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In response to increasing prescription drug costs, more U.S. patients
and policymakers are importing less-expensive pharmaceutical
products from other countries. Large-scale prescription drug impor-
tation is currently illegal, but the U.S. Food and Drug Administra-
tion permits individuals to bring in 90-day supplies of drugs for
personal use. As patient use of foreign-bought drugs has increased,
federal legislators have continued to debate the full legalization of
importation. Three factors help guide whether U.S. patients and
policymakers can rely on other countries as sources of imported
prescription drugs: whether the safety of the product can be en-
sured, how the import price compares with domestic prices, and
how importation might affect the exporting country’s pharmaceu-
tical market. In wealthier countries with active regulatory systems,
drug safety can be adequately ensured, and brand-name products

are usually less expensive than in the United States (although
generic drugs may be more expensive). However, implementing
large-scale importation can negatively impact the originating coun-
try’s market and can diminish the long-term cost savings for U.S.
consumers. In low- and middle-income countries, prices may be
reduced for both brand-name and generic drugs, but the preva-
lence of unauthorized products on the market makes ensuring drug
safety more difficult. It may be reasonable for individual U.S. con-
sumers to purchase essential medicines from certain international
markets, but the most effective way to decrease drug costs overall
is the appropriate use of domestic generic drugs, which are avail-
able for almost every major therapeutic class.

Ann Intern Med. 2008;148:614-619. www.annals.org
For author affiliations, see end of text.

The cost of prescription drugs remains an important do-
mestic health policy issue for both payers and patients.

Increasing drug-related expenses for government insurance
programs have led to restrictions on services or changes in
eligibility requirements (1). For patients, out-of-pocket
payment for prescription drugs has been linked to non-
adherence to treatment regimens (2) and worse health out-
comes (3). Spending is largely driven by high prices for
patent-protected, brand-name drugs (4).

In response, more Americans are obtaining less-expen-
sive prescription drugs from other countries: In 2006, 11%
reported importing pharmaceutical products—up from
5% in 2002 (5). Prescription drugs are being purchased
from both foreign markets offering similar brand-name
products and low- and middle-income countries. Canada
reported $1.2 billion in cross-border sales in 2004, and
U.S. customers received numerous mail shipments from
other countries, such as India, Thailand, and the Philip-
pines (6). Meanwhile, federal legislators continue to debate
whether to legalize large-scale importation.

Such practices allow U.S. patients easier access to
essential medications, such as antiretroviral drugs for
HIV and the antiplatelet agent clopidogrel (Plavix, Bris-
tol-Myers Squibb, New York, New York) for cardio-
vascular disease. However, the U.S. Food and Drug
Administration (FDA) restricts importation on safety
grounds, and some commentators argue that importa-
tion can harm incentives for research and development (7).

Drugs from different international sources offer di-
verse trade-offs for policymakers and variable safety and
affordability for consumers. This article reviews the legality
of prescription drug importation and outlines the risks and
benefits of foreign medications.

SUPPLIERS OF U.S. AND INTERNATIONAL

PHARMACEUTICAL MARKETS

The U.S. prescription drug market is supplied by
brand-name products and generic alternatives, which are
usually manufactured independently and made available
after expiration of the brand-name product’s patent. All
FDA-approved generic drugs must be bioequivalent to the
original version. Generic drugs are much less expensive, in
part because development costs are lower and because hav-
ing more producers in the market helps lower prices (8).

Other countries with active prescription drug regula-
tory agencies, including Canada, Australia, and many Eu-
ropean nations, offer similar brand-name and approved ge-
neric drug options (9). The drugs are produced by the
same large, multinational manufacturers, often in the same
FDA-approved plant; according to one report (10), 86% of
domestic prescription medications are manufactured out-
side the United States. For example, both American and
European consumers of the cholesterol-lowering agent
atorvastatin (Lipitor, Pfizer, New York, New York) may
receive tablets that were manufactured in Ireland and then
shipped to local suppliers (11).

Low- and middle-income countries feature a more het-
erogeneous drug market. Brand-name manufacturers avoid
the poorer populations in these countries partly because
revenues can be lower. Nonetheless, a range of pharmaceu-
tical choices exists, because regulatory systems are not as
active, and these countries, until recently, did not allow
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patents on drug products. For example, Intas Pharmaceu-
ticals in India sells its version of atorvastatin as Lipicure,
despite the fact that the chemical structure is currently
protected by patents in the United States (12). Even after
the 2005 implementation of the World Trade Organi-
zation’s Trade-Related Aspects of Intellectual Property
Rights agreement, which set worldwide standards and
mandated that patents be permitted on drug products, nu-
merous disputes have arisen about whether preexisting pat-
ents covering brand-name products are enforceable (13).

Well-established, local manufacturers in some of these
countries, such as Ranbaxy and Cipla in India, produce
authorized products and seek government marketing ap-
proval. These manufacturers also frequently obtain licenses
to supply generic products to the United States (14). How-
ever, other suppliers may market unauthorized prescription
drugs of varying quality. In Russia, for example, pharma-
ceutical products were marketed by certain unregulated
producers. However, they were of high-enough quality that
law enforcement authorities did not pursue the cases (15).

THE LEGAL STATUS OF PRESCRIPTION DRUG

IMPORTATION

The FDA approval of a drug is attached to an individ-
ual manufacturer’s version, including the label and pack-
aging. As a result, imported prescription drugs may not
meet FDA requirements when produced by a different
manufacturer—even if the products are chemically identi-
cal—or when produced by the same manufacturer in dif-
ferent packaging for a non-U.S. market. The FDA also
restricts “reimportation” of drugs produced by U.S. man-
ufacturers and sold elsewhere. However, the FDA generally
refrains from taking legal action against individuals im-
porting limited (up to 90 days) supplies of products for
personal use.

Recent legislation has addressed prescription drug im-
portation (Table 1). In 2000, Congress passed a bill au-
thorizing imports from some foreign countries if the Sec-
retary of the U.S. Department of Health and Human
Services certified that the provision would “pose no addi-
tional risk to the public’s health and safety” (16). Although
the Secretary never provided such certification, Congress
revisited the issue in 2003, allowing importation from cer-
tain Canadian pharmacies and formalizing the FDA’s 90-
day personal use policy (17). Again, however, implementa-
tion required certification from the Secretary, which has
not been granted (18). Nevertheless, some state govern-
ments set up programs to import prescription drugs for
state employees and Medicaid recipients. In 2004, the Illi-
nois I-SaveRx program allowed consumers to use licensed,
inspected pharmacies in Canada and the United Kingdom.
However, state programs have struggled with administra-
tion of the licensing process and have not been as popular
as anticipated (19), in part because the federal government
continues to consider these programs illegal.

Interest in fully legalizing prescription drug importa-
tion has persisted. In 2007, the U.S. Senate passed a bill
allowing pharmacies and drug wholesalers to import med-
ications from authorized international markets (20), poten-
tially leading to 35% to 55% savings over current prices
(21). However, an amendment once again required certifi-
cation as to the products’ safety. Because such certification
is unlikely in the current political environment, this
amendment has ironically been called a “poison pill” for
the program (22).

Before prescription drug importation can be imple-
mented, policymakers must resolve some details, such as
how to monitor the shipments of products, how to manage
manufacturers’ patent rights (23), and how to adapt risk
management strategies currently in place for certain drugs
known to cause dangerous side effects (24). However, fed-
eral legislators’ interest in reducing domestic spending on
prescription drugs remains strong. As a result, authorizing
large-scale importation is likely to be one of many strate-
gies considered as the 2008 presidential elections approach.

THE RISKS AND BENEFITS OF IMPORTING PRESCRIPTION

DRUGS

Three types of factors help determine whether U.S.
consumers and policymakers can rely on prescription drugs

Table 1. Recent Federal Legislation Addressing Importation
of Prescription Drugs

Legislation Title Year Major Provisions Related to Drug
Importation*

Medicine Equity and Drug
Safety Act

2000 Allowed pharmacists and wholesalers
to import prescription drugs from
a group of foreign countries with
certain safety conditions

Permitted manufacturers to contract
with distributors and limit the
supply or set the price of imported
drugs

Medicare Prescription
Drug, Improvement,
and Modernization Act

2003 Allowed pharmacists and wholesalers
to import prescription drugs from
Canadian sources who met certain
safety conditions

Authorized the U.S. Food and Drug
Administration to allow individuals
to import prescription drugs for
personal use

Pharmaceutical Market
Access and Drug Safety
Act†

2007 Permitted importation from
registered importers from some
countries (gives priority to
significant Canadian exporters in
registration process) or for
personal use

Prohibited manufacturers from
discriminating against registered
exporters or importers or
attempting to restrict or delay
importation

* All legislation required certification by the Secretary of the U.S. Department of
Health and Human Services before implementation of importation provisions.
† Approved by the U.S. Senate only (as Title VIII of the Food and Drug Admin-
istration Revitalization Act).
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from different international markets: the integrity of the
product; the product’s relative cost; and other consider-
ations, such as the effect of exports on local production and
supply of the product (Table 2).

Drug Product Integrity
Imported prescription drugs must be as safe and effec-

tive as those available on the domestic market. Although
specific data are scant, the FDA estimates that less than 1%
of the U.S. drug supply is counterfeit (25) and asserts that
once a product leaves our borders and changes hands, its
safety can no longer be guaranteed (26). Medications may
be unsafe if patients receive the wrong dose of a drug, a
different drug altogether, or an inert or even harmful sub-
stance (27). For example, the FDA reported that versions
of the muscle relaxant carisoprodol and the cholesterol-
lowering agent simvastatin bought in Mexico were less po-
tent than described on the label and some lacked any active
ingredient (28).

The ability of U.S. regulators to ensure the integrity of
a drug product varies in different markets. Many other
countries effectively ensure the safety of products sold
through legitimate pharmacies: In Canada, for example,
Health Canada takes longer on average to release drugs
than the FDA (29). In Europe, it may be even easier to
identify counterfeit drugs than in the United States, be-
cause patients can receive drugs in containers sealed at the
point of manufacture (30). As a result, concerns about the
integrity of imported brand-name and generic drugs from
these markets are often exaggerated, and U.S. regulators
should be able to readily ensure the safety of imported
products.

Ensuring medication integrity may be more difficult in
low- and middle-income countries, where the prevalence of
misbranded products is higher (31). In addition to local
regulatory authorities, the World Health Organization of-
fers a Prequalification Programme to certify the quality of
reproductive health drugs and products aimed at treating
HIV/AIDS, malaria, and tuberculosis (32). Reducing the

manufacture and sale of illegitimate prescription drugs will
require time and investment in stronger enforcement of
counterfeiting laws and better regulation of pharmaceutical
dissemination. Still, U.S. policymakers and consumers can
rely on certain manufacturers in these countries that work
closely with local authorities to ensure the integrity of their
products and even export approved generic drugs to the
United States. Although there is little empirical evidence
on this point, most counterfeit medications seem to be sold
in rural and extremely poor regions and usually in stores
that stock a wide range of goods and often do not have a
trained pharmacist on hand (33).

Savings from Imported Drugs
Lower drug prices arise when foreign governments en-

gage in negotiations with pharmaceutical manufacturers or
use formal price controls (34). However, costs can differ
substantially between brand-name and generic products. A
recent study found that Canadian brand-name drugs are,
on average, 24% cheaper per unit than prices in the United
States (35). The brand-name product of the migraine med-
ication sumatriptan (Imitrex, GlaxoSmithKline, London,
United Kingdom) costs approximately $21 to $25 per dose
in the United States in 2005 but could be purchased in
Canada for as low as $10 to $13 per dose (36). On the
other hand, prices for generic drugs are lower on average in
the United States (37).

In countries like India, both brand-name and generic
drugs cost less than in the United States. In these environ-
ments, unauthorized products are likely to cost less than
drugs produced by manufacturers that have better safety
and efficacy standards and have registered their products
with drug regulatory authorities.

Other Policy Implications of Importation
Large-scale U.S. importation can have important ef-

fects on foreign prescription drug markets. For example,
formalizing a process of importing drug products from
Canada could be problematic because the Canadian mar-

Table 2. Policy Considerations When Deciding Whether U.S. Patients Can Rely on International Markets as an Alternative to
Domestic Brand-Name Drugs

Consideration Brand-Name Product Authorized Generic Product Unauthorized
Generic
ProductUnited

States
International United

States
International:
Well-Regulated
Market

International:
Other

Example Lipitor* Lipitor None† None‡ Lipicure§ Atorvastatin
Legal to produce? Yes Yes Yes Yes Yes No
Legal to import for personal use? – Yes – Yes Yes Yes
Product integrity Yes Yes Yes Yes Possible Cannot ensure
Cost� ���� ��� �� ��� � �
Should U.S. patients rely on it? – No Yes Yes Case-by-case basis No

* Pfizer, New York, New York.
† Generic atorvastatin expected to be available in the United States in 2011.
‡ Generic atorvastatin may be available in Canada before 2010.
§ Intas Pharmaceuticals, Gujarat, India.
� Number of plus signs indicates likely relative cost.
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ket is smaller. Brand-name drug makers have already im-
posed restrictions on Canadian pharmacies engaged in sales
to U.S. consumers (38). Manufacturers may respond by
further limiting supply to Canadian pharmacies engaged in
substantial cross-border sales, which can also prevent Ca-
nadians from obtaining their own prescriptions. Prices to
Canadians would probably rise from the increased de-
mand, bringing drug prices closer to those in the United
States and reducing or eliminating the potential savings
(39). Considerations about limited supply are not applica-
ble to generic drug products because they come from many
different manufacturers.

Finally, some have argued that U.S. prescription drug
importation will decrease innovation because large interna-
tional manufacturers rely on U.S. consumers to fund phar-
maceutical research (40). However, there is no direct con-
nection between revenues of for-profit companies and their
level of innovation. In fact, a report indicated that the
largest pharmaceutical companies spend more of their rev-
enues (about 30%) on promotion, marketing, and admin-
istration than on research and development (from 11% to
14%) (41), whereas another study also suggested that phar-
maceutical manufacturers spend about twice as much on
promotion as they do on research and development (42).

LESSONS FOR PATIENTS, PHYSICIANS, AND

POLICYMAKERS REGARDING IMPORTATION OF

PRESCRIPTION DRUGS

Brand-name drug products sold in wealthier countries
may be safe and less expensive, but any savings from importa-
tion are likely to be short-lived.

Importing brand-name drugs from countries with ac-
tive regulatory agencies can provide cost savings to individ-
ual U.S. consumers, and physicians should advise their pa-
tients that valid safety concerns can be addressed with
prudent purchasing practices. However, system-wide adop-
tion of this practice would probably diminish its benefits
over time, because governments and the global pharmaceu-
tical suppliers adjust their policies to account for the addi-
tional demand. Accordingly, U.S. policymakers should not
rely on this strategy.

Generic drug products sold in countries with active drug
regulatory agencies are valid options only if no cheaper generic
alternatives exist in the United States.

Consumers in the United States should not consider
importing domestically available generic products because,
even though safety considerations can be accommodated,
U.S. prices for these products tend to be lower. However,
because intellectual property laws may be applied differ-
ently among countries, generic versions of essential drugs
may become available sooner in other similar markets. For
example, although many generic cholesterol-lowering
agents are available for U.S. consumers, atorvastatin can
provide more substantial reductions in low-density lipo-
protein levels and may be required by a small number of

patients to achieve their target lipid level. Although U.S.
patents lasting until at least 2010 will protect atorvastatin’s
brand-name status in the U.S. market, a Canadian court
recently held that the patent in that country does not cover
one manufacturer’s generic version (43). The Canadian ge-
neric version could be available before 2010 (although the
case is currently under appeal). In that case, U.S. patients
requiring this specific product for their cardiovascular
health who cannot afford local prices may consider import-
ing a generic version, and U.S. policymakers may ensure
that our regulatory systems support the efforts of such pa-
tients.

Brand-name drug products sold in low- and middle-
income countries for which no generic equivalent exists may be
viable options for U.S. consumers if safety can be ensured, but
widely available generic drugs and unapproved products in
these markets, while less expensive, are not worth the risk.

Officially sanctioned, brand-name products may con-
tinue to be available at substantially reduced prices in low-
and middle-income countries. Some governments have
used compulsory licenses to prevent patents from interfer-
ing with public health goals and have reduced the costs of
essential medications by authorizing large-scale purchase or
local manufacture of these products. Brazil used the threat
of a compulsory license to negotiate low prices on a heat-
stable form of the antiretroviral agent lopinavir–ritonavir
(Kaletra, Abbott Laboratories, Abbott Park, Illinois), and
Thailand recently used a compulsory license to permit local
production of clopidogrel and lopinavir–ritonavir. How-
ever, while regulatory systems in those countries continue
to develop, physicians should warn their patients to be
wary about pursuing these purchases on their own. System-
atic importation of these products will be possible if U.S.
policymakers ensure the products’ integrity by examining
manufacturers’ quality control measures on a case-by-case
basis. Products from unauthorized manufacturers, despite
their extremely low cost, are never worth the risk.

Greater use of domestically sold generic drugs, where
available, is the safest and most cost-effective policy option for
U.S. consumers and policymakers.

Although some essential medications may be available
only in brand-name form, domestically sold generic prod-
ucts currently exist in almost every major therapeutic class.
Cost savings would be substantial if physicians prescribed
generic products, according to established treatment guide-
lines, that are already sold on the U.S. market (44). Such
cost savings may also help improve patient outcomes: One
recent study suggested that patients who begin using ge-
neric drugs are more likely to adhere to their therapeutic
regimens (45). As a result, legislative proposals or judicial
decisions in the United States that extend a pharmaceutical
product’s market exclusivity by delaying the approval of a
generic alternative should be strictly limited (46). If na-
tional and state health care reform efforts promoting timely
approval and rational prescription of generic drugs are im-
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plemented, many U.S. consumers may no longer need to
consider importing foreign prescription drugs.

CONCLUSION

The increasing cost of prescription drugs has inspired
U.S. policymakers and consumers to turn to international
markets as sources of lower-priced products. In cases in
which essential medicines are unaffordable and no domes-
tic generic alternatives are available, certain international
markets can be reasonable sources of lower-priced prod-
ucts. However, the safest way to control U.S. drug prices is
by promoting consumer demand for and appropriate pre-
scription of domestic generic drugs.
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