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Bienvenidos. Let me start by welcoming all of you to Washington for a timely discussion
about international trade policy and public health.

The impact of high drug prices on access to medicines is being felt in all corners of the
world. In developing countries in particular, many are dying of diseases even though highly
effective, life-saving drugs exist.

Yet, behind closed doors, the Bush Administration has been working to restrict the ability
of our trade partners to acquire low-cost generic medicines that could treat these patients.
Following the wishes of the brand name industry, this Administration has used trade negotiations
to demand intellectual property rules that result in keeping drug prices as high as possible for as
long as possible.



These rules go beyond the basic requirements of the World Trade Organization. They
also go against the Doha Declaration, which was adopted by the WTO in 2001. The purpose of
the Doha Declaration was to make clear that trade obligations should not undermine the ability of
governments to promote access to medicine and address public health needs.

The U.S. Congress endorsed the Doha Declaration and directed the President to respect
its principles as a primary objective in trade negotiations.

Unfortunately, what we have seen in practice from the U.S. Trade Representative is the
exact opposite. For example, recent agreements with developing countries require patent
extensions to compensate for delays in the approval of a patent or a drug application.

The agreements prohibit the approval of generic medicines for five years after a drug is
first introduced, even if the patent has already expired. They also require health authorities to link
decisions about drug approval to a drug’s patent status.

The consequence is that developing nations, which need lower cost drugs the most, will
now have to wait the longest to obtain them.

In Latin America the challenges are especially difficult because U.S. free trade agreements
have created a complicated web of different rules in different countries. As a result, we may now
face situations where a generic medicine available in Mexico cannot be approved for sale next
door in Guatemala. Or a generic medicine made in Argentina might be kept off the market in
neighboring Chile for several years. In some cases these rules could even cause situations where
developing countries wait even longer than the United States for access to affordable medicines.

The Bush Administration has insisted that it is only pursuing these additional intellectual
property standards on the basis of a U.S. law that is commonly known as “Hatch-Waxman.”

As an author of this legislation, I will be the first to tell you that I am very proud of its
achievements. It was a carefully crafted compromise that has been highly successful in both
promoting generic competition in the United States and stimulating innovation of new drugs. But
I will also be the first to say that it is wrong to impose a system like Hatch-Waxman in developing
countries.

Many of our trading partners face vastly different challenges and circumstances than we
do here in the United States.

Devastating epidemics, including AIDS, TB, and malaria are crippling health care systems
and societies. Even in middle-income countries, leading killers like heart disease, diabetes, cancer
and other conditions are going untreated because essential medications are unaffordable, costing
many times the average citizen’s annual income.

The U.S. faced nothing like these kinds of problems when Hatch-Waxman was enacted. If
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