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INTERNATIONAL PRESCRIPTION DRUG PAR-
ITY: ARE AMERICANS BEING PROTECTED
OR GOUGED?

THURSDAY, APRIL 3, 2003

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON HUMAN RIGHTS AND WELLNESS,
COMMITTEE ON GOVERNMENT REFORM,
Washington, DC.

The subcommittee met, pursuant to notice, at 2:03 p.m., in room
2157, Rayburn House Office Building, Hon. Dan Burton (chairman
of the subcommittee) presiding.

Present: Representatives Burton, Gutknecht, Sanders, Tierney,
Duncan, Watson, Cannon, Shays, and Cummings.

Staff present: Beth Clay and John Rowe, professional staff mem-
bers; Mark Walker, staff director; Nick Mution, press secretary;
Mindi Walker, clerk and legislative aide; Tony Haywood, minority
counsel; and Jean Gosa, minority assistant clerk.

Mr. BURTON. Good afternoon. A quorum being present, the Sub-
committee on Human Rights and Wellness will come to order.

I ask unanimous consent that all Members’ and witnesses’ writ-
ten and opening statements be included in the record. Without ob-
jection, so ordered.

I ask unanimous consent that all articles, exhibits, and extra-
neous or tabular material referred to be included in the record.
Without objection, so ordered.

Congressman Gil Gutknecht has been a leader in the House on
drug reimportation issues and has agreed to join us today.

I appreciate your being here, Gil, so much.

Mr. GUTKNECHT. Mr. Chairman, I appreciate your having this
hearing.

Mr. BURTON. Thank you. And I ask unanimous consent that Con-
gressman Gutknecht be permitted to serve as a member of the sub-
committee today. Without objection, so ordered.

We will have also Congressman Joseph Crowley, we believe, and
Congressman John Duncan, who is from the full committee, here
I guess some time before too long. Congressman Crowley we’'d like
to be able to serve, as well. Congressman Duncan is a member of
the full committee but not our subcommittee, and we want to allow
him the courtesy of being here.

Given that this is the first hearing of the subcommittee, all my
colleagues aren’t here, but I will mention them. We’re going to have
Chris Cannon of Utah, Congressman Chris Shays of Connecticut,
and Congresswoman Ileana Ros-Lehtinen of Florida on our sub-
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committee, and on the Democrat’s side of the aisle we’ll have Diane
Watson as the ranking minority member and Congressman Bernie
Sanders of Vermont and Congressman Elijjah Cummings of Mary-
land, who will also be serving. During my tenure as chairman of
the full committee, each of these Members was very active and in-
volved in our health oversight hearings, and I am very pleased that
they are going to be joining me on this subcommittee.

It is often the case that Congress acts as a fulcrum seeking to
find the appropriate balance between opposing parties on key pol-
icy discussions. The subject of today’s hearing is no different. On
one side of the debate is the importance of preserving the free en-
terprise system. The pharmaceutical industry tells us that it now
takes between $500 and $800 million to bring a drug to market.

We are also being joined by Mr. Tierney.

This estimate is a bit misleading, though. While the actual costs
of research and development on bringing a single drug to market
can be high, the actual dollar figure is much less. Only 10 to 30
percent of the products in development actually make it to the
marketplace, so companies add the cost of failed products into the
R&D of drugs that ultimately are approved; thus, the American
consumer, by and large, shoulders the cost associated with drug re-
search and development.

On the other hand, Congress must consider the needs of Amer-
ican consumers to have access to safe and affordable prescription
drugs. As many as 108 million Americans have one or more chronic
health conditions such as diabetes, high blood pressure, asthma,
and heart disease, and many require prescription drugs to manage
these conditions. Of Americans age 50 to 64, 75 percent are on at
least one resource drug, and 14 percent of women age 65 are on
five prescription drugs in any given week.

As we all know, the price of prescription drugs is higher in the
United States than in any other country in the world. As one mech-
anism to address this issue, in the year 2000 Congress overwhelm-
ingly passed and the President signed into law the Meds Act to
allow U.S. consumers, pharmacists, and wholesalers to purchase
FDA-approved prescription drugs on the international market.
However, the FDA has never implemented this law.

Today’s hearing is focusing only on consumers’ access to prescrip-
tion drugs purchased from Canadian pharmacies. One of the wit-
nesses we will be hearing from today is Mr. William Hubbard, Sen-
ior Associate Commissioner of the FDA. Mr. Hubbard was quoted
in the media 2 weeks ago as saying that anyone facilitating Ameri-
cans importing prescription drugs from Canada faced potential civil
and criminal liability. He went on to say insurance companies and
health plans that pay for prescription drugs purchased outside the
United States may be violating the law.

Now, you know, that sounds pretty strong, but, you know, I want
to take a couple of words that he said. He said they faced poten-
tial—potential. Nevertheless, the civil and criminal liability scared
people. And then he went on to say, “those who aid and abet a
criminal violation of the act or conspire to violate the act can be
found criminally liable.” And he also said that those who aid and
abet may be violating the law. He said, “Insurance companies and
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health plans that pay for prescription drugs purchased outside the
United States may be violating the law.”

Well, the law was pretty clear. It was passed by Congress and
signed by the President, but the President had some concerns
about making sure that the FDA was watching what was coming
in. And that’s what we want to ask about today—whether or not
the FDA is working with the Canadian Government to make sure
that the drugs coming into this country are safe.

It is my understanding that the drug companies in Canada are
policed very, very stringently, and so in some cases their dealing
with the pharmaceutical industry up there is even tighter than
what the FDA here in the United States does.

He went on to state that, “We, the FDA, believe that virtually
all drugs imported to the United States from Canada by or for indi-
vidual U.S. consumers violate the U.S. law.” We're going to ask
about that today because the law is pretty clear. What the FDA
has not done is they have not worked with Canada, and so they
are saying that their interpretation is that, because the FDA hasn’t
worked with Canada and checked these drugs out one at a time or
checked with their counterpart in Canada, that the consumers are
violating the law.

I, for one, am very puzzled about this. How can the FDA officials
feel that Americans are violating U.S. law when 3 years ago this
law was signed by the President? And this bill clarified that it was
legal for Americans to purchase prescription drugs internationally.
But we’re only talking about Canada today, and we’re talking
about Canada because they are our neighbor and because a lot of
seniors, well over a million Americans—and most of them are sen-
iors, I believe—are buying their pharmaceuticals from Canada.

We're a country with three branches of government—judicial, ex-
ecutive, and legislative. It is not the FDA’s job to make law. It is
not the FDA’s job to make law. It is Congress’ job to pass laws and
the executive branch to sign them and they’re to enforce them, and
it is their responsibility to implement the laws that Congress
passes, and that includes the Meds Act, which was signed 3 years
ago. So far the FDA has shirked its responsibility in this area, and
this needs to change. The FDA claims they cannot implement this
law because they cannot assure the safety of the products being
shipped into the United States.

I understand that the gentleman from the FDA brought a bunch
of drugs in from countries around the world where they were coun-
terfeits, but they weren’t from Canada. We were talking about Ca-
nadian drugs. It is very well policed up there by their drug agen-
cies.

I believe that the FDA needs to do some innovative, out-of-the-
pillbox thinking. Health Canada’s regulatory model offers safe-
guards to ensure the safety of products for Canadians. Last week,
Mr. Hubbard told me that he was not aware of a single incident
that an American had been harmed by a product purchased in
Canada. They did mention one in Oregon—one in Oregon. We have
found that aspirins and other drugs sold over the counter in this
country cause more problems than one in Oregon caused by a Ca-
nadian pharmaceutical.
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Obviously, if the FDA wanted to find a solution to implementing
the law they could, and I am pleased today that we are going to
be hearing from a number of people. Congressman Roger Zion was
going to be with us, but unfortunately I guess he has a health
problem and he’s not here today. We’'ll also hear from Mr. Robert
Hayes of the Medicare Rights Center in New York; Dr. Elizabeth
Wennar from the Coalition for Access to Affordable Prescription
Drugs; and Dr. Andy Troszok, the vice president of standards for
the Canadian International Pharmacists Association. They’ll be giv-
ing us information on their perspective, and he will be giving infor-
mation from the Canadian perspective.

Earlier this year GlaxoSmithKline sent letters to Canadian phar-
macies threatening to suspend shipments to them if they continued
to sell drugs to American consumers. Now, the reason they did that
was because they don’t make as much money in Canada. They still
make a profit, but they don’t make as much money in Canada as
they do here in the United States. In fact, I don’t think they make
as much money selling drugs any place in the world as they do
here in the United States. So what they were doing is they were
fighting this on the issue of profit and loss.

It’s interesting to me that the FDA at almost the same time was
saying that they had concerns about drugs coming in from Canada.
You might wonder why the FDA would be bringing the subject at
the same time that GlaxoSmithKline was trying to stop selling
drugs to pharmaceutical companies in Canada because they don’t
make as much profit. GlaxoSmithKline seems to be using strong-
arm tactics.

Now, this is kind of interesting because GlaxoSmithKline, during
very tough economic times last year, had a 15 percent growth rate,
and I believe Congressman Sanders said they made $10 billion. Is
that what you said, they had $10 billion in sales?

Mr. SANDERS. Just $9 billion, Mr. Chairman.

Mr. BURTON. Just $9 billion. And their CEO is making $20 mil-
lion a year.

Just last week a member of their firm told me that even with
Canada’s price controls GlaxoSmithKline makes a profit, just not
as much as they make in the United States. So I have cosponsored
legislation with Congressman Sanders and 54 other legislators—
and we believe we’ll have a lot more—that will institute monetary
fines on pharmaceutical companies that reduce access of Americans
to lower-cost drugs via the Internet from Canadian pharmacies.
And I hope the FDA will try to work with the Canadian Govern-
ment to make sure that they are in concert with us as far as im-
porting drugs to the United States.

I invited Mr. J.P. Garnier, the chief executive officer of
GlaxoSmithKline to testify at the hearing today; however, he de-
clined to participate or even to submit testimony. Had I still been
chairman, I would have subpoenaed him, but the Chair of the com-
mittee chose not to subpoena him, so we’ll have to make do with
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an empty chair when we start questioning GlaxoSmithKline. His
unwillingness to participate at the subcommittee today I think
speaks volumes.

I want to thank you all for coming. I look forward to hearing
from our witnesses.

[The prepared statement of Hon. Dan Burton follows:]
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Given that this is the first hearing of the Subcommittee, | want
to take a moment to welcome all of my colleagues. | am pleased to
be joined on the Subcommittee by Congressman Chris Cannon of
Utah, Congressman Christopher Shays of Connecticut, and
Congresswoman lleana Ros-Lehtinen of Florida.

I am also pleased to have my distinguished colleague from
California, Congresswoman Diane Watson as the Ranking Minority
Member, as well as Congressman Bernard Sanders of Vermont, and
Congressman Elijah Cummings of Maryland serving as members
from the other side of the aisle.

During my tenure as Chairman of the Full Committee each of
these members was actively involved in our health oversight
hearings. 1 am pleased that they are joining me on the
Subcommittee. The diverse membership of this Subcommittee
covers the entire spectrum of political philosophy. However, we all
share a common desire to improve the policies and programs that
affect the health and well-being of all Americans.

It is often the case that Congress acts as a fulcrum seeking to
find the appropriate balance between opposing parties on key policy
discussions. The subject of today’s hearing is no different.

On one side of the debate is the importance of preserving the
free enterprise system, The pharmaceutical industry tells us that it
now takes between $500 and $800 million dollars to bring a drug to
market.
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This estimate is a bit misleading though. While the actual
costs of research and development on bringing a single drug to
market can be high, the actual dollar figure may be much less. Only
10 to 30 percent of the products in development actually make it to
the marketplace. Thus, companies add the costs of these failed
products into the R&D of drugs that ultimately are approved. Thus,
the American consumer, buy and large, shoulders the costs
associated with drug research and development.

On the other hand, Congress must consider the needs of
American consumers to have access to safe and affordable
prescription drugs. As many as 108 million Americans have one or
more chronic health conditions such as diabetes, high blood
pressure, asthma, and heart disease. Many require prescription
drugs to manage these conditions.

Seventy-five percent of Americans age 50 to 64 are on at least
one prescription drug, and fourteen percent of women aged sixty-
five are on five prescription drugs in any given week. As we all
know, the price of prescription drugs is higher in the United States
than in any other country in the world.

As one mechanism to address this issue, in 2000, Congress
overwhelmingly passed and the President signed into law, the MEDS
Act to allow U.S. consumers, pharmacists, and wholesalers to
purchase FDA-approved prescription drugs on the international
market. However, the FDA has never implemented the law.
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Today’s hearing is focusing only on consumers’ access to
prescription drugs purchased from Canadian pharmacies. One of
the witnesses we will be hearing from today is Mr. William Hubbard,
Senior Associate Commissioner of the FDA.

Mr. Hubbard was quoted in the media two weeks ago as saying
that anyone facilitating Americans importing prescription drugs
from Canada faced potential “civil and criminal liability.” He went on
to say, “insurance companies and health plans that pay for
prescription drugs purchased outside the United States may be
violating the law.”

Mr. Hubbard further stated, “Those who aid and abet a criminal
violation of the act, or conspire to violate the act, can be found
criminally liable.”

He went on to state, “We [the FDA] believe that virtually all
drugs imported to the United States from Canada by or for
individual U.S. consumers violate U.S. law.”

1, for one, am puzzled. How can FDA officials feel that
Americans are violating U.S. law when three years ago the President
signed into law a bill that Congress had passed? This bill clarified
that it was legal for American’s to purchase prescription drugs
internationally?

We are a country with three branches of Government - Judicial,
Executive and Legislative. It is not the FDA's job to make laws. It is
their responsibility to implement the laws that Congress passes.
And that includes the MEDs Act. So far, the FDA has shirked its
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responsibility in this area. This needs to change. The FDA claims
they cannot implement this law because they cannot assure the
safety of the products being shipped into the U.S.

I believe that the FDA needs to do some innovative, “out of the
pillbox” thinking. HealthCanada’s regulatory model offers
safeguards to insure the safety of products for Canadians. Last
week, Mr. Hubbard told me that he was not aware of a single
incident that an American had been harmed by a product purchased
in Canada. Obviously if the FDA wanted to find a solution to
implementing the law, they could.

| have just learned that my old friend and fellow Hoosier,
former Congressman Roger Zion is ill and not able to join us. Roger
serves as Chairman of the Sixty Plus Association.

We will also hear from Mr. Robert Hayes of the Medicare Rights
Center in New York.

Dr. Elizabeth Wenner from the Coalition for Access to
Affordable Prescription Drugs, and Dr. Andy Troszok the Vice
President of Standards for the Canadian International Pharmacists,
will be giving us information from the Canadian perspective.

Earlier this year, GlaxoSmithKline sent letters to Canadian
pharmacies threatening to suspend shipments to them if they
continued to sell drugs to American consumers. |find these
strong-arm tactics very disturbing.
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This is a company that during tough economic times had a 15
percent growth last year. just last week, a Glaxo representative told
me that even with Canada’s price controls, GlaxoSmithKline makes a
profit - just not as much as they make in the U.S. marketplace.

| have co-sponsored legislation with Congressman Sanders
and fifty-four other legislators that will institute monetary fines on
pharmaceutical companies that reduce access of Americans to
lower-cost drugs via the internet from Canadian pharmacies.

| invited Dr. J.P. Garnier, the Chief Executive Office of
GlaxoSmithKline to testify at the hearing today. However, he
declined to participate, or, even to submit testimony. He also
declined to voluntarily provide another GlaxoSmithKline
representative. His unwillingness to participate at the
Subcommittee hearing today speaks volumes!

Thank you all for coming. |look forward to hearing from our
witnesses. | now recognize Ranking Minority Member,
Congresswoman Diane Watson, for an opening statement.
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Mr. BURTON. I now recognize the minority member, Congress-
man Diane Watson. Since she is not here, I'll go ahead and recog-
nize Mr. Sanders. Mr. Sanders.

Mr. SANDERS. Mr. Chairman, thank you very much for holding
this important hearing. And the truth is, we owe you a real debt
of gratitude because there are not many Members of Congress who
are prepared to stand up to the most powerful lobby in this coun-
try, and that is the pharmaceutical industry. This is a huge issue,
and I really do thank you for holding this hearing.

The high cost of prescription drugs and what that is doing to the
health and well-being of Americans and senior citizens is some-
thing that I have been involved with for many, many years. In
1999, in order to help Vermont citizens, I led the first effort to take
constituents over the Canadian border to purchase medicine at a
fraction of the price that they were paying in the United States.
And I will never forget as long as I live the women who were with
me who were struggling with breast cancer and who purchased
tomaxaphin, Mr. Chairman, which is a widely prescribed breast
cancer drug, for one-tenth the price, 10 percent, the same, exact
medicine. And these women, many of whom did not have a lot of
money, could not believe that.

Several years ago I introduced reimportation legislation. I know
Mr. Gutknecht and I have worked together on various pieces of leg-
islation in that area which would have allowed Americans to pur-
chase FDA-approved drugs anywhere in the world. While a vari-
ation of this legislation was passed in Congress and, as you indi-
cated, is still in existence, we’ve got to work out some of those loop-
holes that remain in there. And, as you've just indicated, you and
I and others are working on legislation to stop Glaxo and other
companies from limiting their supplies to Canada. We have 54 co-
sponsors on that legislation.

Let me briefly describe what this problem is, what we’re talking
about today, and why this hearing is so important.

More and more Americans are dependent upon prescription
drugs to maintain their health and well-being and to keep them-
selves alive. At the same time, more and more Americans simply
cannot afford the outrageously high prices that the pharmaceutical
industry is charging them. While Americans pay by far the highest
prices in the world for their medicine, the pharmaceutical industry,
which receives huge tax breaks and subsidies from the U.S. Gov-
ernment, continues to be the most profitable industry in this coun-
try and provides huge compensation packages to their CEOs. In
2001, the industry’s profit as a percentage of revenue, Mr. Chair-
man, was 18.5 percent. Not too many businesses that you and I
know make 18.5 percent profit.

I will submit information for the record on the compensation
issue, but I would point out here, for example, that C.A. Hinebold,
dJr., former chairman and CEO of Bristol Meyers Squibb in 2001 re-
ceived total compensation of over $150 million in 1 year. Elderly
people all over this country are suffering and in some cases dying
because they cannot afford the high cost of prescription drugs. One
executive receives $150 million in 1 year from one of the largest
drug companies in this country.
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In addition, in order to protect their profits and make certain
that nothing is passed in Congress which protects the American
people and lowers the cost of prescription drugs, the industry has
spent hundreds of millions of dollars in the last few years on cam-
paign contributions, lobbying, and advertising. If you can believe it,
the industry has over 600 paid lobbyists, including former top lead-
ers of the Democratic and Republican parties, in their payroll in
order to stop Congress from doing anything to lower the cost of pre-
scription drugs and protect the American people.

Mr. Chairman, in recent years Americans have begun to express
their disgust and anger with the pharmaceutical industry and with
the high cost of prescription drugs by utilizing the marketplace.
When they understand that they can purchase the same exact med-
icine in Canada for up to 90 percent less than they are paying at
home, they are beginning to flock into that market. Estimates are,
as you have indicated, that up to 1 million Americans are either
going across the border to buy their medicine or are using the
Internet. In recent years, dozens and dozens of new international
Internet pharmacies have sprung up in Canada to serve that mar-
ket.

And what has been the response of the pharmaceutical industry
to that reality? Have they said, “Well, maybe we should stop rip-
ping off the American people and lower our prices?” The answer is
no. Their response, as you have just indicated, is to say, “Uh-oh,
we had better do something about the fact that more and more peo-
ple are going to Canada, and what we want to do is close that bor-
der, close that opportunity for Americans to buy safe and affordable
prescription drugs in Canada.”

As you indicated, quite appropriately, I don’t think it was a coin-
cidence that on 1 day Glaxo says, “We're going to limit the supplies
to Canada,” and then a few days later guess what happens, the
FDA suddenly says, “Oh, we are really interested in this issue,
really concerned about the safety issue.” The argument that the
drug companies and their allies—including, I'm afraid to say, the
FDA—are giving is that they are concerned about the safety issue
and their desire to protect the health and well-being of the Amer-
ican people.

In my view, this position is absolutely false and without merit.
The truth is that all of the medicine being provided to Americans
by registered pharmacies in Canada is highly regulated and that
the Canadian pharmaceutical drug regulatory system is quite as
strong as what exists here in the United States.

Interestingly—and you made this point, Mr. Chairman—despite
the fact that some 1 million Americans who are now buying medi-
cine in Canada, there is not, to the best of my knowledge, one in-
stance in which adulterated or unsafe medicine has been sold to an
American. But if the FDA is interested in health and safety, then
let me tell you what you may want to take a hard look at.

Today in the United States one out of five Americans are not tak-
ing the medicine that their doctors prescribed because they cannot
afford that medicine. One out of five. That, Mr. Chairman, is a
huge health and safety issue. In fact, I intend to ask the GAO for
a study to give us an estimate of how many Americans are dying
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because they cannot afford the outrageously high cost of prescrip-
tion drugs that are being charged.

I also want to know in that study how many Americans are see-
ing a deterioration in their health and an increase in suffering be-
cause they can’t afford the medicine that they desperately need. My
guess is that the answer will be thousands of Americans are dying,
tens of thousands of Americans are seeing the deterioration in their
health care because they can’t afford the high cost of medicine. And
meanwhile the FDA is running to worry about medicine coming in
from Canada where zero Americans have been negatively impacted.
Now, why is the FDA working with the drug companies to stop
Americans from buying medicine in Canada?

And let me just speak for myself on this issue. I think the an-
swer is obvious. I think that the drug companies are now asking
for payback time. They have contributed huge amounts of money
to the political process to protect their profits, and now they are
calling in those chips, and I think that this is sad and it is out-
rageous.

Mr. Chairman, let me conclude by simply saying that if you and
I think that the situation is bad today, think about what is happen-
ing right now in America. In Vermont, in Massachusetts, in Or-
egon, all over this country, because of huge deficits that State gov-
ernments have, they are cutting back on the subsidized prescrip-
tion drug programs that exist right now.

I will introduce into the record a newsletter from a senior citizen
center in Medford, MA. And what the senior citizen center says is
that in Massachusetts the State program is no longer welcoming
seniors into the program, and if you want to get reasonably priced
prescription drugs go to Canada. And now what the FDA is saying
to those elderly people who are going to be thrown off of their State
programs, “You've got an option. You could die. You get sick. But
you can’t get safe and affordable drugs from Canada.” That is an
outrage.

I thank you very much, Mr. Chairman, for holding this hearing.

Mr. BURTON. Thank you, Mr. Sanders.

Mr. Duncan.

Mr. DuNncaN. Well, thank you very much, Mr. Chairman. I will
be very brief. Let me first say that I appreciate very much you call-
ing this hearing on this issue that is so very, very important to so
many Americans at this time and has grown by leaps and bounds
in importance every day and every year in this country. And I want
to commend you, Mr. Chairman, because you have a consistent
record of calling for hearings and trying to do things about the
problems that are of greatest concern, I think, to average Ameri-
cans throughout the Nation.

Mr. Gutknecht has given me a publication—he gave it to me a
few days ago—that said that the CBO, the Congressional Budget
Office, has estimated that American seniors will spend over $1.8
trillion on prescription drugs over the next 10 years. And I can tell
you that this is a problem that is of concern to more than just sen-
iors. While they buy the highest percentage of the drugs in this
country, still the younger and middle-aged people are having to
spend many, many billions on prescription drugs, and then also
baby boomers see what is happening to their parents who are going
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through medical problems and are thinking about some of these
problems and their retirements and so forth themselves, possibly
for the first time.

I have come here today to try to learn a little bit more about this.
I'm not the expert on this problem that you are, Mr. Chairman,
and Mr. Gutknecht, who has done such great work, and Mr. Sand-
ers, but I will tell you that I have seen in many different industries
the more highly regulated an industry becomes the more it ends up
being controlled by the big giants, because when the rules and reg-
ulations and red tape become so strangling, the small businesses
and medium-sized businesses just don’t have a chance. And I think
that most people at least have the impression in this country that
the FDA and the drug industry is controlled by a few big giants,
very much to the detriment of the consumers in this country.

And I can tell you this is one of the major—this is one of the very
top concerns of my constituents in Tennessee. And I don’t represent
some Appalachian poverty district; I actually represent a district
where the economy is pretty good and average incomes and so forth
that are about the national average or maybe even slightly above.
And I can tell you that something is going to have to be done.

I look forward to working with you, Mr. Chairman, and Mr.
Sanders and Mr. Gutknecht to try to see what we can do to do
something for the American people in regard to these drug prices
that in many cases have become almost outrageous or obscene in
some ways.

I yield back the balance of my time.

Mr. BURTON. Thank you very much, Judge Duncan.

Mr. Tierney.

Mr. TIERNEY. Thank you, Mr. Chairman. Mr. Chairman, thank
you for your graciousness in allowing me to join you today, even
though I am not on this particular subcommittee. I think you know
of my interest, as well as the interest of the other Members here,
all of whom I congratulate, along with yourself, for that prolonged
and constant interest that I think is focusing the light on this issue
that cannot be shut out.

We have to stay persistent on this and we have to move on this.
Mr. Sanders’ comments were right on the money from beginning to
end, and he has been a champion of this, as have you, Mr. Chair-
man.

We have, amongst the Members that are here at this subcommit-
tee meeting today and others in the Congress, a number of bills ad-
dressing the cost issue on prescription drugs. Whether it is preserv-
ing access to safe, affordable Canadian medicines that was recently
filed and many people have signed onto it, or whether it is Tom Al-
len’s H.R. 1400 that talks about having prescription drugs for all
seniors at a price that is no higher than the average drug in Can-
ada, France, United Kingdom, Spain, Italy, or Japan—however we
try to come at this problem, we seem to be getting more and more
people signing on because all of the factors that Mr. Sanders and
you addressed in your opening statements are becoming more and
more evident.

Not too long ago another subcommittee of this Government Re-
form Committee, one on which I do sit, had hearings in Boston.
Chairman Shays, Mr. Lynch, I, and others were at that hearing
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and had members of the Veterans Administration in to testify
about the program that they run, how they purchase prescription
drugs for veterans and the enormous savings that are involved in
doing it the way they do it because they are able to buy for such
a large market and negotiate for the companies. We do that for vet-
erans. We do that for Native Americans. We do it in medicine. And
but for the resistance of the prescription drug companies and their
champions, we could do it for Medicare, and that would solve an
issue for a lot of seniors who are otherwise shut out of affordable
prescription drugs and run into all of the circumstances enumer-
ated in Mr. Sanders’ statement.

I think the most disturbing part of this is the continual drum
beat we hear from the industry and from those who are, in my esti-
mation, much too close to the industry, although they are supposed
to be regulating them and having oversight over them, and that is
this drum beat for market forces.

The fact of the matter is that this is an industry that does not
operate under pure market forces and the public is finally catching
onto this, and I think as we move forward people are going to real-
ize that there has to be a quid pro quo. There are patents that
these companies get and they hold them for a substantial number
of years, which essentially gives them a monopoly. That is not a
pure market force. That is something that the public at large,
through its representatives in government, give to those companies
to encourage them to invest in research, to encourage them to de-
velop prescription drugs, and to make and return a reasonable
profit for their efforts.

In addition to that, by some estimations they receive almost one-
half of their research and development moneys through the Na-
tional Institute of Health and other Government sources, and yet
they want to talk about an open and free market.

Fact of the matter is that this Congress is derelict in its duties
if we don’t start demanding back for those things that the Amer-
ican public has given them—patents, given them research moneys
and cooperation in every other way, providing through taxpayers
money an FDA program that enhances the value of their products
by having a system that establishes what is safe. It is taxpayer
money and it is inuring to the benefit of that company, of those
companies.

For all of those reasons, we ought to be able to demand that they
make a reasonable profit, and certainly that we don’t impinge on
the abilities to have good research and development for more pre-
scription drugs that will be of assistance to people. But we ought
to be able to set up a system that protects research and develop-
ment through some regime and allows a reasonable profit while at
the same time insisting that, in return for all the benefits this in-
dustry is getting, the American people get a fair, affordable price
3nd that they can access these necessary medical prescription

rugs.

Mr. Chairman, I just want to end on that note and thank you
again and all the other Members that are here today for their con-
tinued insistence on this. Sooner or later we will put together a
majority and it will be tripartisan in this body and we will get the
American people so riled up that something will have to be done.
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The FDA, if you really want to put your efforts toward safety, my
request of you is don’t tell us how you can’t bring prescription
drugs in over the Internet and don’t tell us how you can’t reimport
them; tell us how you are going to take action to protect the efforts
of the American people to use the Internet and to reimport at af-
fordable prices until the prescription drug companies are otherwise
brought into the fold and made to produce drugs that are accessible
and reasonably priced.

Thank you very much.

Mr. BURTON. Would the gentleman yield?

Mr. TIERNEY. I certainly would yield.

Mr. BURTON. One thing that I meant to say in my opening re-
marks is that we are going to pass a prescription drug benefit paid
for by the taxpayers of this country before too long, and when we
do that I want to make sure that the taxpayers, who are going to
be paying for an awful lot of these prescription drugs, are getting
the best price that they can, because it is paid for by all the tax-
payers, not just the people getting those prescription drugs.

So I am very, very concerned that once we pass that prescription
drug benefit the pharmaceutical companies, who charge more here
in the United States than any place in the world, are going to be
loading all that profit on the back of taxpayers with the complicity
of the Food and Drug Administration, and that really, really both-
ers me because you've got one agency that is paid for by the tax-
payers getting money from the taxpayers, and then the taxpayers
funding not only them, who is supposed to be their watchdog, but
they are also funding the profits from the pharmaceutical compa-
nies.

Mr. TIERNEY. Reclaiming my time, those are excellent points.
You know, we’ve had legislation filed here. A notable thing is how
long the industry resisted putting this program into Medicare be-
cause they didn’t want any constraints on their ability to charge.
And we had various pieces that came to the floor of the House. One
provision, in fact, had language that would disallow any effort to
control price, and another provision in a separate bill that would
insist that, in fact, if it went in Medicare, that Medicare did use
some means of trying to bring these prices under.

Either these insurance companies have left totally without any
regulation at all are going to bankrupt individual seniors one by
one by one, or if they get into some system where the Government
assists in the purchase of prescription drugs for seniors or others
and there are no controls on the price and the profits that they can
get while they’re getting all these other benefits from the tax-
payers’ money, they will bankrupt this Government in one large
chunk. So we have an obligation here specifically and particularly
while we are producing such benefit for them through public tax-
payer dollars to make sure that the regulation is there.

This is one instance where I think my friends on both sides of
the aisle here understand that some regulation is necessary and
Congress ought to get about the business of deciding what is appro-
priate.

I yield back.

Mr. BURTON. Mr. Gutknecht, you have been a champion of this
for a long time, and so we are joining your cavalry.
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Mr. GUTKNECHT. Mr. Chairman, I just would like to also thank
you on behalf of Mr. Sanders, and especially myself who have es-
sentially been laboring in this vineyard for a very long time. It has
been very difficult to get some of the committee chairmen to take
this issue seriously, and it is a very serious issue. It is huge.

When you look at the numbers, as the gentleman from Tennessee
mentioned, our own Congressional Budget Office estimates that
seniors, alone, will spend $1.8 trillion on prescription drugs over
the next 10 years.

I've got a chart, if we can have that put up. I'll just point out—
and these are not my numbers. They are a number of independent
groups. This is from the Life Extension Foundation. You all have
a little copy of this chart in the little handout I put out. I'll just
point out a couple of things.

The differences between what American consumers pay and what
consumers in the industrialized world pay for the same drugs—just
look at the first four. Augmentin is a very commonly prescribed
drug. The U.S.” average price for a 30-day supply is $55. In Canada
that is $12, and in Europe the average price is $8.75. Cipro, a drug
that we learned a lot about when we had anthrax here in these
buildings, the average price in the United States is almost $88, the
£qwegage price in Canada is $53, and in Europe that same drug sells
or $40.

Incidentally, let me mention, Mr. Chairman and Members, that
these drugs are essentially made in the same plants under the
same FDA approval, so we're not talking about something different
in Europe and Canada. These are the same drugs under the same
FDA approval.

Glucophage, a very important drug for diabetes, in the United
States, according to Life Extension Foundation and their research,
about $124 for a 30-day supply. That same drug in Canada is $26,
and in Europe the average price is $22. We're talking about enor-
mous differences.

Mr. Sanders and I may not agree on everything, but we agree
that there is something wrong with a system that allows those
huge disparities, and in his discussion Mr. Sanders mentioned the
drug tomaxaphin, a very important anti-cancer drug. Most of the
basic research, most of the cost was done by the NIH. The bulk of
the costs that were ultimately shouldered by the pharmaceutical
company that patented it were for attorneys and for marketing, not
for research and development. That’s a very important drug for
women here in the United States, and it is an example where we
pay disproportionately more for the same drug, even though the
drug was developed principally at taxpayer expense.

The arguments we are going to hear and we have heard consist-
ently are about safety, but these are just specious arguments. Once
you get below the surface and scrape off that thin veneer, you find
out that it is, in fact, first and foremost the Food and Drug Admin-
}stﬁation, and every day this country imports millions of pounds of
ood.

Let me give you some examples. Last year the estimate is we es-
timated—we are told that we brought in 331 million pounds of ap-
ples. We brought in 19 million pounds of blueberries into the
United States. We brought in 1.2 billion pounds of asparagus. We
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brought 64 million pounds of strawberries into this country. We im-
ported over a billion pounds of cantaloupes. The reason I mention
that is, according to the FDA’s own studies—and the FDA ulti-
mately is responsible for the health and safety of those products
coming into the United States—by their own estimates of these
fruits and vegetables coming into the United States, their own
tests, 2 percent of these products are contaminated with food-borne
pathogens, including things like salmonella. Now, salmonella can
kill you, and yet what is the FDA’s response to foods coming into
the United States? Almost nothing.

And Mr. Sanders is absolutely correct—the FDA keeps very good
records, and as far as we can tell there has not been a single death
related to importing of legal prescription drugs into the United
States. As a matter of fact, the only real example that we can find
where you have adulterated drugs was done by a pharmacist in
Kansas City, MO, not in Alberta, Canada, not in Mexico, not in Eu-
rope. It happened in Kansas City, MO. That pharmacist, Robert
Courtney, is currently serving a 30-year sentence in a Federal peni-
tentiary.

So the idea of safety it seems to me is grossly overstated. And
I want to make this point, and it is made by Steve Shondelmeyer,
who really is the top expert in the United States on pharmacies
and pharmaceutical costs. He is a professor at the University of
Minnesota, and this is a quote I hope you’ll remember—“A drug
that you cannot afford is neither safe nor effective, and we are forc-
ing too many seniors, too many Americans to make a choice they
should not have to make because they cannot afford the drugs that
are available.”

Finally, let me just say—and I've already spoken longer than I
should. But again Mr. Sanders is correct—this is not an issue be-
tween Republicans and Democrats. This is not even an issue be-
tween right and left. This is an issue of right versus wrong. It is
wrong to force American consumers to pay the world’s highest
prices, because, after all, we are the world’s best consumers.

The real answer it seems to me is to open up markets, to de-fang
the FDA, to allow American consumers to have access to world-
class drugs at world market prices. We should not permit our own
FDA to stand between American consumers and lower drug prices.
It is not really a matter of shame on the pharmaceutical industry,
but for Members of Congress it is a matter of shame on us. We
have allowed this system to exist. It is time for us to do something
about it, and when we do we can save American consumers up-
wards of $600 billion over the next 10 years.

Again, thank you, Mr. Chairman, for having this hearing. This
is an important beginning. I think it is going to yield important re-
sults for American consumers.

Thank you very much.

Mr. BURTON. Thank you for all your work, Mr. Gutknecht. You've
done a great job in the past and I know you will continue.

Mr. Cannon.

Mr. CANNON. Mr. Chairman, thank you for holding this hearing.
It is a very important hearing. I apologize that I can’t be here
longer, but I did want to ask unanimous consent to submit an
opening statement for the record and some questions for the record.
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Mr. BURTON. Sure. No problem.

Mr. CANNON. Thank you very much. I'll stay here as long as I
can.

Mr. BURTON. Without objection.

Mr. Shays.

Mr. SHAYS. Thank you, Mr. Chairman. Mr. Chairman, I want to
thank you, as well, for holding this hearing. I'm sorry I didn’t get
here to hear the comments of my other colleagues, but I want to
say to Mr. Gutknecht he is a real hero to me on this issue. And
I realize there are reasons why it exist, but we need to find a solu-
tion, and I hope he pursues this. I believe that we should be having
a debate on this issue on the floor of the House. I think it is dis-
graceful, frankly, that we haven’t had the kinds of hearings we
should on this legislation and that we haven’t been debating it in
a very meaningful way. And let us learn from that debate, but in
the bottom line for me prices are too expensive in the United
States, too cheap elsewhere. I think that because of price controls
I think prices probably need to come up a little bit overseas, they
need to come down over here. And I think this legislation is a way
to help force that issue.

Mr. BURTON. Thank you very much, Mr. Shays.

Ms. Watson.

Ms. WATSON. Mr. Chairman, I would like to thank you very
much, and as we begin this inaugural hearing of this newly created
Subcommittee on Human Rights and Wellness, let me first say that
I look forward to working with you and all of the other members
of this subcommittee to conduct meaningful oversight of Govern-
ment operations in the area of health and human rights within our
jurisdiction.

As the ranking minority member, let me also commend you for
choosing an important issue to start with. We appreciate it.

The problem of discrimination in the pricing of U.S. pharma-
ceuticals is well documented, and it is of enormous consequences
to millions of Americans who need affordable access to prescriptive
drugs. Americans pay substantially more for prescriptive drugs
than purchasers in other countries, and the problem is particularly
acute for our Nation’s uninsured seniors. Because Congress has
failed to establish a Medicare prescriptive drug benefit, seniors who
do not have private prescription drug coverage must pay for pre-
scription drugs out of their pockets. Research by the minority staff
of the Government Reform Committee has shown that seniors in
Congressional Districts across the country pay twice as much for
prescriptive drugs as their counterparts in other countries. For
some drugs, they pay as much as 10 times as their foreign counter-
parts.

For these American seniors and the rest of America’s 40 million
uninsured, this can mean having to choose between going without
food on the one hand or going without their medicine on the other.

Lower drug prices abroad have led millions of Americans to pur-
chase drugs from foreign sources. Internet pharmacies, the subject
of a recent full committee hearing, facilitate these transactions,
and their recent proliferation has raised serious concerns about
whether American consumers can receive appropriate medical su-
pervision.
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Mr. Chairman, despite the incessant pharmaceutical industry
complaints to the contrary, research by the committee’s minority
staff demonstrates that international pricing disparities are not ex-
plained either by the duration and the cost of the FDA approval
process or by the disproportionate U.S. research and development
cost. It is within our power to correct this problem if we have the
will to do so.

So today we have an opportunity to hear the perspectives of the
FDA, GlaxoSmithKline, and representatives of interested profes-
sional and consumer organizations, including former Representa-
tive Roger Zion, chairman of the 60 Plus Association. I want to
thank all of our witnesses for appearing before us today, and I look
forward to hearing their views on pending legislative proposals and
any other measures they might suggest to bring before us.

Thank you so much for allowing us this opportunity.

Mr. BURTON. Thank you, Ms. Watson.

I look forward to working with you as well as Mr. Sanders and
kMr. '}I‘lierney and Mr. Shays and the judge and, of course, Mr. Gut-

necht.

Mr. Hubbard, would you and Mr. Taylor please approach the
table and stand to be sworn?

Do you swear to tell the truth, the whole truth, and nothing but
the truth, so help you God?

Mr. HUBBARD. Yes.

Mr. BURTON. Be seated. Do you have an opening statement, Mr.
Hubbard?

Mr. HUBBARD. Yes, Mr. Chairman. We have written testimony,
but I'll make a few opening remarks, if I may.

Mr. BurToN. OK.

STATEMENT OF WILLIAM K. HUBBARD, SENIOR ASSOCIATE
COMMISSIONER, FOOD AND DRUG ADMINISTRATION, AC-
COMPANIED BY JOHN TAYLOR, CHIEF, ENFORCEMENT
GROUP

Mr. HUBBARD. As you noted, I'm accompanied today by Mr. John
Taylor, the Chief of our Enforcement Group at FDA.

As you know, the emergence of the Internet has given consumers
a new tool to carry out commerce in a number of ways. One of
those uses, the purchase of prescription drugs, offers convenience,
but also particular risk to unknowing consumers. Seniors in par-
ticular are using the Internet to purchase their medications from
sites offering lower prices and are even traveling to other countries
for that purpose, as well. There is no doubt that some drugs can
be obtained more cheaply from foreign Internet sites and from for-
eign prescriptions; however, I should note that generic drugs, while
less expensive in the United States than in many other countries—
indeed, 7 percent less expensive in the United States than in Can-
ada, and our new Commissioner, Mark McClellan, has made get-
ting generic drugs on the market for seniors and others a high pri-
ority. In fact, he tells us frequently that we need to get cheaper
drugs to patients, but we need to do it safely.

We certainly understand consumer concerns about the high cost
of drugs. We all know that. But please understand that FDA’s prin-
cipal job is to ensure the safety of the drugs. We are not a price
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agency. And we are very concerned about the trend toward foreign
purchase of drugs, and we’d like to give you a few examples today
of why we are concerned.

Here on the dais—and I believe you have a hard copy—are some
posters of some Web sites. This first one looks like a very legiti-
mate site with a picture of a physician, a pharmacist there, and it
looks very American, it looks very legitimate. It says, “Your source
for high-quality, FDA-approved medication.” So our investigators
have traced this site to its source. It’s in Thailand.

The second one, if Sarah could flip for us, is again a site offering
the drug Acutane, and Acutane is a drug that has very serious re-
strictions in this country because of its potential to cause severe
birth defects. It is marketed under what we call a risk manage-
ment program, in which very careful warnings are given for it not
to be taken by women of child-bearing age or women who are preg-
nant. This site also talks about FDA-approved products and men-
tions that the products were made in New Jersey. This site is in
Thailand, as well, and the drugs that we have purchased from this
site come with no warnings to pregnant women.

The third site I will mention sells Viagra, and it, interestingly,
even gives its address. It is at 164th Street in Miami Beach, FL.
But, in fact, our investigators have found this site is in Israel.

We have other sites that we have given you in hard copy that
all sell drugs from Canada, and these sites, when our investigators
pursued where they were, they found they were registered in Bar-
bados. Now, they also say they are in Canada, but the point is we
don’t know where they are and we have no way to reach to them
to learn where they are. And if we don’t know where they are, we
don’t know where they get their drugs.

[The information referred to follows:]
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30 Capsules Accutane (Isotretinoin }
60 Capsules Accutane {Isotretinoin )
S0 Capsules Accutane {Isotretinoin )
Retin-A Micre 0.1 % Cream {Tretinoin)
We ship Stieva-A by Stiefe] Canada
Retin-A Micro 0.1 % Cream (Tretinoin)
We ship Stieva-A by Stiefel Canada
Retin-A 0.05 % Cream (Tretinoin)
Retin-A 0.05 % Cream {Tretinoin}
Isotrex Gel 0.05% Isotretinoin
Isotrex Gel 0.05% Isotretinoin
Isotrex Gel 0.05% Isotretinoin
Differin Gel 0.1% adapalena

ot Pries
10 mg $145.00 Mow !
10 mg $268.00 ¢ Now 1
10 mg $390.00 Now |
20 mg $175.00 2 Now |
20-mg $315.00 Order Accutane Mow !
20 mg $455.00 Order Accuiane Now |
25 gm x 2 tubes $70.00 Order Accuiane Now ¢
25 gm x 4 tubes $130.00 Order Accuiane Now !
20 gm x 3 tubes $70.00 Order Accutane Now i
20 gim x 6 tubes $120.00 Order Accutana Now |
10 gm x 2 tubes $30.00 COrder Accutane Now !
30 gm x 2 tubes $55.00 Crder Accutane Now ¢
30 gm x 3 ubes $78.00 Order Accutane Now |
30 gm x 1 tube $61.00 Order Accuiane Mow !

Page 1 of 2
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s Medication Cniine Without iption

Differin Gel 0.1% adapalene

30 gm x 2 tubes

4i1/03 1015 AN

$95.00 ~ Order Accutane Now f

More Products :

@ Soma Compound, Carisaprodal

& Menopause , Premarin , Prempro

B paxit , Celexa , Zoloft , Prozac (Fluoxatine) ,
Remeron (Mirtazapine)

B Zithromax (Azithromyein)

B Zyrtec , Claritin , Atarax , Vistarii

B Generic Prozav (Fluoxetine)

Birth control pills , Estradiol , Triphasii ,
Clhimara , Ovral , Nordette

B Clomid (Clomiphene) , Parlodel

B piflucan (Fluconazole)

3 Cipro , Ciprofloxacin

Glucophage (Metformin hydrochloride) ,
Diabetes

Lamisil Terbinafine Hydrochioride |,
Griseofulvin {Antifungal)

B jubain {Natbuphine Hydrochloride)

B iasix (furosemide) , aldactone
(spironolactona)

Retin-A Micro, Renova

& Sporanox (traconazole)

B prilgsec, Prevacid, Aciphex

B atenolol (Tenormin) , Vasotec, Zestri:

B piane-35 Birth Control Pills

Erythromycin, Differin

@ Buspar Buspirone, Elavil Amitriptyline

& yitram {Tramado! hydrochioride)

8 norflex (Orphenadring), Norgasic

Robaxin {methocarbarot), Parafon-Forte

B vasmin Birth Control Pill

& accupril (Quinapril) , Cardura (Doxazosin) ,
Catapres (Clenidine)

B yitram (Tramadol hydrochloride)

Antabuse {Disulfiram)

K-Dur (Patassium Chloride)

@ augmentin {(Amoxicitlin and Clavulanate)

Altace (ramipril)

& Online Pharmacy/Online Drug Store Selfing Prescription Drugs Without/MNo Prescription Meedad

Home | Product Info | Product Pricing | tearn More | Contact Us | Acne | Fag | Order Now

utane Acng Trealn
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The #1 Trusted Pharmacy in Canada!

Take advantage of our gy prices...
And SPEEDY Delivery!

Qur mission is to be your preterred cornection to one of the best pharmacies in Canada. You can now save 40% to 80%
on U.8.-approved brand name and generic prescription drugs through ouwr licensed Canadian pharmacy and have them
mailed directly to your home withowt sacrificing safety, quality or service. Our commitment at Canada Drugs Onfine is
1o help you five youw fife.

Copyright 2001-2002 Ganada Drugs Online. All rights reserved. Disclaimer | Brivacy Policy
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£AQ  Help  shippingze  (ENTNIETN o2 Mybrugs

| "y viewcanr ‘w‘ ==
Customer Service Desk

sption: """ [Seazen] . e rereirs LBGERCWEHELP { 1.866.799,3435
Enter Prescription: 128 I,mstA{phabemnlly. Eemail: questions@mydrugs.ca

Save 40% - 90% on Your Prescriptions!

vomepage | Presipions p ViewBmopngCant 3} it 5
Lipitor 20mg {30 f&hs) Glucophage 850mg {100 tabs) Celebrax 0dmyg {10 tabs)
Reg. $249.32 EE Reg. $130.61 NS Reg. $141.3¢ NN
AyDrugs 518450 MyDrugs 565.05 Ayiugs $74.66

Prises as of March lst 2922
USA Bx prices fFrom Drugskore.com

Clar mission is to be your preferred connection to one of the best pharmacies in Canada. You can now save 40% to 0% on
1.8.-approved brand name and generic prescription drugs through our lvensed Canadian pharmacy and have them mailed
directly to your bome withom sacrificing safety. quality or service. Our commitment at MyDrugs Canada is to help you Hive
your Hife.

Are you a physician with

Canadian Licensura?

Glick have for more info..

Copytight 2001-2002 MyDrugs Canada, All rights reseryed. Disclaimer | Privacy Policy
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Lipitor 20mg (90 & f Colebrex 100mg 100 tabs] wvewost fwl] 22
Rag, S24 1 L Reg. $ta1.5% VRSN ‘ l

Our Prica 5047 — QurPfice Sev g _ AFFILIATE INFORMATION

Over 2000 Products
Safe, Secure and simple to use
Prescriptions shipped to your door
Serving all 50 States

Our mission is to be your preferred connection to one of the best pharmacies in Canada. You can now save 40% to 90% on
U.S.-approved brand name and genaric prescription drugs through aur licensed Canadian pharmacy and have them mailed
directly to your home without sacrificing s afety, quality or service. Our commitment at Trusted Canadian Pharmacy is to
help you live your life.

_ Enter Préscription Name: | —i:[Searcn} k-V “viéw Medication Alphabetically:[2 & [tst] ©

Do vou need to REFILL your Prescriptions?
Click here for more_information

Copyright 2001-2002 Trusted Canadian Pharmacy. All rfights reserved. Disclaimer | Privacy Policy



Delivering Prescription Drugs to your Door...

FAST!

We're sale, secure, and very easy {o use!
Order your prescription today!

Our mission is 1o be your preferred connection to one of the best pharmacies in Canada. You can now save 40% to 90%
on U.S.-approved brand name and generic prescription drugs through our licensed Canadian pharmacy and have them

mailed directly to your home without sacrificing safety, quality or service. Cur commitment atFast Discount Drugs is to
help you live your life.

Enter Prescription: — List Alpha