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Protect Safe Personal Drug Importation at International Mail Facilities (IMFs)

Ensuring FDA enforcement focuses on genuinely dangerous drugs—not affordable medications
Americans safely rely on.

The Issue

Millions of Americans rely on personal drug importation to afford needed medications.! Evidence
indicates that personal importation of non-controlled prescription drugs can be done safely when
orders are placed with properly verified sources, such as licensed pharmacies operating in countries
with strong drug-safety regulations.? Yet at International Mail Facilities (IMFs), FDA often destroys
these medications based on technical classifications, such as “misbranding” or “unapproved” status,
rather than evidence of diminished safety, thereby depriving patients of access to FDA-approved drugs
or comparable foreign versions of those drugs.’

What’s Happening

Current enforcement priorities are misaligned with public health risk. FDA data show that the
overwhelming majority of drugs stopped at IMFs are ordinary prescription medications for chronic
conditions—not opioids or controlled substances. In 2022, about 53,000 drugs were detained by FDA
and most of them were destroyed. None of the detained shipments involved fentanyl, and only a tiny
fraction, 33 (0.06%) involved prescription opioids.* At the same time, federal law expressly
contemplates lawful personal importation and directs FDA to permit it where it does not present an
“unreasonable risk™ to patients.’

Policy Recommendation

FDA should adopt a more risk-based, patient-centered approach at International Mail Facilities
consistent with 21 U.S.C. § 384()(1).

e Prioritize enforcement against counterfeit, controlled, or dangerous drugs

e Do not target personal-use quantities of non-controlled prescription drugs absent evidence of
risk

e Align enforcement with congressional intent and patient access needs

e Clarify that technical noncompliance alone does not constitute a public health risk

BOTTOM LINE

FDA should focus on dangerous drugs—not block safe, affordable medications Americans depend on.
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