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The Drug Supply Chain Security Act (DSCSA) is 
a federal law that outlines the requirements that 
manufacturers, repackagers, wholesale distributors, 
dispensers/providers, and third-party logistics 
providers (trading partners) must follow to enhance 
unit level tracing of prescription drugs throughout the 
supply chain to protect patients from receiving 
harmful drugs, such as counterfeit 
or other illegitimate drugs.

DSCSA requirements 

Serialization
Unique identifiers for individual products, enabling 
precise tracking & tracing through supply chains.

Licensure & Reporting
Wholesale distributors & 3PLs must meet standard 
licensing requirements & report to the FDA.

DSCSA key benefits  

Improved Patient Safety 
Validating product integrity and helps protect 
patients from illegitimate products.

Enhanced Supply Chain Security
Increased visibility & traceability helps prevent illegal 
activities, counterfeiting & theft.

Understanding
Drug Supply Chain Security Act (DSCSA)

Preparing for the future of 
the supply chain

Evolving the prescription drug 
supply chain timeline
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State preemption

January 1
Transactional 
information provided 
by manufacturer, 
wholesaler and 
repacker 

May 1
FDA enforcement 
discretion ends

July 1
Transactional 
information accepted 
by dispensers federal 
licensure standards for 
distribution raised

March 1
FDA enforcement 
discretion ends for 
pharmacies and 
dispensers

Manufacturers serialize

Repackagers serialize

Wholesalers accept/sell 
serialized products and 
validate serialized 
number on salable 
returns

Dispensers accept 
serialized product

November 27
DSCSA law goes into 
effect with 1-year 
stabilization period

June 12
FDA grants exemptions 
until 11/27/2026 to small 
dispeners with 25 or less 
full-time employees 
licensed as pharmacy 
technicians. 1-year 
stabilization period 

October 9
The FDA issued an 
exemption from the 
enhanced drug 
distribution security 
requirements of section 
582  of the FD&C Act for 
eligible trading partners.

Phased enforcement by 
the FDA of DSCSA goes 
into effect: 

May 27

manufacturers & 
repackages 

August 27
Wholesale distributors 

November 27 
Dispensers & Providers* 
*Excludes small
dispenser exemption
(November 27, 2026)
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This document is for informational purposes only and does not
constitute legal advice or create an attorney-client relationship.
Do not rely on its contents without consulting a qualified attorney for 
tailored guidance. The information may not reflect the latest legal 
developments and is subject to change. Always seek legal counsel for 
your specific legal situation.




