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Preparing for the November
2024 DSCSA Deadline

The U.S. Drug Supply Chain Security Act (DSCSA) was enacted to safeguard the
integrity of the pharmaceutical supply chain. It mandates strict guidelines to
prevent counterfeit drugs from entering the market, ensuring that medications are
safe for consumers. As the landscape of DSCSA compliance evolves, understanding
the requirements, leveraging compliance software, and being aware of penalties
and exemptions are critical for all stakeholders in the pharmaceutical industry.

Understanding 2024 DSCSA Compliance Requirements

The DSCSA specifies requirements for manufacturers, repackagers, wholesale
distributors, and dispensers. These entities must implement systems to identify
and trace prescription drugs as they are distributed within the United States.
Notably, the November 2024 deadline marks the end of the stabilization period,
highlighting its critical importance in the compliance timeline.

Serialization and Traceability: One of the core aspects of DSCSA
compliance is the serialization of prescription drug packages using unique
identifiers, such as serial numbers, lot numbers, and expiration dates. This
enables accurate tracking and tracing of drugs as they move through the
supply chain.
Verification and Authentication Systems: Stakeholders are required to
implement systems for verifying the legitimacy of drug products prior to
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dispensing them to patients. This involves verifying product identifiers and
ensuring that suspect products are promptly investigated and addressed.
Transaction Information, History, and Statements: The DSCSA initially
mandated the exchange of comprehensive transaction information, history,
and statements (T3) for each drug transaction between trading partners.
Subsequent requirements included sending the information electronically and
including serialization information. The transaction history will be sunset at
the end of the stabilization period in November 2024.
Product Identifier Requirements: Manufacturers must affix product
identifiers to prescription drug packages, allowing for the unique identification
and verification of each product.
Improved Data Exchange: By November 2024, stakeholders must have
systems in place to facilitate the secure and efficient exchange of drug tracing
information.

DSCSA Compliance Software

To manage the complexities of DSCSA compliance, many organizations are
turning to specialized software solutions. DSCSA compliance software aids in
automating and streamlining compliance tasks, ensuring accurate record-keeping,
and facilitating quick responses to any discrepancies. Key features to look for in
compliance software include:

Compliance Documentation: Generate and manage the required DSCSA
documents, including the serialized T2, effortlessly. This ensures compliance
with the latest DSCSA requirements and facilitates efficient record-keeping
and information exchange.
Verification Tools: Quickly verify the authenticity of products using
integrated databases.
Regulatory Updates: Stay up-to-date with the latest DSCSA guidelines and
updates.
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Ensuring DSCSA Compliance

Achieving compliance with the DSCSA requires collaboration and coordination
among all stakeholders. Key steps to ensure readiness for the November 2024
deadline include:

Conducting Comprehensive Assessments: Evaluate existing supply chain
processes and systems to identify gaps and areas needing improvement.
Implementing Upgrades and Enhancements: Upgrade systems to enable
serialization, verification, and data exchange as per DSCSA requirements.
Collaborating with Technology Partners: Work with technology providers
and industry associations to leverage best practices and resources.
Training and Education: Provide comprehensive training to staff members
on DSCSA requirements and their implications to ensure a smooth transition.

DSCSA Penalties for Non-Compliance

Failure to comply with DSCSA regulations can result in significant penalties. These
can range from financial fines to criminal charges, depending on the severity of the
non-compliance. Common penalties include:

Monetary Fines: Substantial fines can be imposed for each violation,
accumulating rapidly if systemic issues are found.
Suspension of Licenses: Non-compliance can lead to the suspension or
revocation of operating licenses.
Criminal Charges: In severe cases, individuals and companies can face
criminal prosecution, leading to imprisonment.

Exemptions to DSCSA Requirements

While the DSCSA applies broadly across the pharmaceutical industry, there are
specific exemptions to its requirements. Some of these exemptions to dscsa
requirements include:
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Certain Intracompany Transfers: Transfers of products between entities
under common ownership.
Dispensing to Patients: Products dispensed directly to patients from a
healthcare provider.
Minimal Quantity Dispensations: Transactions involving minimal
quantities of products for office use.
Charitable Organizations: Certain charitable donations of products may be
exempt from some DSCSA requirements.

Implications for Stakeholders

The DSCSA compliance requirements have significant implications for stakeholders
across the pharmaceutical supply chain:

Manufacturers/CMO: Pharmaceutical manufacturers must ensure that
all prescription drug packages are properly serialized and labeled with the
required product identifiers.
Wholesale Distributors: Wholesale distributors will need to enhance
their systems to accommodate the verification of saleable returns and
facilitate seamless data exchange with other supply chain partners.
3PL/Logistics Providers: Third-party logistics providers will need to
upgrade their systems to manage serialized products and support the secure
exchange of drug tracing information.
Dispensers: Pharmacies and health care provider must be prepared to
receive and process serialized drug packages and integrate product tracing
information into their dispensing operations.

Looking Ahead

As the pharmaceutical supply chain evolves to meet the demands of the DSCSA,
ongoing vigilance and adaptation will be essential. The November 2024 deadline
represents a critical juncture in the journey toward a safer and more secure drug
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supply chain in the United States. By prioritizing compliance and investing in
robust serialization and tracing capabilities, stakeholders can contribute to the
overarching goal of protecting public health and ensuring the integrity of
prescription medications.

<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
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for your own operations
View More

How to Prepare for Electronic, Interoperable Product Tracing Requirement of DSCSA 2023

The FDA recognizes there are a variety of technological approaches available to help
organizations comply with enhanced drug distribution security requirements of DSCSA 2023,
however, the Agency recommends that trading partners use a digital approach and follow the
EPCIS standard.
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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