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HHS Faces Concerns About Drug Importation

BY MARY ELLEN SCHNEIDER

Senior Writer

limited, commercial program that
Awould import drugs from Canada

is feasible but would result in lim-
ited savings for consumers, members of a
government task force on drug importa-
tion said at a press briefing sponsored by
the Health and Human Services Depart-
ment.

The HHS-convened task force dismissed
the idea of personal importation of drugs
from other countries as being extraordi-
narily difficult and costly to implement
safely.

It could cost as much as $3 billion a year
to regulate personal importation, accord-
ing to a letter sent to congressional lead-
ers from the secretaries of HHS and the
Commerce Department.

“Any plan to permit importation must
be limited to commercial importation of
a discrete number of high-volume, high-
cost prescription drugs from a country
with equivalent drug safety protections,”
according to the secretaries. “These drugs
must have the same level of safety and ef-
fectiveness as FDA-approved products.”

In the letter, Bush administration offi-
cials outlined the requirements of such a
system. For example, it should require
drug pedigrees, limit ports of entry and
distribution channels, and allow commer-
cial importation only from licensed foreign
wholesalers to authorized sellers in the
United States.

A commercial program would have to
be limited to those prescription drugs that
are mostly likely to yield savings, such as
a high-volume drug without a U.S.-ap-
proved generic. The administration is also
asking Congress to exclude drugs or class-
es of drugs that could pose increased safe-
ty risks in an importation program, such
as controlled substances or drugs that re-
quire refrigeration during shipping.

And the program must avoid “anti-
competitive provisions” including “forced
sale” clauses and other types of price
controls.

The letter also warns Congress that if its
members pass legislation that stifles com-
petition or fails to address safety concerns,
the president’s senior advisors will rec-
ommend a veto.

None of the legislation previously in-
troduced in Congress would meet this
criteria since most of it deals with personal
importation of drugs, a senior adminis-
tration official said in a teleconference an-
nouncing the release of the report.

The American Medical Association re-
cently took a similar position on drug im-
portation. The group said that it supports
importation of prescription drugs by
wholesalers and pharmacies, provided that
the drugs have been FDA approved and
are part of a closed distribution chain.
AMA does not support personal importa-
tion via the Internet until patient safety
can be ensured.

“Patient safety must remain the over-
riding concern as we work to make pre-
scription drugs more available and af-
fordable for patients. Patients must be
protected from unapproved drugs that

could be unsafe, expired, counterfeit,
adulterated, misbranded, or inappropri-
ately labeled,” AMA Trustee Edward L.
Langston, M.D., said in a statement.

But Sen. Byron Dorgan (D-N.D.), a lead-
ing proponent of the importation of drugs
from other countries, said he never had
much confidence that the HHS study
would be objective and plans to introduce
reimportation legislation.

“Millions of American obtain prescrip-
tion medicines from Canada and other

countries every year and do so safety,” Sen.
Dorgan said in a statement. “The federal
government itself is buying flu vaccine
from abroad right now. The only thing en-
dangered by allowing Americans access to
lower priced FDA-approved medicines
from abroad is the incredibly large profits
of the drug companies who overprice
their medicines in our market, just be-
cause they can.”

The HHS task force was formed early in
2004 to address questions posed by Con-

gress in the Medicare Modernization Act.

The law includes a provision that would
allow the importation of prescription
drugs from Canada if the HHS secretary
certifies that the drugs pose no addition-
al risk to public health and safety and
would offer significant savings to U.S. con-
sumers. ]

The HHS Task Force report on prescription
drug importation is available online at
www.hhs.gov/importtaskforce.

Colon polyps. Stop them before they go bad.
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Colon cancer almost always starts with a polyp. Get the polyp early and

stop colon cancer before it even starts. And that’s for both men and women,

Just get a test from your doctor. 1-800-ACS-2345 or cancer.org

Colon cancer. Get the test. Get the polyp. Get the cure.
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