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Case Study: TraceLink | FDA
Pilot - Product Traceability
Under 2023 DSCSA
Reqgulations - 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.
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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, Industry Marketing and Community. TraceLink tracel'nk
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Summary: In addition to serialization and verification, DSCSA 2023 regulations contain requirements cancerning 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 network.

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

Present Day - Push Forward Transaction History TraceLink's end-to-end digiial network and pre-verified customers / trade pariners creale a unigue
Current DSCSA require pk stical supply chain ies to share "T3" documents with their downstream partners: apportunily to satisfy 2023 DSCSA requiremeants; using Trace Histories, cuslomears can respond o 2023
History, Tr tien, and Tr Product Trace requests while simultangously safeguarding confidential commercial information, maintaining
pseudonymity on the biockehain, and leveraging heterogeneous traceability technology solutions,
Manefsetuner ‘Whalesale Dist. b Whelesale Dist T Digpenser
S — e i} —— gl —
=] ] ] 2 o
—— —_ . o "
- Existing serialization/traceability
fi rd. back Visibili — e
2023-0 L O Visibility ) ) solutions and repositories
As part of the Mov. 27, 2023 DSCSA requirements, ransaction histories will no longer be passed threugh the supply chain as a single Tracaback
document starting with the manufacturer and including each change af ownership, and ion i ion now includes ization dala Document
[sTI). Staker wiil effectively have & “one-forward, one-hack” view of products and transactions given sTis in their systems, + Blockchain/distributed ledger
Manufscturer Whalssals Dist. Whissala Dist. Dispanser ﬁ 1\ technology
™ E— @
. . Rx R : + Verified partner network =
‘What systems/processes will be needed to facilitate secure, timely gathering of transaction information, at y Network solution for DSCSA 2023
the package level for each transaction going back to the manufacturer, under a diverse set of business -
and operational scenarios whan raguested by regulators or trading partners? .7 HYPERLEDGER
Baotmn
FDA Pilot — Organization FDA Pilot — Selected Initial Learnings
Clear Mission Diverse Industry Stakeholders Operational Environment Business Process Matrix
« Examine a netwark solution that would enable the + Manufacturers (Diversifiad, Spacialty, Gontract) . Use Cases
an o o e « Distributors (Full-ine, Spacialy, Regionaly Request Type Scenarios Teams Corg
interoperabie Trace Hislories Network. ’ + Ragulalory Agency + Suspbel product invostigation * Quality - Birect Purchase Distituion from
+ Dispensers {Healtheare'Hespital, Retall Pharmacy,
* Daliver detailed impact analysis and blugprint for Grocery Pharmacy) - Direct Trade Partngr « Other requiatory requests (FDARFL,  + Produzt Security Manufaciurer
future directions for the FDA and stakehalders. + Indirect Trads Partner DEA, Board of Pharmacy, etc.) . Compliance - Secondary Wrzlesale Disiiblian
+ Logistics [3PL, Returns Processor) . ; . - Saleablo Fotums
Recalls {as dencted in DSCSA) * Supply Ghain Operations. « LoanBomow — AMiiate ve. Ingspendant
= Qualily and packaging issues + Phafmacy Dperatons b °fdc “:" - ‘adeé’s ‘r"‘?' ant
Project timing and milestones — 2019 and 2020 Investgaion . Legal eumgcap srljn:lrri and Ownership
* 10+ individual workshops, 9 bi-weekly virtual leam workshops, 3 in-persan team workshops - 408
Piase "
+ Goals, Evaluation, snd + Product and Data Flaw | + Special Scanarios and + Exganded use cass Triggers Systems Resell/Repackage
Cajaclivas UsoCasas Data fisk Fazars dpvaicpmant « Regulalory Inquiry « Seralization {TraceLink o alher) - Wanutacturar Rasaling Finshed Product
- Wesilly Management, | - Technology Evalustion roa | :‘r:;gg‘g;’m;’“ « Consumer Compiaini or Inquiry + IntoExchangs {er equivalent) T sl i Pt
Fembare s meact | o Perisormand | [ —— + Dispanser Campiaint or Inquiry + ASN repository {commercial, other} R P :
eulaticeis are In it . Ma e * System nieraperdiily . o it or Indu . "

e Ll iy Tt PainsCommlror o+ WS VT ——
 Soen . .l prakiliy 4 - " = Audit - G + Shipmant I Territones Saleaie ard
xwz:;? Froduct Inveroperakilky WZ:IS:W Fiedplaiing « Thett + Case Management Fon Salesbie Petirre

+ Buspicious appearance of + Ghange Control « Indopandent Broksr or Gharnghauss

wicumstances (FDA guidance) - Line Management = Aggregated Frodus| Flawsilse Csss
- Exoepion Manegement iahon shp, et

#futurelink19

View Poster Session Gallery

<a href="/category/case-study" hreflang="en">Case Study</a><a href="/category/dscsa-
manufacturers" hreflang="en">DSCSA for Manufacturers</a><a href="/category/regulatory-
compliance" hreflang="en">Regulatory/Compliance</a><a href="/region-type/united-
states" hreflang="en">United States</a>

Subscribe to Agile Supply Chain Insights

Subscribe to stay informed with the latest patient-centric agile supply chain thought
leadership content.
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FDA Pilot Report: Digital Recalls Network and DSCSA 2023 Traceability with Blockchain

See the results of TraceLink’s FDA pilot project that focused on two workstreams; digital
recalls and blockchain with participants from 22 companies across the supply chain
View More
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Fixing Recalls: FDA Pilot Tackles a Legacy Challenge—7 Broken Practices and 5 Guiding Principles
for Change

Seven broken product recall practices across the end-to-end pharma supply chain—and five
quiding principles for change.
View More
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DSCSA 2023 Compliance for Drug Manufacturers Solution Brief

DSCSA 2023 introduces significant regulatory compliance challenges and new operational
complexities for drug manufacturers.
View More
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