Importation
____________________________________________________________________
Some people argue the importation of drugs would help save consumers money. What they
often miss is how importation threatens patient safety and would impact access to new,
innovative treatments. Under both Democratic and Republican administrations, no Secretary of
Health and Human Services has certified that importation of medicines from foreign countries
would be safe or result in savings for American patients. And in a recent letteri, four former Food
and Drug Administration (FDA) commissioners wrote, “importation represents a complex and
risky approach […] that is likely to harm patients and consumers and compromise the carefully
constructed system that guards the safety of our nation’s medical products.” Below are four key
facts regarding the implications of importation of unapproved drugs:
1. Opening our borders to imported drugs could increase the flow of counterfeit drugs into
the United States, harming patients.
The World Health Organization estimates up to 10 percentii of medicines worldwide – and
up to 50 percent of medicines consumed in some developing countries – are counterfeit.
Without proper FDA oversight and enforcement of laws that protect patient safety, these
products could infiltrate the U.S. pharmaceutical supply, with life-threatening
consequences. In the European Union (EU), where parallel trade is sanctioned, the
European Commission seized 34 million counterfeit pillsiii, including antibiotics, cancer,
cholesterol, and anti-malaria medicines across the EU over a two-month period in 2009.
Just in June of this year, Europol seized thousands of cartons of counterfeit medicinesiv in
Spain that were set to be distributed throughout Europe.
2. The risk from the counterfeit drug trade is growing.
It is becoming increasingly easy for counterfeiters to make packages and bottles that look
genuine, but often contain laced, adulterated, or fake medicines. Data from the
Pharmaceutical Security Institute showed that drug counterfeiting increased 122 percentv
between 2005 and 2010. Recent threats to the U.S. drug supply from counterfeiters
include a conspiracy between one of the largest Canadian online pharmacies and
counterparts in the U.S.vi to smuggle mislabeled and unapproved drugs into the United
States. Meanwhile, according to the National Association of Boards of Pharmacyvii (NABP),
“more than 96% of online pharmacies websites are operating illegally, failing to comply
with applicable laws and safety standards” and “89% of illegal online pharmacies do not
require a valid prescription.” NABP found these illegal online pharmacies often distribute
products that “contain too much, too little or no active ingredient; are manufactured in
unsafe conditions; and/or contain materials such as floor wax, mercury, concrete, chalk,
boric acid, road tar, antifreeze, and other potentially deadly poisons.”
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3. Foreign drugs could enter the U.S. drug supply without any oversight or regulation,
posing significant health and safety risks to patients.
Foreign governments are not in the position to monitor and regulate medicines that are
intended for the U.S. market. For example, as a former Health Minister for Canada
recently highlighted, while the Canadian government regulates medicines manufactured
for its citizens, it cannot be expected to ensure the safety of medicines that are shipped
through Canada to the United States or other countries. In fact, many drugs that pass
through Canada to patients in the United States may not actually originate in Canada, but
instead can come from places with lax regulatory systems, like Pakistan. Such drugs could
be mishandled (e.g., proper temperature control is not maintained), adulterated,
counterfeit, or display deceptive or incorrect packaging and labeling.
4. There is no guarantee that importing drugs will actually save consumers money.
Both the Department of Health and Human Servicesviii (HHS) and the Congressional
Budget Officeix (CBO) have stated that savings from importation would be limited. HHS
has stated total savings would be 1 to 2 percent of total drug spending, and the CBO
determined that importation would reduce drug spending by “roughly 1 percent.”
Furthermore, researchers found that any potential savings generated from the
importation of unapproved medicines would likely not be passed on to patients. In a peerreviewed studyx of previously introduced importation legislation, researchers from the
University of Pennsylvania and Arizona State University found that “intermediaries may
capture a significant share of any savings that are available” and that consumers are
“likely to realize even smaller savings, because they lack the leverage relative to
pharmacies, especially if supply of imported drugs is limited or sporadic.”
Importation is not the answer. There are many other, safe alternatives available to patients who
are unable to afford their medicines. For example, the Partnership for Prescription Assistance
(PPA) (www.pparx.org or 1-888-4PPA-NOW) offers a single point of access to more that 475
public and private patient assistance programs, including more than 200 programs offered by
pharmaceutical companies. Other ways consumers can potentially save include: asking for
generic versions of medicines, shopping around at different pharmacies to get the best deal,
participating in state prescription assistance programs, and enrolling eligible seniors in the
Medicare prescription drug program (Medicare Part D).
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