancing operational efficiency. By
streamlining documentation management, Connect™ reduces the
time and resources spent on manual record-keeping and data
retrieval. Proactive risk management helps prevent costly
deviations and non-compliance incidents, avoiding potential
regulatory fines and product recalls. Furthermore, improved
communication and collaboration lead to faster decision-making,
reducing project timelines and accelerating time to market.

Overall, Connect’'s™ implementation results in significant cost
savings by optimizing resources, mitigating risks, and maximizing
operational effectiveness throughout the technology transfer
process.
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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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Mareana.com

190 Witherspoon St, Princeton, NJ 08542
+1-833-627-3262
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