
21 U.S. Code § 355e
Pharmaceutical security

(a) In general
The Secretary shall develop standards and identify and validate effective technologies for the purpose of
securing the drug supply chain against counterfeit, diverted, subpotent, substandard, adulterated, misbranded,
or expired drugs.

(b) Standards development
(1)(1) In general In general

The Secretary shall, in consultation with the agencies specified in paragraph (4), manufacturers,
distributors, pharmacies, and other supply chain stakeholders, prioritize and develop standards for the
identification, validation, authentication, and tracking and tracing of prescription drugs.
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