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Mr. DORGAN. …the issue of allowing prescription drug reimportation in this 

country and legislation that is bipartisan in scope with over 30 

Senators now cosponsoring it, I had intended and hoped we would have an 

opportunity to vote on that on the Senate floor.  And my hope is what was put in the Congressional Record will then allow us to have an opportunity on the floor of the Senate to advance the legislation that we previously discussed dealing with the reimportation of prescription drugs and allowing us to put 

downward pressure on prescription drug prices in this country. (p.3)
Mr. GRASSLEY.  Let me turn to one final issue that has been receiving attention lately. In the last couple of days, some Members have questioned 

whether this agreement affects U.S. government regulation of 

prescription drugs.

  These concerns involve the potential impact of trade agreements on 

U.S. healthcare programs, including Medicare, Medicaid and the VA and 

DOD programs, and the implications of the agreement on the adoption of 

drug reimportation legislation in the future.

  USTR has assured Congress that the provisions in the agreement will 

not require any changes to the administration of U.S. health programs. 

And that no changes to current U.S. law or administrative practice are 

necessary to implement the agreement.

  Furthermore, because Australia itself does not permit most 

pharmaceuticals to be exported, we are assured that this agreement will 

not impede Congress from considering and enacting reimportation 

legislation.

  My own view is that the concerns raised by these provisions are more 

hypothetical in nature than concrete. Nonetheless, this is an issue 

that Congress--and the Finance Committee--should explore more 

thoroughly as we move forward on trade negotiations in the future. (p.7)
Mr. DORGAN. There are a couple of bad things in it that should be taken out. We should have a vote on the provision dealing with pharmaceutical drugs. (p.8)
  Finally, there is a provision in this agreement that is particularly 

pernicious. This is a trade agreement with Australia that includes a 

provision on prescription drugs. This is from the New York Times:

       Congress is poised to approve an international trade 

     agreement that could have the effect of thwarting a goal 

     pursued by many lawmakers of both parties: The import of 

     expensive prescription drugs to help millions of Americans 

     without health insurance.

       The agreement, negotiated with Australia by the Bush 

     administration, would allow pharmaceutical companies to 

     prevent imports of drugs to the United States.

  This is a trade agreement, and they stick in a provision about 

prescription drugs. They did the same in Singapore. My guess is, they 

will do it every chance they get. What is this? It is anticonsumer, 

pro-pharmaceutical industry. It is an attempt to thwart those in this 

country who want to find a way to put downward pressure on prescription 

drug prices. How might one do that? By allowing the market system to 

act. 

… That is helped, with respect to Australia and other countries this 

administration intends to negotiate trade agreements with, by their 

sticking in this trade agreement a provision dealing with the 

reimportation of prescription drugs. It is anticonsumer, and it shows 

how little regard those who negotiated this have for the marketplace. 

Let's let the marketplace be the arbiter of consumer prices on 

prescription drugs. Let consumers have opportunities to access 

prescription drugs in other areas where there is a safe supply.

  The Australia Free Trade Agreement is going to be passed by the 

Congress today--not with my vote, I might add, because I think it 

undercuts and potentially injures family farmers and ranchers and our 

senior citizens who need affordable prescription drugs.

  I hope that even as we do this, as the Congress addresses this issue,
those who care about the long-term economy, long-term economic health 

of this country, opportunities and growth of this country--I hope they 

will take a hard look at these trade relationships and about our 

aggregate trade deficits that are growing alarmingly. (p.16-17)
… I will vote against the Australia Free Trade Agreement because it 

contains three bad trade provisions, because we cannot get these 

removed due to fast track, which itself is an unfairness perpetrated in 

the Congress. (p.18)

Mr. FEINGOLD.  I rise today to express my strong opposition to the United States-Australia Free Trade Agreement and the legislation that has been 

introduced to implement it. This is the latest in a string of deeply 

flawed trade agreements. It is a bad deal for dairy farmers, it is a 

bad deal for consumers, and it is a bad deal for Wisconsin.

…  This is not the only problem with the trade agreement between the 

United States and Australia. As an original cosponsor of bipartisan 

legislation that would allow Americans to safely purchase prescription 

drugs from countries including Australia, I am particularly troubled by 

reports that this agreement would effectively ban reimportation of 

prescription drugs from Australia.

  In February, I wrote to the Senate Finance Committee and urged them 

to address this issue before the unamendable legislation implementing 

the trade agreement was brought to the Senate floor for a vote. Now, 

reports raise real questions about whether Congress can repeal the 

trade agreement's ban on reimportation of prescription drugs from 
Australia, even if it later passed legislation permitting 

reimportation. I do not see why we should be voting now on a trade 

agreement that would potentially tie the hands of both Australia and 

the United States on this vitally important issue.

  This legislation may well be a template for future trade agreements 

to include similar provisions that restrict the safe reimportation of 

drugs. I strongly disagree with efforts by trade negotiators to address 

an issue that Congress is currently actively considering. Congress 

should be setting policy on an issue as important as the importation 

and the reimportation of prescription drugs, not our trade negotiators.

  There continue to be many concerns about the impact of this agreement 

on the U.S. health care system, particularly the Federal programs aimed 

at helping our veterans, our seniors, and our neediest citizens. These 

questions need to be resolved to ensure access to safe and affordable 

prescription drugs.

… We need more time to answer these questions and to fully understand 

the possible interaction of this agreement with legislation to allow 

the safe reimportation of prescription drugs. Trade promotion authority 

provides expedited consideration of trade agreements, but we are well 

ahead of any deadlines imposed. (p.29-30)
Mr. SCHUMER. I rise reluctantly against the US-Australia Free Trade Agreement 

before us today, for one reason only.… But what bothers me is one 

provision in this agreement. It bothers me so that it leads me to vote 

against the agreement; that is, the provision dealing with the 

importation of drugs.  

  It has become clear in recent weeks that the pharmaceutical industry 

has not only done everything in its power to thwart drug reimportation 

legislation before this Congress, but now they have hijacked the trade 

agreement negotiation process as well. That practice has to end.

  Given that we have fast-tracked, many of us, when we see an odious 

provision put into the agreement, have no choice but to vote it down 

and hope it will come back without that provision. Frankly, that 

provision has very little to do with the guts of the Australia Free 

Trade Agreement. Prescription drug reimportation is a policy that has 

gained more and more bipartisan support as this year has progressed. My 

guess is that if, say, the bill from the Senator from North Dakota 

would get a vote on the floor, it would pass. It would pass in a 

bipartisan way. That, of course, is because the cost of drugs is going 

through the roof, and it is harder and harder for our citizens to pay 

for these miracle drugs. They are great drugs. I salute the 

pharmaceutical industry for coming up with them.

  But one of the great problems we face is that the research is borne 

not by the citizens of the world but only by the citizens of the United 

States, even though the drugs are sold throughout the world. We have to 

do something to change that.

  But as usually happens these days, as a proconsumer idea such as 

reimportation gains more and more momentum and support, the 

pharmaceutical industry begins to see the writing on the wall, and they 

look for every way possible to prevent it from becoming reality.

  Now it seems, of all things, the US-Australia Free Trade Agreement 

has become the perfect vehicle to begin the march to put the kibosh on 

importation.

  It is no longer enough that this administration refuses to stand up 

to PhRMA and negotiate lower drug prices.

  The Medicare prescription drug bill, now law, that we have before us, 

is a failure. It is not even being mentioned by the President in his 

campaign because they refuse to let Medicare negotiate with the 

pharmaceutical industry
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for lower prices. That costs about $200 billion, and that means there 

was not enough money to create a good program. But that is not enough.

Now that we have come up with another way to deal with the high cost 

of drugs, reimportation, the administration actively, through trade 

agreements, is helping the big drug companies ensure that they can get 

the same exorbitant prices in every market around the globe, and at the 

same time putting up a barrier around our borders to prevent lower drug 

costs from coming in. That has gone too far.

  The administration says it is unacceptable that foreign price 

controls leave American consumers paying most of the cost of 

pharmaceutical research and development--I couldn't agree more. That 

hits the nail on the head.

  We have to relieve U.S. consumers of some of the burdens of the cost 

of research and development by making sure that other equally developed 

countries pay their fair share. But that is not what we are talking 

about with the US-Australia Free Trade Agreement. Absolutely not.

  What the administration is doing is giving the drug companies the 

tools to raise prices in other countries while pushing policies that 

keep low drug costs out of this country.

  Is that fair? Does that provide any relief to the American consumer? 

Absolutely not.

  I have heard the argument that this provision doesn't have a 

practical effect because the Australian Government doesn't allow the 

exportation of its drugs anyway.

  First of all, if you look closely at the way it is written, it isn't 

limited to restricting importation from Australia.

  As they say in Shakespeare, there's the rub.

  If they really were just concerned with Australia, they would say 

nothing in this provision would affect importation anywhere else. But 

that is not the case.

  This proposal creates an obligation for the United States to pass 

laws that prohibit importation not just from Australia but from 

everywhere, including Canada.

  If it truly doesn't have a practical effect, or if it is not 

reasonable to assume that Australia would hold us to our obligations--

who knows--for all we know, the Australian Government could make a deal 

with the pharmaceutical company to lower their prices--why is the 

provision in the agreement at all?

  Why aren't pharmaceuticals at least exempted? Everyone knows what is 

going on in this Chamber about reimportation. Everyone knows what is 

going on in this country. In my State of New York, citizens from 

Buffalo, Rochester, the North Country, and even New York City get on 

buses and go for hours to buy drugs in Canada.

  If this provision has no practical effect in this trade agreement, 

then its only purpose must be to make it more difficult to pass a drug 

importation bill. It can and might become precedential--we have it in 

Australia; we should put it elsewhere.

  The provision was put in the Australia Free Trade Agreement to set a 

precedent, to lay the groundwork. The Industry Advisory Committee to 

the USTR on these issues has clearly stated this purpose. Their report 

states that ``each individual FTA should be viewed as setting a new 

baseline for future FTA/s''--that this should be setting a floor, not a 

ceiling.

  If that is the case, that is bad news for the millions of Americans 

who must pay for prescription drugs and had hoped lower costs of 

imported drugs would prevail.

  Simply put, this provision fortifies the administration's opposition 

to importation and makes the law that much harder to change. Beyond 

that, this trade agreement may even affect our ability to negotiate 

prices in the few programs in which the Federal Government still has 

some control.

  The provision is nothing more than a backdoor opportunity to protect 

the big pharmaceutical companies' profits and keep drug prices high for 

U.S. consumers. I have had some talks with the heads of the 

pharmaceutical industries. Some of the more forward-looking progressive 

ones realize that something has to give; that the U.S. consumer cannot 

pay for the cost of research for drugs for the whole world; that the 

prices are getting so high that we have to do something; that the 

balance between the dollars of profit that are put into research versus 

the balance of dollars that are put into all kinds of salesmanship has 

to change. I hope those leaders in industry understand that putting 

this provision in this agreement undercuts that kind of view.

  The nature of trade agreements is changing. They are not just about 

tariffs anymore. They are getting into other substantive policy issues 

which dictate the parameters for health care delivery around the world.

  These are fundamental policy decisions with serious implications for 

access to affordable health care which can and will affect millions of 

people both overseas and, of course, here at home. Yet PhRMA is the 

only health care expert at the table for these negotiations. That has 

to end.

  I also argue that adding provisions such as this, virtually 

extraneous provisions that come from someone else's agenda, and putting 

them into trade agreements hurts the argument for fast track. This is 

just what people who are opposing fast track said would happen. Here it 

is, a year later, it has.

  There are all kinds of questions swirling about how this trade 

agreement may affect Medicare, Medicaid, the VA, and DOD programs, and 

to be honest, no one seems to be able to explain what its effects on 

these programs will be.

  My view is we cannot, we must not wait until after these agreements 

are put together to consider their potential effects on U.S. policy. I 

warn my colleagues, vote for this and then you find out that you have 

locked yourself into something on drug policy that you never imagined. 

This Member is not going to do that. This Senator is not going to do 

that.

  This provision can be stripped from the agreement and we can come 

back and pass it next week, next month. We cannot have it as an 

afterthought--something we are all scrambling to understand the day 

before the vote.

  Frankly, drugs are not the same as tractors. There are huge public 

health implications to the decisions made by the USTR. It is 

frightening to think these decisions are being made without the input 

of a neutral public health advisory committee. We have to put an end to 

the practice of PhRMA inserting provisions into trade agreements that 

affect policy elsewhere. There must be someone at the table to protect 

access to affordable drugs and other health care in this country. The 

risks are too great to ignore.

  For that reason, I will vote no on this agreement in the hopes we can 

strip out this odious provision and then move forward with the proposal 

which I will then support.

  I ask unanimous consent that a related article from the New York 

Times be printed in the Record.

  There being no objection, the material was ordered to be printed in 

the Record, as follows:

                [From the New York Times, July 12, 2004]

            Trade Pact May Undercut Inexpensive Drug Imports

                 (By Elizabeth Becker and Robert Pear)

       Washington, July 11.--Congress is poised to approve an 

     international trade agreement that have the effect of 

     thwarting a goal pursued by many lawmakers of both parties: 

     the import of inexpensive prescription drugs to help millions 

     of Americans without health insurance.

       The agreement, negotiated with Australia by the Bush 

     administration, would allow pharmaceutical companies to 

     prevent imports of drugs to the United States and also to 

     challenge decisions by Australia about what drugs should be 

     covered by the country's health plan, the prices paid for 

     them and how they can be used.

       It represents the administration's model for strengthening 

     the protection of expensive brand-name drugs in wealthy 

     countries, where the biggest profits can be made.

       In negotiating the pact, the United States, for the first 

     time, challenged how a foreign industrialized country 

     operates its national health program to provide inexpensive 

     drugs to its own citizens. Americans without insurance pay 

     some of the world's highest prices for brand-name 

     prescription drugs, in part because the United States does 

     not have such a plan.

       Only in the last few weeks have lawmakers realized that the 

     proposed Australia trade agreement--the Bush administration's 

     first free trade agreement with a developed country--could 

     have major implications for health policy and programs in the 

     United States.

       The debate over drug imports, an issue with immense 

     political appeal, has been raging for four years, with little 

     reference to the arcane details of trade policy. Most trade
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     agreements are so complex that lawmakers rarely investigate 

     all the provisions, which typically cover such diverse areas 

     as manufacturing, tourism, insurance, agriculture and, 

     increasingly, pharmaceuticals.

       Bush administration officials oppose legalizing imports of 

     inexpensive prescription drugs, citing safety concerns. 

     Instead, with strong backing from the pharmaceutical 

     industry, they have said they want to raise the price of 

     drugs overseas to spread the burden of research and 

     development that is borne disproportionately by the United 

     States.

       Many Democrats, with the support of AARP, consumer groups 

     and a substantial number of Republicans, are promoting 

     legislation to lower drug costs by importing less expensive 

     medicines from Europe, Canada, Australia, Japan and other 

     countries where prices are regulated through public health 

     programs.

       These two competing approaches represent very different 

     ways of helping Americans who typically pay much more for 

     brand-name prescription drugs than people in the rest of the 

     industrialized world.

       Leaders in both houses of Congress hope to approve the free 

     trade agreement in the next week or two. Last Thursday, the 

     House Ways and Means Committee endorsed the pact, which 

     promises to increase American manufacturing exports by as 

     much as $2 billion a year and preserve jobs here.

       Health advocates and officials in developing countries have 

     intensely debated the effects of trade deals on the ability 

     of poor nations to provide inexpensive generic drugs to their 

     citizens, especially those with AIDS.

       But in Congress, the significance of the agreement for 

     health policy has generally been lost in the trade debate.

       The chief sponsor of the Senate bill, Senator Byron L. 

     Dorgan, Democrat of North Dakota, said: ``This administration 

     opposes re-importation even to the extent of writing barriers 

     to it into its trade agreements. I don't understand why our 

     trade ambassador is inserting this prohibition into trade 

     agreements before Congress settles the issue.''

       Senator John McCain, an author of the drug-import bill, 

     sees the agreement with Australia as hampering consumers' 

     access to drugs from other countries. His spokesman said the 

     senator worried that ``it only protects powerful special 

     interests.''

       Gary C. Hufbauer, a senior analyst at the Institute for 

     International Economics, said ``the Australia free trade 

     agreement is a skirmish in a larger war'' over how to reduce 

     the huge difference in prices paid for drugs in the United 

     States and the rest of the industrialized world.

       Kevin Outterson, an associate law professor at West 

     Virginia University, agreed.

       ``The United States has put a marker down and is now using 

     trade agreements to tell countries how they can reimburse 

     their own citizens for prescription drugs,'' he said.

       The United States does not import any significant amount of 

     low-cost prescription drugs from Australia, in part because 

     federal laws effectively prohibit such imports. But a number 

     of states are considering imports from Australia and Canada, 

     as a way to save money, and American officials have made 

     clear that the Australia agreement sets a precedent they hope 

     to follow in negotiations with other countries.

       Trade experts and the pharmaceutical industry offer no 

     assurance that drug prices will fall in the United States if 

     they rise abroad.

       Representative Sander M. Levin of Michigan, the senior 

     Democrat on the panel's trade subcommittee, voted for the 

     agreement, which could help industries in his state. But Mr. 

     Levin said the trade pact would give a potent weapon to 

     opponents of the drug-import bill, who could argue that 

     ``passing it would violate our international obligations.''

       Such violations could lead to trade sanctions costing the 

     United States and its exporters millions of dollars.

       One provision of the trade agreement with Australia 

     protects the right of patent owners, like drug companies, to 

     ``prevent importation'' of products on which they own the 

     patents. Mr. Dorgan's bill would eliminate this right.

       The trade pact is ``almost completely inconsistent with 

     drug-import bills'' that have broad support in Congress, Mr. 

     Levin said.

       But Representative Bill Thomas, the California Republican 

     who is chairman of the Ways and Means Committee, said, ``The 

     only workable procedure is to write trade agreements 

     according to current law.''

       For years, drug companies have objected to Australia's 

     Pharmaceutical Benefits Scheme, under which government 

     officials decide which drugs to cover and how much to pay for 

     them. Before the government decides whether to cover a drug, 

     experts analyze its clinical benefits, safety and ``cost 

     effectiveness,'' compared with other treatments.

       The trade pact would allow drug companies to challenge 

     decisions on coverage and payment.

       Joseph M. Damond, an associate vice president of the 

     Pharmaceutical Research and Manufacturers of America, said 

     Australia's drug benefit system amounted to an unfair trade 

     practice.

       ``The solution is to get rid of these artificial price 

     controls in other developed countries and create real 

     marketplace incentives for innovation,'' Mr. Damond said.

       While the trade pact has barely been noticed here, it has 

     touched off an impassioned national debate in Australia, 

     where the Parliament is also close to approving it.

       The Australian trade minister, Mark Vaile, promised that 

     ``there is nothing in the free trade agreement that would 

     increase drug prices in Australia.''

       But a recent report from a committee of the Australian 

     Parliament saw a serious possibility that ``Australians would 

     pay more for certain medicines,'' and that drug companies 

     would gain more leverage over government decisions there.

       Bush administration officials noted that the Trade Act of 

     2002 said its negotiators should try to eliminate price 

     controls and other regulations that limit access to foreign 

     markets.

       Dr. Mark B. McClellan, the former commissioner of food and 

     drugs now in charge of Medicare and Medicaid, said last year 

     that foreign price controls left American consumers paying 

     most of the cost of pharmaceutical research and development, 

     and that, he said, was unacceptable. (p.42-47)

Mr. McCAIN. … Throughout my career in public service, I have been an ardent 

supporter of free trade.
… In my judgment, free trade should mean truly free trade.

… What I find truly offensive are protections for special interests 

such as dairy, beef, and sugar. Even these protections, however, pale 

in comparison with the language in this agreement that covers patented 

pharmaceutical products.

  I am astonished by the decision of the U.S. Trade Representative, Mr. 

Zoellick, for whom I happen to have the greatest admiration and 

appreciation. I am astonished that he would include language which 

would impair our ability to pass and implement drug importation 

legislation.

  The Singapore Free Trade Agreement, which went into effect on January 

1, was the first free-trade agreement to include language that could 

impact drug importation. In a side letter of understanding between our 

respective Trade Representatives, both nations agreed the language 

would not prevent Singapore from engaging in the parallel importation 

of pharmaceuticals. Thus, the U.S. Trade Representative effectively 

made the provisions applicable only to the United States.

  USTR claims this language is consistent with longstanding U.S. patent 

law. If that is indeed the case, and if Singapore is not obligated to 

abide by the language, then why is the language included in the 

agreement? I suspect it was included in order to protect powerful 

special interests and to provide a template on which to base 

intellectual property provisions in future free-trade agreements.

  In fact, the Industry Sector Advisory Committee for Chemicals and 

Allied Products, which advised U.S. negotiators on this provision, 

stated that this language ``should not be viewed as setting any 

ceilings for the intellectual
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property chapters for future free-trade agreements; rather, each 

individual free-trade agreement should be viewed as setting a new 

baseline for future free-trade agreements.''

  This pharmaceutical language was slipped into the Singapore FTA below 

the radar screen, without recognition of its potential implications for 

drug importation. Since that time, similar drug provisions have cropped 

up again in both the Australia FTA before us and the recently completed 

Morocco FTA.

  Let's be clear about this language. It is antithetical to the spirit 

of free trade and serves only to block American consumers from 

accessing lower cost goods and services.

  Not only does the intellectual property language in the Australia FTA 

offend all free traders, it also contravenes clear congressional 

intent. Let's look at the facts. In 2000, Congress passed the Medicine 

Equity and Drug Safety Act, MEDS Act, to allow American consumers to 

import lower cost prescription drugs from 25 industrialized countries 

with regulatory systems similar to ours. Although language added to 

that law acted as a poison pill and effectively prevented importation 

from taking place, congressional intent was crystal clear: We want to 

allow Americans to import safe prescription drugs.

  In the years after the MEDS Act passed, the cost of prescription 

drugs has continued to rise, the number of uninsured Americans has 

continued to grow, and Congress has continued to debate the issue of 

drug importation. This week, a study from Boston University found that 

drug spending, as a share of income, rose by 50 percent between 1998 

and 2002.

  In the last 3 years, several additional importation measures have 

passed both Houses of Congress with substantial bipartisan support. In 

States, cities, and counties across the country, governments are 

implementing programs that would allow their residents to import lower 

cost prescription drugs. Today, approximately two-thirds of Americans 

believe they should be able to import lower cost drugs.

  Where does this leave us? Congress has repeatedly voted, with 

bipartisan majorities, to allow drug importation. States and local 

governments are doing the same. An overwhelming majority of Americans 

believe they have a right to import cheaper medicine. AARP, the leading 

advocacy group for senior citizens, recently joined the battle.

  So a simple question comes to mind: What is our U.S. Trade 

Representative, who is charged with representing the interests of the 

American people, doing? Why deliberately include language in bilateral 

trade agreements that could thwart importation efforts? Why flagrantly 

disregard the intent of Americans and their elected representatives? It 

seems to me that the special interests have found friendly territory.

  Now, supporters of this language will claim that nothing in this 

agreement prevents the Congress from passing legislation with respect 

to drug importation. They are absolutely correct. No trade agreement 

can prevent Congress from exercising its constitutional right to pass 

laws that govern our Nation. However, the language in this trade 

agreement does tie the hands of Congress, further complicating our 

efforts to pass a drug importation law.

  The USTR general counsel, John Veroneau, testified along these lines 

last month. He told the House Ways and Means Committee that new 

legislation on drug importation ``could give rise to an inconsistency 

between U.S. law and a commitment under this trade agreement.'' Given 

that similar language is now in not one but three trade agreements, it 

will presumably present the same problem for each.

  Let's be intellectually honest here. It is simply bad policy to enter 

into bilateral agreements knowing we want to modify domestic law and 

thereby place ourselves in violation of these various agreements. 

Imagine Americans' response if they knew that domestic health care 

policy was being crafted not by their elected officials in Congress 

but, instead, by free-trade negotiators.

  Now that this language is in three agreements, a precedent has been 

established for future FTAs. Indeed, USTR officials have indicated they 

intend to pursue similar language in all future FTAs. This means that 

future drug importation legislation will leave us in violation of our 

obligations to an ever greater number of trading partners and allies, 

undoubtedly creating a greater challenge to enacting and implementing 

importation law.

  When Americans wonder how this continues to happen, maybe they should 

take a glance at the list of intellectual property ``advisors'' who 

worked with the negotiators. These advisors include representatives 

from--guess who--drug companies--guess who--the pharmaceutical industry 

as a whole, and other lobbyists with a direct interest in blocking drug 

importation. How many public health and consumer advocacy groups were 

included on this committee? Zero.

  There is a popular philosophy among coaches known as game slippage 

which offers that you can make your team practice all you want, but, 

invariably, come gametime, some of what was taught in practice will not 

be applied during the game. I fear the administration is suffering from 

game slippage. It appears that Congress's intent over the last several 

years to address drug importation has slipped from the collective 

conscience of the administration and the U.S. Trade Representative when 

negotiating gametime comes around.

  Our trade negotiators must be less mindful of special interests and 

more responsive to the express intent of the Congress. We granted the 

President trade promotion authority in 2002 to demonstrate our Nation's 

reenergized commitment to negotiating strong free-trade agreements. TPA 

was designed to lead to free trade, not more protection. Yet we have 

protectionist measures in this FTA for the pharmaceutical, sugar, beef, 

and dairy industries that will likely result in higher prices and, in 

some cases, less supply.

  This agreement is not the first in which the administration has made 

use of TPA to promote its legislative priorities. Last year, 

immigration provisions were included in the Singapore and Chile FTAs. 

If the administration is to continue to enjoy the privilege of TPA, 

trade agreements must no longer be vehicles that include items 

rightfully addressed by Congress under the Constitution.

  The United States has been and should be the leading promoter of an 

open global marketplace. Steel tariffs, agricultural subsidies in the 

farm bill, and other forms of protection, however, have damaged 

America's free-trade credentials. If special interest carve-outs, as 

the one for the pharmaceutical industry in this FTA, continue to 

pollute our trade agreements, we will all be worse off. Our economy 

will suffer and our leadership role on trade will further decline.

  I have spoken at length about the very serious drawbacks of the 

Australia FTA. I will reluctantly support this implementing legislation 

because it, nevertheless, will have a net positive impact on the 

American economy. I also will vote for it because of my profound 

respect for the Government and the people of Australia. They have 

bravely stood by us for many decades and have shown enormous courage in 

helping us to fight the global war on terror. We are privileged to call 

the Australian people friends, and my comments here today should in no 

way reflect poorly on the proud nation with which we will embark on a 

new trading relationship.

  Mr. President, I will vote yes. But the administration must 

understand that continuing down a protectionist path harms American 

consumers and engenders ill will among our allies and trading partners. 

I support passage of this legislation, but should another FTA being 

negotiated now or in the future come before the Senate with similar 

protections for special interests, I will find it extremely difficult 

to do so again. (p.47-50)

Mr. DURBIN.… This agreement has one very troublesome aspect to 

it, which has U.S. pharmaceutical industry fingerprints all over it.

  This agreement gives the exclusive right of a patent holder to 

prevent the importation of a patented product without the consent of 

the patent holder.

  By including this provision in this agreement, the ban on 

reimportation of prescription drugs into the United States becomes more 

than just a U.S. law, it becomes a matter of trade law.

  That means that we are giving another country the right to challenge 

us if we pass the important Dorgan-Snowe bill allowing Americans to 

reimport prescription drugs from other countries, many of which have 

cheaper prices than the U.S. for the same drugs.

  Congress is currently considering several bills to allow Americans to 

safely reimport prescription drugs from other countries. In fact, there 

was just a hearing in the Senate Judiciary Committee about this issue 

and the Senate Health, Education, Labor and Pensions Committee will 

mark up a proposal next week.

  Why then is the trade negotiator for the Bush administration 

negotiating an issue that is being actively debated in Congress? 

Allowing this language in this agreement is effectively end-running the 

legislative branch.

On July 23, John Veroneau, general counsel for the Office of the U.S. 

Trade Representative, confirmed that new
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legislation on drug reimportation ``could give rise to an inconsistency 

between U.S. law and a commitment under this trade agreement.''

  Once again, the Bush administration has chosen big pharmaceutical 

companies over the American people. Prescription drug prices are rising 

between 14 and 19 percent per year, making already expensive drugs 

unaffordable for some. As Congress searches for solutions, the Bush 

administration is preserving the protections from international price 

competition for the prescription drug industry.

  Further, this agreement may jeopardize the lower prices the Veterans 

Administration and Medicaid are currently able to negotiate. Under 

Article 15.11 of the agreement, ``suppliers'' have the right to 

challenge VA procurement decisions, including listing and pricing 

pharmaceuticals.

  I do think, because of the positive provisions in this FTA relating 

to manufacturing, agriculture services, that we should approve this 

agreement. However, my vote for the Australia FTA should not be 

interpreted as support for using this agreement as a model for future 

trade negotiations. I will evaluate all future trade agreements on 

their merits and their applicability to each country. (p.54-55)
Mr. KOHL. … my colleagues already know that I care deeply about Wisconsin agriculture and the families who depend on dairy.

  And that is why I will vote against the U.S.-Australia Free Trade 

Agreement.
…  I am also concerned that this agreement sets up roadblocks for us to 

pass legislation that would allow Americans to buy less expensive 

prescription drugs from other countries. It includes a provision that 

protects the current right of drug companies to prevent importation of 

its patented drugs by other parties, in this case, parties in 

Australia.

  I understand that his provision will have no practical effect in 

Australia, since Australian law already prohibits drug exports. 

However, I am concerned about the dangerous precedence this sets. A 

bipartisan majority in Congress supports legislation to allow drug 

importation from other countries, and I believe that at some point, it 

will be the law of the land.

  Even though it may not matter for Australia, the United States will 

likely seek trade agreements with other countries in the future that do 

allow exports. The pharmaceutical industry must be put on notice that 

this kind of end-run around the will of Congress is not acceptable. And 

the administration must be put on notice that future trade agreements 

will have a hard time getting approval if we see these kinds of 

provisions again.

  Trade negotiations, simply put, are nothing more than an elaborate 

process of setting priorities and making trade offs. Where the U.S.-

Australia trade agreement is concerned, it seems clear to me that U.S. 

negotiators were willing to trade quite a bit away in order to protect 

and promote the interests of pharmaceutical manufacturers.

… I believe in free and fair trade. But this bill implements neither of 

those principles. The massive benefits won by the pharmaceutical 

industry were not free, they were bought by concessions from other 

industries, dairy and I am sure others of importance in my colleagues' 

States.  (p. 55-56)

(At the request of Mr. Daschle, the following statement was ordered 

to be printed in the Record.)

Mr. KERRY.    However, I am disappointed that the administration has included 

provisions relating to pharmaceuticals in this agreement. It has been 

suggested that these provisions might block proposals to reimport drugs 

or undermine our Medicare and Medicaid programs. These provisions do 

not belong in this agreement and should not be considered as precedent 

for future agreements. The record should reflect that the U.S. Trade 

Representative has confirmed to the Congress that these provisions will 

not harm our domestic health programs or efforts to reimport drugs. And 

if the Trade Representative's claims in this matter should turn out to 

be wrong, I believe that a future administration and the Congress 

should act immediately to correct the agreement through whatever 

process is needed. (p.67)
Ms. COLLINS.  Despite the overwhelming benefits of this pact, I do have some 

concerns with this agreement. While Maine does stand to reap 

substantial benefits, I am disappointed that the United States Trade 

Representative has included language that conflicts with the goal of 

drug reimportation.

  One of the greatest challenges facing American consumers is the high 

cost of prescription drugs. That is why I have long supported 

legislation to allow Americans to benefit from international price 

competition on prescription drugs by permitting FDA-approved medicines 

made in FDA-approved facilities to be imported into this country.

  Despite the ongoing debate in Congress and the strong support for 

drug reimportation on the part of the American public, I am 

disappointed that our trade representatives have insisted on including 

language in this trade agreement that is contrary to these critically 

important efforts.

  The Australian government already bans the export of drugs subsidized 

under the Australian Pharmaceutical Benefits Scheme. Since 90 percent 

of the drugs prescribed in Australia are subsidized, Australia would 

not be a significant source of supply of imported drugs into the United 

States, with or without this agreement. Drugs imported into the United 

States are far more likely to come from Canada and Western Europe.

  I am concerned, however, that these provisions set a bad precedent. 

While Australia itself is not necessarily a good source for imported 

drugs, this language could become a template for future agreements. (p.69)

Mrs. CLINTON.…I share the concerns raised by some of my colleagues regarding the drug importation language in the agreement. Quite simply, the United 

States Trade Representative should not be negotiating agreements that 

could impact on the drug importation debate and I have grave concerns 

about the inclusion of this language in the agreement. Similarly, in 

the Chile and Singapore agreements, I raised concerns about the 

inclusion of immigration provisions in those agreements.
…During my tenure as a Senator, I have voted for every trade agreement 

that has come before the Senate. However, I will find it difficult to 

support future trade agreements which contain language that impedes the 

jurisdiction of Congress regarding drug importation or other issues.  (p.69-70)

Mr. LEVIN. Mr. President, article 17.9.4 of the United States-

Australia Free Trade Agreement implementing legislation allowing patent 

holders to prevent the import of their patented products is redundant 

and should not have been included in the agreement. Australian law 

already bans the export of pharmaceuticals if such drugs are purchased 

under its Pharmaceutical Benefits Scheme, PBS, and PBS drugs account 

for over 90 percent of all drugs sold in Australia.
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  This language does not establish a precedent for other free trade 

agreements. According to the Senate Finance Committee, it is 

appropriate to raise objections if this language is included in a free 

trade agreement negotiated with a country that does not forbid the 

export of low cost pharmaceuticals. Therefore, I will support this 

agreement. (p.70)
Mr. JEFFORDS.…  Some concerns have been raised about provisions relating to 

prescription drugs. Transparency provisions in this agreement related 

to Government procurement decisions are designed to provide equal 

rights of appeal. The US Trade Representative, USTR, has indicated that 

these provisions will not require any changes in U.S. pharmaceutical 

purchasing programs. There has also been discussion about a provision 

in this agreement related to drug reimportation. As a strong supporter 

of passing drug reimportation legislation, I would not want to endorse 

any curtailment of future drug reimportation opportunities. In this 

case, however, Australian law prohibits the export of any drugs 

purchased through its government-subsidized program, the majority of 

all drugs sold in Australia. As a central part of the Australian 

Government's drug program, there is no reason to think that this 

prohibition would change. But I also warn USTR that it would be 

unacceptable to include language similar to article 17.9.4 in future 

trade agreements where reimportation might be an option in the event of 

a change in U.S. law. I am sure that the intense discussions around 

these provisions over the last few days have made this point quite 

clearly. (p. 71)

Mr. KYL. Mr. President, I am pleased to join many of my colleagues in 

supporting this landmark United States-Australia Free Trade Agreement, 

FTA. I say ``landmark'' because it is both historic in that it 

underscores the invaluable relationship between the United States and 

Australia--a relationship that is built on friendship, loyalty, and 

mutual support for economic and political freedoms--but also because it 

breaks new ground for an FTA.

  For the first time, a free trade agreement negotiated by the United 

States has addressed the worldwide problem of prescription drug price 

controls. The United States is virtually the only developed nation that 

does not regulate pharmaceutical prices. American consumers, who 

finance the bulk of research and development for the entire world, 

should be very pleased that the U.S. Government has begun broaching the 

subject with other developed countries. Because some of my colleagues 

have raised concerns about the pharmaceutical section, I want to 

briefly review what the FTA does, and what it does not do, in the area 

of pharmaceuticals.

  First, it is important to note that Americans will only benefit from 

the drug provisions and, in truth, so will Australians. The FTA makes 

suitable progress on addressing Australia's drug price controls; the 

U.S. did not have to make any concessions in exchange. I say suitable 

progress because, while the agreement makes important progress, 

Australia does not embrace a free market for drug pricing with the 

accord.

  I joined a number of my colleagues on a Congressional delegation trip 

to Australia at the beginning of the year. During our meetings with 

Australian government officials we had the opportunity to debate the 

Australian drug pricing system. I believe the agreement we will approve 

today was possible, in part, because of those discussions.

  In the FTA, the U.S. and Australia state that they ``recognize'' the 

importance of innovative pharmaceuticals in delivering high-quality 

health care. Incorporated in this, both countries agree to set 

pharmaceutical prices based on the ``objectively demonstrated 

therapeutic significance of the pharmaceutical.'' In practice, the U.S. 

Government is already in compliance with this provision because our 

Government does not ``mandate'' prices; certain Government agencies may 

negotiate prices with drug companies, but by and large, we allow the 

free market, including negotiations between drug companies, and 

insurance companies, to determine prices. While Australia could not 

take the next step and price drugs accordingly or adopt market-pricing, 

this is still an important first step. If the U.S. can convince our 

friends and trading partners to agree that innovative pharmaceuticals 

benefit everyone and that R&D is both costly and necessary to our 

health, then we can begin arguing for better burden sharing of R&D 

costs.

  I want to talk for a moment about price controls and the effect they 

have on research and development. Some of my colleagues argue that the 

U.S. should adopt prescription drug price controls indirectly by 

importing price-controlled drugs from other countries as a means of 

reducing drug costs for American consumers. I believe this would be a 

terrible mistake for a number of reasons, one of which is the effect it 

would have on R&D. To date, the
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U.S. has seen private pharmaceutical research move to the U.S. from 

Europe specifically because of price controls. Companies are able to 

recoup their R&D costs in the U.S. market and are consequently more 

likely to develop their new, breakthrough pharmaceuticals in the U.S. 

Americans like having the R&D performed in our country--we like the 

quality jobs it brings and we like having first access to new 

products--but we do not like the fact that Americans pay for almost all 

of the R&D for the world. Americans know this is simply not fair. If 

the U.S. adopts price controls, we will see the development of new, 

innovative pharmaceuticals drop off because there will be no one left 

to fund R&D. Rather, we must begin persuading other developed, market 

economies to begin shouldering their share of the burden. That is why 

the fact that the agreement recognizes the importance of R&D is so 

critical.

  The FTA also commits Australia to make both transparency and 

timeliness improvements to their Pharmaceutical Benefits Scheme, PBS, 

that are intended to make the listing process for new pharmaceuticals 

more open and fair. The PBS is the system by which the Australian 

government sets price controls and provides subsidies for nearly all 

drugs sold in Australia. To improve transparency, Australia agrees to 

establish an independent review board to hear appeals of PBS listing 

decisions. This will enhance transparency and accountability in the 

operation of the PBS. Companies will gain a better idea of how and why 

decisions were made regarding their drug submissions. Prior to this 

agreement, U.S. drug companies would submit information on a new drug 

for listing by the PBS, the PBS would set the price, and the company 

would be left with a ``take it or leave it'' situation.

  Some of my colleagues have asked whether the U.S. will have to 

establish a similar independent review board, but the general counsel 

of the USTR clarified for the Senate Finance Committee, during the July 

14, 2004 consideration of the FTA, that because our processes are 

already open and transparent, no independent review board is required 

for any U.S. Government purchases of pharmaceuticals, by the Veterans' 

Administration, for example).

  Finally, the FTA establishes a ``medicines working group'' that will 

provide a forum for continued dialogue between the United States and 

Australia on pharmaceutical issues. During our meetings in Australia we 

suggested such a working group as a way to guarantee that, if our 

pricing concerns could not be resolved in the FTA, we could continue to 

discuss the issue. The subject matters that the group might consider 

are not limited by the agreement, and therefore can be expected to 

include the importance of market-based pricing.

  Now, to address the concerns of my colleagues. First, the FTA does 

not ban the importation of price-controlled drugs. As my colleagues 

know, it is already illegal for individuals to import prescription 

drugs into the United States. Now, Congress may vote to amend U.S. law 

to allow individuals to import prescription drugs from foreign 

countries. I would strongly oppose this, but we may do it. This 

agreement would in no way prohibit Congress from changing U.S. law to 

allow drug importation. The new U.S. law would supercede the agreement 

and would take effect despite any inconsistencies with the agreement. 

Also as some of my colleagues know, Australian law prohibits the export 

from Australia of drugs that are subsidized by the Australian 

government. This only makes sense, from the perspective of Australian 

taxpayers. Australian law does allow nonsubsidized drugs to be 

exported; but in reality, most of the drugs marketed and sold in 

Australia are under the subsidized system. As a consequence, Australia 

is not likely to be a significant exporter of low-priced drugs to U.S. 

consumers, should Congress allow drug importation, regardless of what 

this FTA says.

  Another charge raised by some of my colleagues is that the patent 

protections in the FTA will in some way prohibit drug importation. The 

patent protections included in the FTA merely state that both nations 

agree to protect the patent owners' rights to determine how, by 

contract or other means, their patent is used by a licensed third 

party. It is not specific to pharmaceuticals, nor is it unique to this 

FTA; other U.S. trade agreements include similar language that merely 

reiterates and is consistent with existing U.S. patent laws. That is, 

under U.S. law patent holders already have the right through contracts 

and by other means to limit the use of their products. If an 

unscrupulous person wanted to steal a U.S. company's drug patent, 

illegally make the drug, and sell it into the United States, it would 

be a violation of U.S. law, regardless of whether the U.S. entered into 

this FTA or not.

  I urge all of my colleagues to review the facts if they have concerns 

with the drug provisions of this FTA because this agreement will not 

increase drug prices in the U.S., it will not increase drug prices in 

Australia, and it will not prevent the U.S. from changing our laws in 

any way. It will, however, begin an important dialogue with our 

Australian friends about the importance of R&D and of paying for R&D; 

this is an important first step. I urge all of my colleagues to support 

the agreement.  (p. 71-74)

Mrs. LINCOLN. Mr. President, throughout my public service, I have 

been a supporter of free but fair trade.  (p.75)

…  Finally, I would be remiss if I didn't briefly touch on the 

pharmaceutical provisions in this trade agreement and my concern for 

the precedent that they may set.

  While I am told, and I trust, that this will have no implication on 

the reimportation legislation that I and many of my colleagues support; 

while I am told, and I trust, that this will have no implication on how 

our Medicare and Medicaid programs operate; while I am told, and I 

trust, that this agreement will have no implication on the way the 

Department of Veteran's Affairs purchases their prescription drugs, I 

must restate that I am concerned.

  Nonetheless, I want to reiterate that I am fully committed to 

pursuing Federal policies that will make prescription medications in 

the United States sale and affordable through legislation and future 

trade agreements.

  We have a crisis here in America when it comes to the price of 

prescription drugs and I'm looking for solutions. Furthermore, I'm 

putting the Administration on notice that efforts to block access to 

cheaper drugs for my constituents will be met with resistance by this 

Senator until we make some real progress of our own here in this 

country. (p.78)

Mr. NELSON of Florida.  While I am a supporting the Australia trade agreement, I would like to take this opportunity to express my concern over other provisions included in it that could hamper congressional efforts to allow the importation of cheaper drugs from other nations.

  I am a strong supporter of importation simply because I can no longer 

defend the exorbitant drug prices paid for by our Nation's citizens. 

The language in the agreement does not expressly prohibit the 

importation of drugs from other nations. However, because it is based 

on current law, any changes allowing importation would be in conflict 

with the terms of the agreement.

  I am confident that the overall benefits of this agreement warrant my 

support and that should similar provisions dealing with importation be 

attempted in future trade agreements, enough opposition would rise to 

ensure that Americans do not continue to subsidize the cost of drugs 

for the rest of the world. (p.79-80)

Mr. KENNEDY.… A more serious problem in this agreement however, is its treatment of prescription drugs. These provisions are a blatant attempt by the administration to bypass Congress and set an irresponsible precedent 

for blocking the reimportation of prescription drugs. They build on 

similar provisions in the Singapore trade agreement. They are a 

statement of the priorities of the Bush administration that put profits 

of drug companies first and affordable drugs for patients last.

  The current rules on importation or reimportation of FDA-approved 

drugs manufactured in FDA-approved plants are indefensible. They 

prohibit anyone except a drug manufacturer from importing drugs into 

the United States. They create a shameful double standard under which 

Canadians, Europeans and other foreign patients can buy American drugs 

at affordable prices, while American drug companies charge exorbitant 

prices to American patients.

  The central issue is fairness for millions of Americans struggling to 

afford the soaring cost of prescription drugs. Americans understand 

fairness. They know it's wrong that for the same prescription drugs, 

U.S. patients pay 60 percent more than the British or the Swiss, two-

thirds more than Canadians, 75 percent more than Germans, and twice as 

much as Italians.

  Prescription drugs often mean the difference between health and 

sickness--or even life and death--for millions of Americans. Drug 

companies are consistently the most profitable industry in the Nation, 

yet they overcharge countless families. It's wrong for patients to go 

without the drugs they need because the Bush administration won't stand 

up for patients against the price-gouging of the pharmaceutical 

industry.

  Senator Snowe, Senator Dorgan, Senator McCain, Senator Daschle, and I 

and other colleagues have proposed legislation to give American 

patients a fair deal at long last. Our proposal will legalize imports 

of safe U.S.-approved drugs manufactured in U.S.-approved plants. U.S. 

consumers will be able to buy FDA-approved drugs at the same fair 

prices as they are sold abroad.

  The drug industry and the Bush administration argue that imported 

drugs jeopardize the health of American consumers because of the 

possibility of counterfeiting or adulteration. Under our proposal, that 

argument can't pass the laugh test.

  Our proposal sets up iron-clad safety procedures to guarantee that 

every drug imported legally into the United States is the same FDA-

approved drug originally manufactured in an FDA-approved plant--whether 

the drug is manufactured abroad and shipped to the United States, or 

whether it is manufactured in the United States, shipped abroad and 

then imported back into the United States.

  Compare our rigorous requirements with what happens today. Fraudulent 

dealers throughout the world can establish Web sites or advertise low-

cost drugs in other ways and claim to be Canadian pharmacies. 

Individuals have no way of knowing whether they are purchasing safe or 

unsafe drugs or whether the seller is legitimate or not. All such sales 

are illegal. The only rule is let the buyer beware.

  The FDA has eloquently testified about the Wild West situation that 

American consumers face every day under the current rules. As long as 

it is illegal to buy safe drugs at low prices, the trade in unsafe 

drugs will flourish. As long as we bury our heads in the sand and fail 

to guarantee the availability of safe and legal imported drugs, 

millions of American patients will continue to risk their health on 

potentially unsafe, unapproved, and counterfeit drugs. Our bipartisan 

proposal gives patients access to drugs at prices they can afford, and 

it protects them against the danger of the essentially uncontrolled and 

uncontrollable counterfeit drugs they face today.

  It is because of the rigorous safeguards in our bill that Dr. David 

Kessler, who served under both Republican and Democratic Presidents as 

Commissioner of the FDA, has stated that our proposal ``provides a 

sound framework for assuring that imported drugs are safe and 

effective.''

  Dr. Philip Lee, one of the Nation's leading authorities on 

prescription drugs, a physician who served as the Assistant Secretary 

of Health under two Presidents, and a former Chancellor of the 

University of California at San Francisco, has emphasized that our 

proposal ``will reduce rather than increase the likelihood of 

counterfeit drugs entering the U.S. supply chain from abroad and that 

drugs imported under the program will meet FDA standards for safety and 

effectiveness.''

  On imported drugs, safety is the first responsibility--and it is a 

responsibility that our bipartisan proposal fulfills. But legalizing 

safe drug imports is
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only half the battle to bring fair prices to consumers. Legalization is 

meaningless unless it is backed by strong measures to prevent drug 

manufacturers from manipulating the market to subvert the law.

  Already, American drug companies are retaliating against imports from 

Canada by limiting the amount of drugs they sell to Canada and denying 

drugs to pharmacies that re-sell them to American patients. A few weeks 

ago, a group of senior citizens was forced to cancel a bus trip to 

Canada because the Canadian pharmacies they relied on for affordable 

drugs were effectively shut down by U.S. drug companies.

  Our proposal includes strict rules to close the loopholes that drug 

companies use to evade the law. Violations will be considered unfair 

trade practices, and violators will be subject to treble damages. Any 

proposal that does not include comparable protections is a fig leaf, 

not a solution.

  The provisions of the Australian Free Trade Agreement, however, opens 

a gaping hole in these protections. One way that a drug company can 

circumvent an importation law is by claiming that an American importer 

who purchases a drug from a European wholesaler has violated the patent 

held by the drug company.

  It has long been a settled feature of patent law that the first sale 

of a product in the domestic market exhausts the patent. If you buy a 

car and then resell it to a friend, the car manufacturer can't sue you 

for violating its patent. A recent court decision, however, stated that 

the rule of exhaustion through first sale does not apply to 

international sales. Therefore, a drug company can make a condition of 

its contract that a foreign buyer won't resell a drug to a United 

States importer. If the foreign buyer does so, the importer could be 

sued for a violation of the patent.

  Broad application of this rule to drug company sales would nullify 

any reimportation bill that Congress passes. That is why our 

legislation specifically states that reimportation of a prescription 

drug is not a patent infringement. The Australia Trade Agreement, 

however, states that it is an obligation of the United States to 

``provide that the exclusive right of the patent owner to prevent 

importation of a patented product . . . without the consent of the 

patent owner shall not be limited by the sale or distribution of the 

product outside its territory.'' This obligation does not apply just to 

drugs imported from Australia, but to drugs imported from anywhere in 

the world. If this obligation could be enforced, it would nullify any 

drug importation bill passed by Congress, and guarantee that drug 

makers could continue gouging American consumers, no matter what the 

Congress does.

  This prohibition was not added to the agreement because the 

Australians wanted it. Their domestic drug industry is small, and their 

own laws generally do not allow reimportation to the United States. The 

prohibition was added because the U.S. Trade Representative insisted on 

it.

  It's there because the pharmaceutical industry wanted it as a model 

for future agreements. It's there because the Bush administration puts 

the interests of drug companies higher than the interests of American 

patients.

  Fortunately, this provision has limited practical significance. The 

only party with standing to enforce the agreement is the Australian 

Government, and it is unlikely to bring any enforcement action. But it 

puts our country in the awkward position of endorsing a principle 

against the best interests of our people, and it is an ominous 

indication of what the Bush administration will try to do in future 

agreements.

  I intend to vote for this agreement, because of the advantages it 

offers to American business and consumers. The attempts to bar drug 

reimportation included in the agreement are not enforceable in any 

meaningful way. But we must be vigilant against attempts to include any 

such provision in future trade agreements.

  Year in and year out, drug industry profits are the highest of any 

industry in the United States. Yet year in and year out, patients are 

denied life-saving drugs because those astronomical profits are 

possible only with astronomical prices--prices that drug companies 

can't charge anywhere else in the world, because no other country in 

the world would let them.

  A broad coalition of groups representing senior citizens and 

consumers have endorsed our bipartisan proposal. It's time to end the 

shameful price gouging. It's time for basic fairness in drug prices. 

It's time for this Congress to pass a genuine drug import bill. It's 

time for the U.S. Trade Representative to start standing up for the 

interests of the American people, not just the interests of the 

pharmaceutical industry. (p.80-83)
Mr. BINGAMAN. …Small provisions in trade agreements have had 

substantial unanticipated consequences over time. Trade agreements must 

look at the overall implications of trade on countries, not just trade 

flows.

  As an example, the United States-Australia Free Trade Agreement 

contains language that could have a potentially negative impact on the 

U.S. health care industry. Although the Finance Committee leadership 

received assurances from the Bush administration that this language is 

consistent with our normal obligations under the Government Procurement 

Agreement, I believe the language is ambiguous at best.

  To this end, at yesterday's Finance Committee executive session I 

requested a letter from the Department of Health and Human Services 

stating specifically that this program would not negatively impact our 

current efforts to obtain lower cost prescription drugs for Americans. 

I received the letter this morning, and I will include it for the 

Record.. I have received assurances from the Secretary that the 

provisions under Annex 2-C of the agreement related to pharmaceuticals 

do not require changes in any U.S. Government health care programs.

  However, I requested assurances from the Secretary that Chapter 15.11 

related to Domestic Review of Supplier Challenges do not require 

changes in any U.S. Government health care programs, nor does the 

Secretary intend to use the agreement--Annex 2-C or Chapter 15--to 

change any U.S. Government health care programs. I did not receive this 

assurance, but I want to make it clear that I have an expectation to do 

so. If the administration does not intend to use this free trade 

agreement, there is no real reason that they shouldn't state so 

explicitly. I request again at this time that they do so, and I believe 

that request is compatible with the statements made by my colleagues on 

the floor this afternoon. (p.84)

…I ask unanimous consent to print the letter to which I referred in 

the Record.

  There being no objection, the material was ordered to be printed in 

the Record, as follows:

                                       The Secretary of Health and

                                               Human Services,

                                    Washington, DC, July 15, 2004.

     Hon. Charles Grassley,

     Chairman, Finance Committee,

     U.S. Senate, Washington, DC.

       Dear Chairman Grassley: Thank you for your interest in 

     federal and state health care programs, and particularly for 

     your leadership in expanding access to affordable 

     prescription drugs for seniors under the Medicare 

     Modernization Act.

       I understand that in yesterday's markup on the Australia 

     free trade agreement Senator Bingaman asked whether the 

     commitments in this agreement would affect US government 

     health care programs. It is our belief that the provisions of 

     Annex 2-C do not require any change in how US government 

     health care programs are operated--either the Annex does not 

     apply to them by its terms or the programs are operated 

     consistently with the Annex's provisions.

       I am providing a copy of this response to Senator Bingaman 

     as well. Thank you again for your efforts.

           Sincerely,

                                                Tommy G. Thompson.










(p.85)

Mr. DODD.…Despite my overall support for this agreement, I feel that it is 

important to mention one item of concern. As my colleagues are aware, 

the United States-Australia FTA includes language that would allow 

prescription drug manufacturers to prevent the reimportation of their 

products.

  We do not currently import drugs from Australia, and that is unlikely 

to change given that Australian law prohibits the exportation of 

prescription drugs. So as a practical matter, this provision of the FTA 

will not affect drug prices in this country. But I want to make it 

perfectly clear that this should not set a precedent, nor prevent us 

from adopting a law that would allow drug reimportation in the future. 

   While I will live with this provision in the context of a bilateral 

agreement with Australia, I do not believe that it should have broader 

global implications. (p.86-87)

Mr. JOHNSON.  … Another disturbing component to the FTA with Australia is the 

prescription drug language. United States citizens continue to pay the 

highest prices in the world for prescription drugs. A study by Families 

USA found that for the 50 drugs most frequently used by seniors that 

year, prices rose 3.4 times the rate of inflation in 2002. Such 

statistics are staggering, and meaningful solutions are needed now.

  That is why I am a cosponsor of S. 2328, the Pharmaceutical Market 

Access and Fair Trade Act, legislation that will provide American 

consumers access to affordable, life-saving medications through 

prescription drug reimportation.

  This legislation would provide South Dakotans with access to 

reimported drugs through personal importation of up to a 90-day supply 

of a drug from Canada, and eventually, once the Food and Drug 

Administration puts safety protocols in place, individuals would be 

able to purchase drugs directly from Canadian and U.S. wholesalers and 

pharmacies would be able to import drugs from facilities in several 

countries that are registered, fully inspected and approved by FDA.

  Unfortunately, the trade agreement before us today threatens to 

dismantle the efforts we are now taking to provide more affordable 

drugs in our country. The agreement includes provisions which require 

that the two governments ensure that brand-name drug companies have the 

right to prevent the importation of their products.

  While supporters of the trade agreement claim that we should not be 

concerned about this provision because Australian law already bans the 

export of subsidized prescription drugs, this sets a dangerous 

precedent for future trade agreements, which we cannot ignore.

  This seems to be yet another attempt by the Bush administration to 

prevent reimportation. Two-thirds of Americans support reimportation as 

an effective strategy to reduce the cost of prescription drugs. The 

President is clearly sending a signal that he cares more about the 

pharmaceutical industry's profits, than access to life-saving medicines 

for U.S. citizens.  (p.88)

Ms. MIKULSKI.…  However, I do have concerns about the United States-Australia Free Trade Agreement. I am concerned about what this agreement might mean 

for America's families trying to buy prescription drugs. Instead of 

making America's families a priority, this agreement protects drug 

companies and prioritizes the rights of prescription drug patent 

holders.

  We cannot use this as an excuse for Congress not to pass prescription 

drug reimportation legislation. We need a regulated framework for drug 

reimportation so drug reimportation can take place out in the sunshine, 

rather than underground. Congress must act this year to control the 

spiraling cost of prescription drugs for our families. (p.89)

Mr. BAUCUS.  … In addition, the patent provisions in this agreement raise troubling implications. Many of us in Congress--on both sides of the aisle--have been working to legalize the safe importation of lower-cost 

prescription drugs from Canada and other industrialized countries.

  It is no secret that the administration has opposed our efforts. And 

what I see in this agreement relating to patents may be of concern in 

how it affects drug importation.

  Simply put, the administration should not use trade agreements as a 

back-door way to impede the safe importation of FDA-approved drugs at 

lower prices. The administration needs to make clear that this 

agreement does not do just that.

  I am also concerned about other provisions in this agreement relating 

to pharmaceuticals and how they may impact other program, such as 

Medicaid, and whether the agreement may impede our ability to alter or 

improve the deeply flawed Medicare drug benefit enacted last year.  (p. 91)

  The result was announced--yeas 80, nays 16, as follows:

                      [Rollcall Vote No. 156 Leg.]

                                YEAS--80

     Alexander

     Allard

     Allen

     Bayh

     Bennett

     Biden

     Bingaman

     Bond

     Boxer

     Breaux

     Brownback

     Bunning

     Burns

     Campbell

     Cantwell

     Carper

     Chafee

     Chambliss

     Clinton

     Cochran

     Coleman

     Collins

     Cornyn

     Corzine

     Craig

     Crapo

     DeWine

     Dodd

     Dole

     Durbin

     Ensign

     Enzi

     Feinstein

     Fitzgerald

     Frist

     Graham (FL)

     Graham (SC)

     Grassley

     Gregg

     Hagel

     Harkin

     Hatch

     Hollings

     Hutchison

     Inhofe

     Jeffords

     Kennedy

     Kyl

     Landrieu

     Lautenberg

     Levin

     Lieberman

     Lincoln

     Lott

     Lugar

     McCain

     McConnell

     Mikulski

     Miller

     Murkowski

     Murray

     Nelson (FL)

     Nelson (NE)

     Nickles

     Pryor

     Reed

     Roberts

     Santorum

     Sarbanes
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     Sessions

     Shelby

     Smith

     Specter

     Stabenow

     Stevens

     Sununu

     Talent

     Thomas

     Warner

     Wyden

                                NAYS--16

     Akaka

     Byrd

     Conrad

     Daschle

     Dayton

     Dorgan

     Feingold

     Inouye

     Johnson

     Kohl

     Leahy

     Reid

     Rockefeller

     Schumer

     Snowe

     Voinovich

                             NOT VOTING--4

     Baucus

     Domenici

     Edwards

     Kerry
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