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Introduction

PRE-CLINICAL RESEARCH CLINICAL STUDIES NDA REVIEW

« Mergers and acquisitions (M&A) are key strategies
in the pharmaceutical industry. !

» They can occur during pre-clinical stage, during clinical SYNTHESIS
stages, between regulatory approval and market AND PURIFICATION
launch, or even after a drug has been launched.1?

» Recent trends indicate that pharmaceutical
companies are increasingly focusing on mid- and
late-stage acquisitions to enhance their portfolios. 3 |
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Challenges

Data Migration

» Assessing, planning, and mapping
» Assess and plan to accommodate stakeholders’ differences in system formats, structures, and schemas.!

» Key considerations: objectives and scope definition, source data assessment, migration tools selection,
data backup and rollback plan.
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Challenges

Data Migration (continued)

« Execution, validation, and documentation
» Perform step-wise and multi-level validation and thorough documentation.
» Ensure transparency and consistency.

 Effective communication and collaboration
« Encourage proactive communication and collaboration
« Align stakeholders on objectives, scope, responsibilities, timeline, and potential impact.
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Challenges

Data Internalization for Analysis & Reporting

Start from pivotal studies to understand study design and statistical considerations
» Retrieve documents and information from different stakeholders’ resources.
» Maintain an issue log to record detailed issues, sources, key contacts, and resolutions.

Address the integrated summary of efficacy and safety (ISE/ISS)
» Understand new variables, analysis pools, visit windowing, etc.
» Up-version of MedDRA/WHODrug dictionary terms and codes.

Maintain the quality of programming deliverables

* Ensure consistency across submissions.

Facilitate knowledge transfer
* Prioritize open and effective communication.

* Document key resolutions and insights.
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Challenges

Special Considerations: Ongoing Studies vs Completed Studies

« Completed studies
» Use stable sources, such as CSR tables and reference codes.

« Ongoing studies
» Address variabilities in dataset versions, SOPs, mock shells, and other study documents.
» Adopt hybrid approaches for smooth transitions.
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Conclusion
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Conclusion

Data integration in M&A is a strategic imperative that supports pharmaceutical growth and
Innovation. The process involves:

The process involves:
« Effective data migration strategies, including mapping, validation, and collaboration.

Seamless data internalization and readiness for analysis and reporting.

Maintaining the quality and consistency of programming deliverables through meticulous reviews.

Ensuring knowledge transfer to preserve insights and enhance efficiency.

Tailored approaches for both completed and ongoing studies to align with new SOPs.

A coordinated, strategic approach ensures data integrity, regulatory compliance, and sets the
stage for future advancements.
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Questions?
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Thank You

Contact:

Xiao.huang@pfizer.com
Ajay.Aiyer @pfizer.com
Wenjian.Xu@pfizer.com
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