Executive Summary

The Cost of Compliance Debt

The biopharmaceutical industry is facing a systemic bottleneck in technology transfer and
commercialization, driven heavily by inadequate documentation and procedural ambiguity. In
2025 and 2026, over 80% of EDA Complete Response Letters are driven by cGMP compliance
related CMC and Facility failures.

Industry leadership recognizes exactly where this breakdown occurs:

e Lee Buckler (SVP of Advanced Therapies at Blood Centers of America and former
Executive Director of the International Society for Cellular Therapy) notes that manual
processes make the industry “subject to human error,” costing millions in sunken capital.

e Silvio Tiziani (CEO, CCRM Australia) identifies that “the biggest gap that needs to be
closed is actually the cost of manufacturing,” which is heavily driven by “documentation,
the level of scrutiny on the data that's needed, [and] the time that it takes to develop the
data”. Failing to account for this early forces developers to "backtrack and and do
everything again to make sure that it can comply with the GMP requirements," taking
them “pretty close to right back to the beginning”.

e Claudia Zylberberg (Board member at Akron Bio, Board Chair at Arscience Bio and
Kosten Digital) observes the interoperability challenge: “Right now everything is in silos...
how can we talk to each other and make it adoptable?”.

The Method Made Platform: A Comprehensive Strategic Response

By analyzing FDA CRLs and interviewing operations teams, we pinpointed exactly where the
industry breaks down. Leveraging feedback from 12 end users across CROs, CDMOs, and IP
asset owner environments, we refined our prototype into a production-ready platform that
eliminates vulnerabilities through these high-level strategic solutions:

Regulatory Defensibility & ALCOA+ Data Integrity
Standardization as a Strategic Asset

Accelerated Tech Transfer via Al Automation
Execution-Time Error Prevention

Absolute Data Sovereignty

Enterprise Interoperability

Ergonomic Safety & Hardware Agnosticism

Technical Implementation & Requirements Specification

The Requirements Traceability Matrix (RTM) connects each Strategic Solution to its core
Business Problem, the Technical Requirements engineered to solve it, and the executed test
evidence proving its implementation.


https://open.fda.gov/apis/transparency/completeresponseletters/
https://www.linkedin.com/in/celltherapy/
https://www.linkedin.com/in/silviotiziani/
https://www.linkedin.com/in/claudia-zylberberg-32a56a5/
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