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Case Study: TraceLink | FDA Pilot
- Product Traceability Under 2023
DSCSA Regulations - A Business
Process-Led Design for a

Blockchain Network

TraceLink's breakthrough blockchain solution, Trace Histories, can help pharma clients
comply with US Drug Supply Chain Security Act regulations which go into effect in 2023.
With Trace Histories, customers can respond to product trade requests while
simultaneously safeguarding confidential commercial information. Read our new

poster, which was featured at FutureLink Nashville, for additional details.


https://www.tracelink.com/

FDA Pilot: Product Traceability under 2023 DSCSA Regulations —
A Business Process-Led Design for a Blockchain Network

Amanda Bettman, Product Manager, Blockchain and Trace Histories; Brian Daleiden, VP, Indusiry Marketing and Community, TraceLink
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Summary: In addition to serialization and verification, DSCSA 2023 regulations contain requirements concerning the ability of supply chain participants to conduct a Product Trace. TraceLink, in partnership with
industry leaders, is conducting an FDA pilot using our Trace Histories solution as a tool to examine a solution that would enable the development and deployment of a standardized, interoperable netwark.

The Regulations (The Problem) Trace Histories (Our Solution)

Present Day - Push Forward Transaction History TraceLink's end-to-end digital network and pre-verified customars / trade partners create a unique
Current DSCSA ions require pf ical supply chain ies o share “T3" documents with their downstream pariners: opportunity to satisfy 2023 DSCSA requirements; using Trace Histories, customers can respond lo 2023
History, Tr fien, and Tr Product Trace requests while simultaneously sateguarding confidential commercial information, maintaining
pseudonymity on the blockchain, and leveraging heterageneous traceahility technology solutions.
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Beginning November 2023 - One-forward, One-back Visibility
As part of the Nov, 27, 2023 DSCSA requirements, ransaction histeries will no longer be passed through the supply chain as a single
document starting wilh the manulaclurer and including each change of ownership, and transaction information now includes serialization dala

solutions and repositories
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