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Ensuring DSCSA Compliance: A
Wholesale Distributor’s
Perspective

The Drug Supply Chain Security Act (DSCSA) presents significant challenges for
wholesale distributors. The DSCSA, a critical piece of legislation enacted to
enhance the security of the pharmaceutical supply chain, mandates rigorous
requirements for tracing prescription drugs. Wholesale distributors, as vital
intermediaries in this chain, face a complex landscape in ensuring DSCSA
compliance. This article explores these challenges and highlights the pivotal role of

DSCSA compliance software in meeting FDA DSCSA guidance.

Understanding DSCSA Requirements

The DSCSA, enforced by the FDA, aims to protect consumers from counterfeit,
stolen, adulterated, or otherwise harmful drugs. The legislation requires that all
parties in the pharmaceutical supply chain, including wholesale distributors,
implement comprehensive systems to track and trace prescription medications.

Key requirements include:

* Product Identification: All packages must include a product identifier in the
form of a 2D barcode at the unit of sale.

* Product Tracing: Distributors must provide and receive transaction
information, history, and statements for each product sold.

* Product Verification: Distributors must be able to verify the legitimacy of

© TracelLink Inc. 2009 - 2025 All Rights Reserved


https://www.tracelink.com/
https://www.tracelink.com/resources/resource-center
https://www.tracelink.com/resources/resource-center
https://www.fda.gov/drugs/drug-supply-chain-integrity/drug-supply-chain-security-act-dscsa

tracelink

NETWORK FOR GREATER GOOD

the product identifier on each package for any returned products they wish to

resell.

Meeting these requirements is no small feat, particularly for wholesale distributors
who handle large volumes of pharmaceutical products, perform both receiving and

shipping functions at scale, and interact with numerous trading partners.
Challenges Faced by Wholesale Distributors

Wholesale distributors encounter several challenges in striving for DSCSA

compliance:

« Data Management: The sheer volume of transaction data that must be
tracked, verified, and stored presents a substantial logistical challenge.
Ensuring the accuracy and accessibility of this data is crucial for compliance.

* Interoperability: Distributors often work with multiple trading partners, each
potentially using different systems for data exchange. Ensuring seamless
interoperability is essential for maintaining a secure and efficient supply
chain.

» Timeliness: The DSCSA requires prompt action in verifying and tracing
products. Distributors must ensure that their systems can process information

quickly and accurately to meet regulatory timelines.

The Role of DSCSA Compliance Software

To navigate these challenges, many wholesale distributors turn to specialized
DSCSA compliance software. These solutions are designed to streamline the

compliance process, providing several key benefits:

« Automated Data Collection and Management: Compliance software
automates the collection and management of transaction data, reducing the
risk of human error and ensuring that all necessary information is accurately

recorded and easily accessible.
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* Enhanced Interoperability: Advanced software solutions facilitate seamless
data exchange between trading partners, ensuring that all parties in the
supply chain can communicate and share information effectively.

* Real-Time Verification: Compliance software can verify product identifiers
in real time, allowing distributors to quickly authenticate products and
respond to any discrepancies or issues.

* Regulatory Updates: DSCSA compliance software is frequently updated to
reflect the latest FDA DSCSA guidance, ensuring that distributors remain

compliant with evolving regulations.
Conclusion

Navigating DSCSA requirements is a complex and ongoing challenge for wholesale
distributors. The stringent demands for product tracing, verification, and
identification necessitate robust systems and processes. DSCSA compliance
software emerges as an indispensable tool in this endeavor, offering automated
data management, enhanced interoperability, real-time verification, and regular
updates to align with FDA DSCSA guidance. By leveraging these technological
solutions, wholesale distributors can not only meet regulatory requirements but
also contribute to a safer and more secure pharmaceutical supply chain.

<a href="/category/blog" hreflang="en">Blog</a><a href="/category/us-drug-supply-chain-
security-act" hreflang="en">US Drug Supply Chain Security Act</a><a
href="/category/dscsa-dispensers" hreflang="en">DSCSA for Dispensers</a>, <a
href="/category/dscsa-manufacturers" hreflang="en">DSCSA for Manufacturers</a>

Contact us to learn more about DSCSA!
Fill out the form to schedule a meeting with us now.

Thank you for contacting us; we’ll be in touch shortly.
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What Do Wholesalers & Retail Pharmacies Expect from Manufacturers for DSCSA 2023?

As a pharmaceutical manufacturer, you know that complying with DSCSA 2023 is important
for your own operations
View More
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DSCSA 2023 Requirements and the Capabilities You Need to Keep Up

The final phase of DSCSA traceability requirements go into effect on November 27, 2023.
View More
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How Industry Standards Promote Data Interoperability and Ensure DSCSA Success

The creation of data standards is critical to DSCSA success, as these standards play a pivotal
role in achieving interoperability between trading partners.
View More
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