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TraceLink and Clarkston Pre-Commercial Company

Consulting Deliver Serialization
Success for a Pre-Commercial
Biopharma

A pre-commercial biopharma preparing its first U.S. launch needed DSCSA
compliance but lacked key processes, master data, and validation. TraceLink

provided the serialization solution, while Clarkston Consulting built the strategy to

make it work.

Key actions included:

» Developing a serialization roadmap for U.S. compliance and future global
launches

« Aligning master data with SAP and loading it into TraceLink

 Creating SOPs, work instructions, and process documentation

* Leading validation with CPO and 3PL partners

» Overseeing TraceLink configuration and go-live readiness

« Coordinating ERP and QMS integration to reduce overlap

Results:

* DSCSA-compliant, validated serialization system enabled first U.S. launch
 Scalable platform for future markets and evolving requirements

* Clear, pragmatic roadmap balancing short- and long-term needs
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« Alignment with industry best practices and strong cross-functional

governance

Together, TraceLink and Clarkston delivered not only compliance, but also a

foundation for commercialization, expansion, and growth.

Download Case Study

Case StudyDSCSA for Manufacturers, Global Track & TraceManufacturing
Subscribe to Agile Supply Chain Insights

Subscribe to stay informed with the latest patient-centric agile supply chain thought
leadership content.

Explore Other Case Studies
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Case Study: Techdow's Journey to DSCSA Compliance with TraceLink

Techdow, a high-performance pharmaceutical company, ensures DSCSA compliance to
safequard its critical FDA-approved products. Discover how they navigate these challenges
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and mitigate operational risks.
View More
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Achieving Operational Excellence: An In-Depth Case Study with Nubinno and Siegfried

Siegfried, a leading contract manufacturer, seeks to provide excellent service and operational

performance for its life sciences customers. Learn how digitalization can enhance these
relationships.

View More
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Scaling Compliance: How Phase 3 Reata Pharmaceuticals (Acquired by Biogen) Partnered with
TraceLink and NNIT to Meet U.S. & EU Regulations

Reata Pharmaceuticals, acquired by Biogen in 2023, faced critical commercialization
challenges with the launch of SKYCLARYS for Friedreich’s ataxia—navigating complex
regulations, scaling operations, and ensuring secure supply chain integration.

View More
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