Congress of the United States
Washington, DE 20515

October 1, 2026

The Honorable Robert F. Kennedy, Jr.
Secretary

Department of Health and Human Services
200 Independence Avenue SW
Washington, DC 20201

The Honorable Kyle Diamantas

Acting Commissioner of Food and Drugs
Food and Drug Administration

10903 New Hampshire Avenue

Silver Spring, MD 20993

The Honorable Markwayne Mullin
Secretary

Department of Homeland Security
2707 Martin Luther King Jr. Ave SE
Washington, DC 20032

The Honorable Rodney Scott
Commissioner

Customs and Border Protection
1300 Pennsylvania Ave NW
Washington, DC 20004

Dear Secretary Kennedy, Secretary Mullin, Acting Commissioner Diamantas, and Commissioner
Scott:

We write to express concern that new U.S. Customs and Border Protection (CBP) procedures for
international mail shipments, taking effect October 22, could disrupt Americans’ longstanding
ability to obtain lower-cost prescription medicines from Canada and other countries for their
personal use. We urge the U.S. Department of Health and Human Service (HHS), the Food and
Drug Administration (FDA), and CBP to ensure that implementation of these procedures does
not prevent Americans from obtaining genuine, non-controlled prescription medicines from
licensed pharmacies when those medicines do not appear to present an unreasonable risk.



An estimated 2.3 million Americans with prescriptions purchase medicines internationally each
year.! For years, our constituents who have struggled with high prescription drug prices have
obtained their medicines from pharmacies outside the United States, especially from

Canada. This option — in which medication is dispensed pursuant to a valid prescription by
licensed pharmacies in countries with established pharmaceutical regulatory systems — provides
Americans with a safe and affordable source of needed medicines. While personal importation is
subject to federal restrictions, FDA has long exercised enforcement discretion over certain
personal-use shipments.

These new CBP procedures could significantly change how our constituents’ shipments are
processed. International mail shipments subject to FDA requirements will require electronic
filing through CBP’s Automated Commercial Environment, providing the government with
substantially more information about incoming packages.

We support CBP’s goal of using better data to identify and intercept high-risk shipments.
However, we are concerned that the new process could be implemented in a manner that
prevents personal-use prescription medicines from being shipped to the United States or results
in their routine refusal, including medicines Americans have long obtained from licensed
pharmacies abroad. Greater visibility should instead improve the government’s ability to
distinguish dangerous products from lower-risk prescription medicines and preserve appropriate
enforcement discretion.

Congress has already provided specific agency direction on this issue. Section 804(j)(1) of the
Federal Food, Drug, and Cosmetic Act states that, in enforcing restrictions on personal
prescription drug importation, the Secretary “should focus enforcement on cases in which the
importation by an individual poses a significant threat to public health” and should exercise
enforcement discretion for imports that are “clearly for personal use” and “do not appear to
present an unreasonable risk to the individual.” This risk-based approach is particularly
appropriate as CBP implements a system providing the government with better information
about incoming shipments.

FDA’s own enforcement experience underscores the importance of distinguishing personal
prescription medicines from dangerous drugs. Of the approximately 53,000 drug packages FDA
examined at international mail facilities in fiscal year 2022, none contained fentanyl and 33
contained opioids. Many instead contained medicines used to treat conditions including asthma,
diabetes, cancer, HIV, thyroid disease, and high cholesterol.

We strongly support enforcement against counterfeit drugs, illicit fentanyl and other controlled
substances, and products that present genuine threats to public health. At the same time, we
urge HHS, FDA, DHS, and CBP to delay any implementation of new procedures with
respect to prescription medicines unless you can provide clear assurances that your
agencies will not prevent genuine prescription medicines clearly intended for personal use
and not appearing to present an unreasonable risk from entering the United States.

"Hong Y, Hincapie-Castillo JM, Xie Z, Segal R, Mainous AG. Socioeconomic and Demographic Characteristics of
US Adults Who Purchase Prescription Drugs from Other Countries. JAMA Open. 2020;3(6):¢208968.
doi:10.1001/jamanetworkopen.2020.8968



No later than October 8, 2026, we request a response to the following questions:

1.

Will FDA or CBP adopt any policy, procedure, or automated screening criterion that
categorically prevents prescription medicines clearly intended for personal use from
entering the United States, regardless of whether the shipment does not appear to present
an unreasonable risk?

For a prescription medicine imported clearly for personal use pursuant to a valid
prescription, what information will FDA and CBP review, what criteria will they apply in
determining whether the shipment presents an unreasonable risk, and what process will
be available to the recipient if the shipment is detained or refused?

What data will FDA and CBP collect regarding international mail shipments of
prescription medicines, including the number of shipments screened, detained, refused, or
referred for further review, and the reasons for those actions? Will the agencies make this
information publicly available?

Does FDA distinguish between prescription medicines obtained from licensed
pharmacies in Canada or other countries with established pharmaceutical regulatory
systems and medicines obtained from unknown or unverified foreign sellers?

a. If so, how will the new procedures operationalize that distinction?

How will FDA and CBP prevent implementation of the new procedures from interrupting
treatment for Americans who currently rely on prescription medicines obtained through
international mail, including domestically high-cost medicines or those for chronic
conditions?

Americans should not lose access to affordable medicines simply because the government has
better information about packages entering the country. We urge your agencies to use that
information to focus enforcement on where the risks are greatest while preserving appropriate
access to safe and affordable medicines for personal use.

Sincerely,
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Member of Congress
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Member of Congress
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Member of Congress
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Member of Congress

Maxine Dexter, M.D.
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Member of Congress



