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Prescription Drug Importation: Myths and Facts 
 
Prescription drug importation is often portrayed as unsafe and unlawful, but those claims are 
often overstated or misunderstood. In reality, Americans already rely on personal importation to 
access affordable medications, and established regulatory systems abroad provide robust 
safeguards for quality and patient protection. These practices should be protected—not 
undermined by policymakers. A policy framework that enables lawful parallel importation from 
high-income countries beyond Canada offers a practical path to lower drug prices while 
maintaining strong patient protections. 

MYTH:  
Drug importation cannot substantially help Americans afford prescription drugs 

FACT:  
By importing prescription drugs for personal use (called “personal importation”), individual Americans 
often pay 80% less.1 Personal importation is already a vital source of safe and affordable prescription 
drugs for millions of consumers.2 A survey by the Kaiser Family Foundation in 2016 estimated that 8% of 
Americans or one of their family members had bought prescription drugs from outside the U.S., 
representing about 19 million people.3 One peer-reviewed study published in the Journal of the American 
Medical Association (JAMA) in 2020 concluded that 2.3 million people in the U.S. with prescriptions 
buy medications internationally because of cost each year.4 In 2024, the late founder of Patients for 
Affordable Drugs, David Mitchell, called personal importation a “safety valve” for patients when brand-
name drugs are not covered by insurance.5 Another study in JAMA recommends that Americans buy 
medications from trusted international online pharmacies when they do not have affordable domestic 
options.6 Finally, allowing wholesale drug importation beyond Canada to the European Union would lead 
to substantially lower drug prices at U.S. pharmacies.7 

MYTH:  
Drug importation is inherently dangerous due to the threat of counterfeit, unapproved, or misbranded 
drugs 

FACT:  
Drug importation is generally safe if the imported products have been appropriately evaluated for safety 
and efficacy, are lawfully manufactured in accordance with good manufacturing practices, and are 
dispensed by licensed pharmacies operating under established regulatory systems.8 Most pharmaceuticals 
that American consumers buy at U.S. pharmacies are not made in the U.S.; they are made overseas and 
imported.9 Many brand-name drugs sold abroad are the same products sold in the United States, made by 
the same manufacturers in the same facilities, and priced differently across countries, such as Australia, 
Canada, the European Union, New Zealand, and the United Kingdom.10 Furthermore, the systems in place 
for drug importation in Europe—called parallel importation—demonstrate a highly developed drug safety 
regulatory framework that, in many respects, imposes more stringent safeguards than the U.S. system, 
including at the point of dispensing, in batch-level quality control, and through manufacturing site–
specific authorization and transparency requirements.11  
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Legitimate concerns about the quality of and over-dependence on generic drugs from China must be 
addressed, but those concerns are distinct from the safety of importing brand-name drugs from peer 
countries.12 Additionally, the threat of counterfeit drugs is serious, but should not be conflated with safe 
wholesale drug importation, or personal drug importation from credentialed foreign pharmacies.13 
Further, labeling a personally imported drug as “misbranded” or “unapproved” under the U.S. Food, 
Drug, and Cosmetic Act (FDCA) does not mean it is unsafe or poses a risk to patients.14 A drug may be 
deemed “misbranded” simply because an otherwise FDA-approved product is labeled for sale in a foreign 
market, and “unapproved” when it is a foreign version of an FDA-approved drug that is lawfully 
manufactured and marketed abroad.15  

MYTH:  
Drug importation will undermine America’s “closed system” and “gold standard” for regulating drugs 

FACT:  
Legislative reforms that would allow wholesale drug importation from high-income countries or expand 
opportunities to personally import prescription drugs, dispensed and mailed from licensed pharmacies, do 
not undermine the U.S. system of regulating drugs. Opponents of drug importation, including the 
pharmaceutical industry, argue that the United States maintains a “gold standard” in drug safety through a 
tightly regulated “closed” distribution system, and that importation of lower-cost drugs would undermine 
those protections and increase the risk of counterfeit or substandard medicines.16 The U.S. system remains 
highly advanced, but it is no longer uniquely the “gold standard” in drug safety; in key areas of supply-
chain integrity—including importer-side accountability, batch release, and anti-counterfeit controls—the 
European Union imposes stricter safeguards, while the notion of a wholly “closed” U.S. system is belied 
by the global reality of pharmaceutical manufacturing and distribution.17  

MYTH:  
Prescription drug importation is categorically illegal  

FACT:  
Prescription drug importation is not categorically illegal: drug importation is regulated, and personal 
importation, even where technically prohibited, is supported under federal law.18  
 
Not only does federal law allow the importation of prescription drugs, but because most drugs sold in 
U.S. pharmacies are foreign-made, importation is the main artery of our drug supply chain.19   
 
So why is there a debate about legalizing or not legalizing drug importation? Because federal law only 
allows drug manufacturers to reimport their own drugs, meaning drugs made in the U.S. and then 
exported can only be imported by the manufacturer.20 Additionally, federal law prohibits the importation 
of FDA-approved drugs manufactured outside the U.S. for “commercial use,” except by drug 
manufacturers or under their authorization.21 In practice, manufacturers exercise near-complete control 
over commercial-scale drug importation.22 Because independent arbitrage is restricted, they can maintain 
geographic price segmentation across markets, sustaining higher prices in the United States.23 Congress 
has introduced legislation to authorize additional, regulated distribution channels for importing FDA-
approved drugs at lower cost.24 
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Additionally, federal law does not prohibit all personal drug importation. According to the FDA, personal 
importation is illegal under “most” circumstances, because drugs sold outside the U.S. are “often” not 
approved by the FDA.25 But what about FDA-approved drugs? The law says that FDA-approved drugs 
made outside the U.S. can only be imported for “commercial use” by the drug manufacturers or under 
their authorization.26 Those statutory restrictions do not extend to “personal use” imports. The FDA also 
has a personal importation policy under which the agency will use its enforcement discretion to permit an 
individual to import an unapproved new drug.27 More importantly, federal law states that the FDA should 
exercise enforcement discretion to permit personal importation that does not pose an “unreasonable risk” 
to consumers.28  

MYTH:  
Stopping and destroying illegal opioid imports, such as fentanyl, are the main targets of the FDA’s 
enforcement activities at international mail facilities, not regular prescription drugs 

FACT:  
Each year, millions of Americans receive lower-cost international prescription drug orders through 
international mail facilities.29 According to data obtained under the Freedom of Information Act and 
investigative reporting, out of 53,000 drug products detained at international mail facilities (and mostly 
destroyed) by the FDA in 2022, zero were fentanyl, and 33 (0.06%) were opioid drugs.30 Instead, many 
drugs that the FDA destroys at international mail facilities are for asthma, cancer, diabetes, and HIV.31 

MYTH:  
Section 804 allows only for the importation of lower-cost drugs from Canada, but not from other 
countries  

FACT:  
Section 804 of the FDCA allows for the wholesale importation of lower-cost drugs from Canada only, but 
it also (1) empowers the FDA to permit personal importation from any country using enforcement 
discretion, and (2) expressly permits personal importation of lower-cost drugs from any country so long 
as the Secretary of Health and Human Services (the “Secretary”) issues a waiver to the individual 
importer.32 Specifically, under Section 804(b) and the associated federal rule, states can sponsor programs 
allowing for wholesale drug importation from Canada. Separately, Section 804(j)(1) authorizes the 
Secretary to permit personal importation using enforcement discretion, and Section 804(j)(2) gives the 
Secretary broad authority to issue waivers to import a prescription drug from any country.33  

MYTH:  
Organizations and businesses that facilitate personal drug importation are an inherent risk to patient 
safety  

FACT:  
When they conduct due diligence to verify licensed pharmacies, many third-party health benefits 
companies, alternative funding programs, pharmacy storefronts, and international online pharmacies help 
Americans obtain safe and lower-cost prescription drugs through personal importation.34 Exaggerated or 
unsupported claims about “potential” risks can distort patient decision-making and harm patients.35 For 
decades, Americans have gone online to purchase prescription drugs from Canada and other countries 
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where they can afford them.36 In other instances, Americans have opted to use an international pharmacy 
benefit from their self-insured plan.37 Others have walked into “pharmacy storefronts” to get help filling 
their prescriptions internationally at much lower prices.38 These drug savings initiatives should be judged 
by the value of their assistance to patients.39  
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