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Do Your Patients Know Where
Their Prescriptions Are Coming

From?

IN GENERAL, PATIENTS RECEIVING
PRESCRIPTIONS from their neighborhood retail
pharmacies do not have insight into where the products
were made. When patients receive unit-of-use products,
such as with inhalers or birth control packages, this
information may be clearly printed on the packaging.
However, for tablets and capsules repackaged into traditional
prescription vials, this information is typically not available
to the patient. With a renewed emphasis on knowing where
our products are made, a new U.S. Customs and Border
Protection (CBP) notice seeks to change this.

U.S. CBP mandates that all products imported into the
United States be marked with their country of origin to
inform the “ultimate purchaser”about the country in which
the product was made. According to CBP, the “ultimate
purchaser”is typically the final individual in the United States
who receives the product in its imported form.

Ina 2020 ruling, CBP clarified how the country of

origin is determined for pharmaceutical products.
Specifically, the origin is based on the source of the active
pharmaceutical ingredient (API). If an imported article is
used in manufacturing, the U.S. manufacturer or processor
is considered the ultimate purchaser, provided that the
processing results in a “substantial transformation” of the
imported item. However, CBP determined that converting an
APlinto its final dosage form does not constitute substantial
transformation. Therefore, the country of origin remains that
of the API.

On June 14, 2024, CBP addressed a request for internal
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While the thought process
behind the new CBP notice
may be well intentioned, the
operational lift to comply could
be daunting for pharmacies.

advice from its Pharmaceuticals, Health and Chemicals
Center of Excellence and Expertise regarding the country of
origin marking requirements for prescription medications
dispensed at retail pharmacies. CBP was asked to determine
whether retail pharmacies, specifically CVS, or end
consumers should be considered the ultimate purchasers of
prescription medications.

Following a legal analysis, CBP concluded that the end
consumer (i.e,, the patient filling a prescription at a retail
pharmacy) is the true ultimate purchaser. This represents

a wide shift from the previous interpretation of the rule,
but aligns with the purpose of the marking law, which is to
allow consumers to make informed purchasing decisions,
including consideration of a medication’s country of origin.

As a result, pharmaceutical importers must mark the
country of origin on the original bulk packaging sold to
retail pharmacies. Retail pharmacies, in turn, are considered
repackagers and are required to ensure that the country of
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origin appears on the outermost container of the medication
dispensed to consumers. CBP emphasized that placing

this information only on a product information sheet is not
sufficient to meet legal requirements. Thus, pharmacies

will likely need to include the country of origin on the
prescription label itself.

PUSHBACK

In March 2025, four major industry organizations, including
the National Association of Chain Drug Stores (NACDS),

the Retail Industry Leaders Association (RILA), the National
Community Pharmacists Association (NCPA), and the
Healthcare Distribution Alliance (HDA), submitted a joint
letter to CBP requesting the agency revoke or revise its
ruling. These organizations argued that retail pharmacies, not
consumers, should be considered the ultimate purchasers of
prescription medications.
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To clarify compliance requirements, CBP's Pharmaceuticals,
Health and Chemicals Center hosted a webinar titled
“Marking of Prescription Medications”on April 15, 2025.
During the session, CBP announced its intent to enforce the
retail pharmacy country of origin marking requirements.
CBP has also published a fact sheet, “Marking of Prescription
Medication for Retail Sale” (CBP Publication No. 3812-0824),
which may provide retailers with additional insights. In June
2025, eight national pharmacy organizations submitted

a letter to the Secretary of the Department of Homeland
Security, again requesting that CBP reverse its ruling.

While the thought process behind the new CBP notice
may be well intentioned, the operational lift to comply
could be daunting for pharmacies. Compliance requires
that pharmacies redesign their prescription labels. Between
font-size requirements and competing priorities, physically
including this information may prove challenging due to
label space.

Second, and perhaps more important,
is where this information will be
sourced from. Historically, the country
of origin is not a data field that has been
widely captured in leading databases.
In order to include this information

on prescription labels, a repository of
the country of origin, by NDC, must

first be made available to pharmacies.
Thus, while pharmacies should move
toward complying and should look

to include the country of origin on
dispensed prescriptions, the operational
obstacles associated with doing so are
likely to lead to compliance delays for
pharmacies. PTMR
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