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up implementing it. That is not what
the people in Minnesota are asking.
That is not what people in the country
are asking.

Mr. REID. Mr.
friend yield?
Mr. WELLSTONE. Yes.

Mr. REID. Mr. President, I ask unan-
imous consent that the time until 2:30
today be for debate on the pending
amendments, with the time equally di-
vided and controlled between Senators
DORGAN and GREGG or their designees;
that no intervening amendment be in
order prior to the disposition of amend-
ment No. 4300; that a vote on or in rela-
tion to amendment No. 4300 occur at
2:30 this afternoon, without further in-
tervening action or debate; provided
further, upon disposition of that
amendment, Senator COCHRAN be rec-
ognized to offer an amendment on the
issue of drug reimportation.

The PRESIDING OFFICER
CARNAHAN). Is there objection?

Without objection, it is so ordered.

The PRESIDING OFFICER. Under
the previous order, the Senator from
Minnesota is recognized.

Mr. WELLSTONE. Madam President,
I will take 1 more minute. Other Sen-
ators want to speak. Senator
STABENOW has been a leader on this
legislation for a long time and has been
coordinating the effort of all Demo-
crats.

Let me just conclude this way: I
know Senators do not want to be seen
as opposing an amendment that would
enable all of our seniors and all of our
citizens to be able to get a reasonable
price for prescription drugs. My fear is
that we will have an amendment out
here with fine-sounding language
which will create a huge loophole and
will basically kill this amendment by
giving any Secretary of Health and
Human Services the ability to stop this
legislation before it is ever imple-
mented. That is unacceptable. That is
unacceptable. We cannot let the phar-
maceutical industry kill this bill and
kill this amendment.

I believe that people in Minnesota,
people in Michigan, and people around
the country look at this as simple. I
have said it before. I will conclude it
this way. I think this is a test case of
whether we have a system of democ-
racy for the few or a democracy for the
many. If it is a democracy for the
many, we will support this provision. If
is democracy for a few of the pharma-
ceutical companies, the devil is in the
details. They will be able to create a
huge loophole, which will mean this
will never be implemented and they
will be able to kill it.

I urge all colleagues to support this
Dorgan, Wellstone, Stabenow, et al,
amendment and to resist any amend-
ment to essentially gut this amend-
ment and stop this piece of legislation
from being implemented.

I yield the floor.

President, will my

(Mrs.
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APPOINTMENT OF CONFEREES—
H.R. 3763

The PRESIDING OFFICER. Under
the authority of the order of July 15,
the Chair appoints the following con-
ferees on the part of the Senate on H.R.
3763.

The Presiding Officer appointed Mr.
SARBANES, Mr. DoDD, Mr. JOHNSON, Mr.
REED of Rhode Island, Mr. LEAHY, Mr.
GRAMM of Texas, Mr. SHELBY, Mr. BEN-
NETT, and Mr. ENZI conferees on the
part of the Senate.

—————

GREATER ACCESS TO AFFORD-
ABLE PHARMACEUTICALS ACT
OF 2001—Continued

The PRESIDING OFFICER. Who
yields time?

The Senator from Michigan.

Mrs. STABENOW. I thank the Chair,
I yield myself up to 15 minutes under
the agreement.

The PRESIDING OFFICER. Without
objection, it is so ordered.

Ms. STABENOW. Madam President,
this is a very important second-degree
amendment that not only will help our
seniors be able to lower the prices they
pay for prescription drugs, as my col-
leagues have said. I thank the Senator
from Minnesota for his ongoing leader-
ship on this issue and, of course, the
Senator from North Dakota for his
sponsorship and ongoing leadership and
advocacy, as well as my other col-
leagues who are cosponsoring this
amendment.

This not only affects our seniors, this
affects everyone. It affects the presi-
dent of Michigan State University, who
called me about his health clinics and
his college of medicine looking for
ways to be able to lower prices so that
he does not have to deal with possibly
laying off more staff, which he had to
do this year as a result of the dramatic
increases in the health care costs at
the university.

It addresses the big three auto-
makers, small businesses, families, and
everyone who is paying exorbitant
prices for prescription drugs.

I want to start by quoting our Presi-
dent, President Bush, when he was a
candidate for President. He indicated
that he thought this idea was a good
idea. He said:

Allowing the new bill that was passed in
the Congress made sense to allow for, you
know, drugs that were sold overseas to come
back and other countries to come back into
the United States.

That was what then-candidate
George W. Bush and now President
Bush said makes sense. It does make
sense. It made sense before. The prob-
lem before was that there was an
amendment added which basically
killed our ability to be able to do this.
We know that same amendment which
is supported by the pharmaceutical in-
dustry will be offered later. There will
be an attempt to kill it again.

But we are hopeful that our col-
leagues will join with us in what is a
very reasonable proposal that address-
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es any legitimate issues regarding safe-
ty and health and allow us to open the
border to Canada and be able to provide
the kind of competition we need to
lower prices.

I think it is important also to reit-
erate that at a September 5, 2001, hear-
ing before the Senate Commerce Com-
mittee’s Subcommittee on Consumer
Affairs, William Hubbard, FDA Senior
Associate Commissioner, testified:

I think as a potential patient, were I to be
ill and purchase a drug from Canada, I would
have a relatively high degree of confidence
in Canadian drugs.

We know the Canadian system is
similar to ours as it relates to the reg-
ulatory and safety system.

We feel very confident that this mod-
est proposal of simply opening the bor-
der to Canada—and we know that Can-
ada right now exchanges goods and
services with us every single day. We
have the largest port of entry in De-
troit, MI, which I am proud to rep-
resent, with over $1 billion in goods
going across. We trade every day with
them.

We believe this proposal will allow
one thing to be traded which is des-
perately needed by our citizens and is
not now allowed to go back and forth
across that port of entry. It makes
sense. This is a reasonable, modest pro-
posal.

Instead of opening all of our borders,
some would argue that this does not go
far enough; that we should open to
Mexico, Europe, or other places around
the world. But we are taking a modest
step to begin to show that this kind of
approach can work.

We want to simply start with Canada
with a very modest approach that will
allow us to be able to share with our
neighbors to the north the ability to
bring back to our citizens American-
made prescription drugs which are sold
in Canada.

I think this is an issue of fairness as
well because we are talking about pre-
scription drugs on which we helped to
underwrite research. As I have said so
many times, $23.5 billion this year
alone was given by the taxpayers of
this country. And I support that
strongly. I support having that be a
higher number. I think basic research
into new potential treatments is abso-
lutely critical and is a good invest-
ment. But we are making those invest-
ments. We are then giving that infor-
mation to the drug companies, that
pick up the information and then pro-
ceed to do their own research and de-
velopment.

We allow tax writeoffs for that re-
search and development, tax credits,
and tax reductions. We subsidize them
further. We allow up to 20-year patents
so they can recover their costs because
we know it costs a lot to research and
develop new drugs. So we let them be
able to recover those costs without
competition for their name brand. So
we highly subsidize—highly subsidize—
this area; the most profitable industry
in the world, highly subsidized by
American taxpayers.
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Then what do we get at the end of
that process? The highest prices in the
world. One of the reasons is we close
the borders to competition. And we are
subsidizing heavily all of the research
and development of new medications
that the Canadians enjoy, that people
around the world enjoy, while we in
fact pay the highest prices in the
world.

I have had an opportunity to take a
number of bus trips to Canada; the lat-
est was on June 10 of this year. I will
just share with you some of the dif-
ferences. My colleagues have talked
about that as well. But it is shocking
to take a mere 5-minute bus trip across
a bridge or through a tunnel and see
the dramatic differences in prices.

I might add, I am not interested in
continuing to put people on buses or in
cars to have to go over to Canada to
get those lower priced medications.
What we want is the ability to bring
them back, so that the neighborhood
pharmacy can offer these same kinds of
prices. That is what this is all about,
to bring them back and place them in
the local pharmacy.

But it is shocking when we look at
the differences. Zoloft is an
antidepressant drug. In Michigan, it
costs $220.65 for a monthly supply; in
Canada, $129.05. So it is $220 versus $129.
That difference can buy food, pay the
electric bill, pay the rent, it can be the
difference between someone having a
quality of life that makes sense and
one that involves struggling every day
to pay for their medications.

We also know one of the most dra-
matic differences is tamoxifen, which I
have spoken about here before.
Tamoxifen is a breast cancer treatment
drug. When we went to Canada, we
were able to get it for $15. And back in
Michigan it is $136.50.

If you have breast cancer and you are
struggling to pay for your medications
to get the treatments you need to deal
with all of the other issues in your life
as well, the difference between $15 and
$136 a2 month is a big deal. That is why
this amendment is a big deal. I hope
our colleagues will join overwhelm-
ingly in our amendment—which is, in
fact, a Dbipartisan amendment, a
tripartisan amendment—to say: Yes, it
is time to be fair to Americans.

This is about fairness for Americans.
It is about competition. It is about
opening the border in a way that main-
tains safety for our citizens.

I would like to speak to a couple of
the arguments that I know we will
hear from colleagues who are opposing
this amendment and what the drug
companies have said.

The drug companies have said that
bringing those prescription drugs back
from Canada is not safe. For the
record, drugs are already frequently
imported into this country, but pre-
dominantly by the companies them-
selves, by manufacturers.

I also note that individual consumers
now are allowed to bring back up to a
90-day supply. Because of the concerns
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that have been raised, they have
looked the other way at the FDA and
allow people, for personal use, to bring
back up to a 90-day supply.

In fact, according to the Inter-
national Trade Commission, $14.7 bil-
lion in drugs were imported into the
United States in the year 2000, and $2.2
billion in drugs sold in Canada were
originally made in the United States.

So it is ironic that the drug makers
are saying that drugs cannot safely
move between the borders of the two
countries. They do already. The issue
is price. The issue is who controls them
moving back and forth. When the com-
panies want to move them back and
forth, they think it is fine. When the
pharmacists want to move them back
and forth or individuals want to move
them back and forth and get a lower
price, it is not fine. They are the same
medications. It is a question of who
controls them.

In fact, in recent years the FDA has
allowed thousands of American con-
sumers to import from Canada medica-
tions for their personal use every year.
The FDA Senior Associate Commis-
sioner, as I said before, indicated that
as a consumer he would have a rel-
atively high degree of confidence in
drugs purchased from Canada. So these
arguments do not make sense. The ar-
guments we will hear about safety do
not make sense.

We will hear that safety standards in
Canada are more lax than here in the
United States. There was a September
2001 report by the nonpartisan Congres-
sional Research Service—which we all
use—which confirms that the United
States and Canadian systems for drug
approval, manufacturing, labeling, and
distribution are similarly strong in all
respects. Both countries have similar
requirements and processing for re-
viewing and improving pharma-
ceuticals, including ensuring compli-
ance with good manufacturing prac-
tices.

Both countries also maintain ‘‘closed
drug distribution systems” under
which wholesalers and pharmacists are
licensed and inspected by Federal and/
or local governments. All prescription
drugs shipped in Canada must, by law,
include the name and address of each
company involved along with the chain
of distribution.

Let me finally address one of the
other myths I am sure we will hear
more about today, and that is that
somehow our bill will allow Canada to
become a conduit for counterfeit or
contaminated drugs into the United
States.

On the contrary, this bill provides for
safe protections, many of which are not
in current law. We go beyond current
law, which we all know needs to be
done now as we look at so many areas
of homeland security.

We have gone beyond what is cur-
rently in place. If implemented, this
bill would have the potential to de-
crease, more than today, the possi-
bility of allowing counterfeit drugs
into the United States.
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We would provide there be strict FDA
oversight, proof of FDA approval of im-
ported medicines. There must be a
paper chain of custody, which is impor-
tant. Only licensed pharmacists and
wholesalers would be able to import
medications for resale. They would
have to meet requirements for han-
dling as strict as those in place by the
manufacturers—equally strict as what
the manufacturers do today.

There will be lab testing to screen
out counterfeits, registration with Ca-
nadian pharmacists and wholesalers by
HHS. There will be lab testing to en-
sure purity, potency, and safety of
medications.

We also say that the Secretary of
Health and Human Services can imme-
diately suspend this provision, imme-
diately suspend the importation of pre-
scription medicines that appear to be
counterfeit or otherwise violate the
law.

We have made it very clear that they
can immediately suspend ‘‘on discovery
of a pattern of importation of the pre-
scription drugs or by the importer that
it is counterfeit or in violation of any
requirement under this section or poses
an additional risk to the public
health”—they can immediately sus-
pend.

This is a responsible provision. It is a
moderate provision. It opens the border
to a country that we trade with every
day, whose system is similar to ours. It
allows actions if in fact anything is
found to create a threat to Americans
in terms of our health and safety. It al-
lows immediate action and suspension
of this new provision.

I believe we have put into place
something that is reasonable. It is log-
ical. It is long overdue. I am hopeful
that we will have a strong bipartisan
vote.

If we want to lower the prices imme-
diately, without much, if any, expendi-
ture of taxpayers’ dollars—if we want
to do it immediately—all we have to do
is drop the barrier at the border to
Canada.

I urge my colleagues to join us.

The PRESIDING OFFICER. The Sen-
ator from Michigan.

Mr. LEVIN. Madam President, I yield
myself 5 minutes.

The Dorgan amendment before the
Senate has enormous potential to
make more prescription drugs more af-
fordable for more people. The amend-
ment is particularly important for our
seniors, most of whom live on fixed in-
comes and constantly have to decide
whether they can afford to fill those
prescriptions.

We have a bizarre situation. We man-
ufacture drugs in America, but they
are sold at cheaper prices in other
countries. Just a few examples: Brand
name drugs cost an average of 31 per-
cent less in the United Kingdom than
they do in the United States; 35 per-
cent less in Germany; 38 percent less in
Canada; 45 percent less in France; 48
percent less in Italy. The General Ac-
counting Office has studied 121 drugs
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and found that on average prescription
drugs in the United States are priced 34
percent higher than the exact same
products in Canada.

I travel around Michigan, and I listen
to the stories of citizens who are trying
to pay for expensive prescriptions and
wonder why their neighbors in Canada,
just a few miles away, are able to buy
the exact same drug, manufactured in
America, often for half the price.

We conducted a survey this last Feb-
ruary of two of the most commonly
prescribed prescription drugs. In every
case, the prescription in Canada cost
significantly less than the same drug
in Michigan. For example, we looked at
a number of pharmacies on both sides
of the border. A 1-month supply of
Prilosec, a gastrointestinal drug, costs
about $126 in Michigan but only $71 in
Canada. Similarly, a 1-month supply of
Lipitor, a cholesterol-lowering drug,
costs $74 in Michigan but $41 in Can-
ada.

As a result of these enormous price
disparities, we have the spectacle of
American citizens, mostly seniors,
going into Canada by the busload to
buy American-made prescription drugs
at a fraction of what they have to pay
here. It is absurd. It is unconscionable
that we give pharmaceutical manufac-
turers tax breaks and direct grants to
bring new drugs to the market, and
then those drugs cost more in America,
where they are made, than they do in
other countries. We subsidize the drug
costs for the rest of the planet, and
that has to change.

The Dorgan amendment fixes this
problem in two fundamental ways:
First, the amendment allows U.S. li-
censed pharmacists and drug whole-
salers to import FDA-approved medica-
tions from Canada. Second, the amend-
ment would allow individuals to import
prescription drugs from Canada as long
as the medicine is for their own per-
sonal use, as evidenced by a prescrip-
tion, and is a 90-day supply or less.

These provisions will allow American
citizens, through the appropriate chan-
nels, to take advantage of lower pre-
scription drug prices in Canada.

According to a Boston University
School of Public Health study, drug re-
importation, just from Canada, could
have saved consumers $38 billion in the
year 2001, an enormous sum.

In the year 2000, the Senate approved
strikingly similar legislation by a
strong bipartisan vote of 74 to 21. Un-
fortunately, a technical amendment
blocked implementation of the legisla-
tion. Now the Senate can act again to
bring lower priced prescription drugs
to people who desperately need them.
We can act to bring in some competi-
tion. We can act to bring in some free
trade. American scientific know-how
has led to the development of hundreds
of lifesaving and life-enhancing pre-
scription drugs.

Some of the newer prescription drugs
are modern-day medical miracles
which help millions of Americans lead
healthy lives well into their golden
years.
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These drugs won’t do any good if peo-
ple can’t afford them. It is that simple
and that demanding.

I hope our colleagues will support the
Dorgan amendment and allow for the
reimportation of prescription drugs.

I yield the floor.

The PRESIDING OFFICER. Who
yields time? The Senator from Ten-
nessee.

Mr. FRIST. Madam President, I yield
myself 20 minutes to speak in opposi-
tion to the amendment.

The PRESIDING OFFICER. From
whose time?

Mr. COCHRAN. The time should be
charged to that under the control of
Senator GREGG. He has asked me, as
his designee, to yield.

The PRESIDING OFFICER. The Sen-
ator is recognized.

Mr. FRIST. Madam President, I rise
to address the issue introduced in the
last hour and a half; that is, the issue
of reimportation of drugs, especially as
it affects the safety of the American
people. They have been introduced by
the proponents of this legislation as
myths. By calling them myths, it is as
if in some way we should say they are
myths. They are not real, therefore,
let’s proceed down this path.

I want to give a little bit of histor-
ical perspective to these so-called
myths and explain to my colleagues
why I believe they are not myths but
reality. The potential of such reality
can result in direct harm as we look at
public health and safety.

I look forward to the afternoon be-
cause the debate will continue. The de-
bate ultimately will start with cost
and buses running back and forth to
Canada. Then Senators will say that
this idea is appealing and critically im-
portant to pass so we can lower the
cost of prescription drugs. We are all
for lowering prescription drugs costs.
Prescription drugs cost too much; they
are out of reach today for too many
people.

The focus is on cost. It is motivating
and a driving force because it is some-
thing on which we all agree. Prescrip-
tion drugs costs too much today—the
rate of increase is too much. But to
focus on cost without focusing on pub-
lic health and safety is wrong and irre-
sponsible.

If we look at the legislative history
of the consideration of reimportation
of drugs and pharmaceutical agents
from other parts of the world outside of
the borders of the United States to this
country, we have a lot to learn. It is a
rich history in terms of lessons
learned.

I will not focus on the cost issue, but
let me just dismiss the cost issue in
terms of my comments now by saying
there is no evidence that this amend-
ment will guarantee price savings. For
seniors, individuals with disabilities, or
the American people who are listening
today, there is no evidence to indicate
this. It is pretty dramatic, holding up
two bottles and saying one comes from
another country and one from the here.
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The assumption is that it will reduce
the cost of prescription drugs in the
United States, however, that evidence
is not there.

What I want to focus on—and I think
it is even worse than not being able to
make that assurance to the American
people—is my concern with health.

From July 1985 to June 1987, nine
hearings were held and three investiga-
tive reports issued regarding the issue
of reimportation of pharmaceuticals.
These efforts, over that time, led to the
enactment of the Prescription Drug
Marketing Act of 1987. That law was
specifically designed to protect Amer-
ica’s health and safety against the
risks of drugs that in some way may
have been altered or counterfeit im-
ported medicines.

The act, a product of the debate at
that time, found among other things,
““a significant volume of pharma-
ceuticals are being reimported. These
goods present a health and safety risk
to American consumers because they
may become subpotent or adulterated
during foreign handling and shipping.”

The overall purpose of the Prescrip-
tion Drug Marketing Act of 1987 was to
““to decrease the risk of counterfeit,
adulterated, misbranded, subpotent or
expired prescription drugs reaching the
American public.”

In the Committee report which ac-
companied the Prescription Drug Mar-
keting Act, the Commerce Committee
concluded:

Reimported pharmaceuticals threaten the
American public health in two ways. First,
foreign counterfeits, falsely described as re-
imported U.S.-produced drugs, have entered
the distribution system. Second, proper stor-
age and handling of legitimate pharma-
ceuticals cannot be guaranteed by U.S. law
once the drugs have left the boundaries of
the United States.

I mentioned the history because it is
incumbent upon us—as we look at this
legislation and change, modify, defeat,
pass, improve, strengthen this legisla-
tion—that we have to address the
issues that were so prominently raised
at that time. That was from 1985 to
1987. At that time, we did not have
nearly as many cost concerns as we do
today.

In 2000, as was mentioned on the
floor, Congress revisited the issue and
passed at that time the Medicine Eq-
uity and Drug Safety Act. This act al-
lowed reimportation of prescription
drugs if the Secretary of Health and
Human Services could guarantee the
safety and certify that cost savings
would result. Safety and cost savings,
again, are two issues that remain cur-
rent today. We want to bring down the
cost of prescription drugs, but we cer-
tainly do not want to do it if it is going
to hurt the American people.

Since that time, two Secretaries of
Health and Human Services—of two ad-
ministrations—have stated that the
Food and Drug Administration cannot
guarantee the safety of reimported pre-
scription drugs.

In fact, then-Secretary Shalala
called it ‘‘impossible to dem-
onstrate that [reimportation] is safe
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and cost effective.”” Let us jump to the
next administration.

Secretary Thompson also concluded
that reimportation would ‘‘pose a
greater public health risk than we face
today and a loss of confidence by
Americans in the safety of our drug
supply.”’

Those were Secretaries of Health and
Human Services and their overall ap-
proach in reimportation.

Let us now turn to the Commis-
sioners of the FDA. When FDA Deputy
Commissioner Lester Crawford was
asked to comment on ‘‘whether re-
importation (from Canada) now raises
greater challenges than it did pre-
viously’’—meaning prior to September
11—and ‘‘what is your view as it relates
to safety as it relates to drugs for the
consuming Americans,” Deputy Com-
missioner Lester Crawford replied,
“The problem would be if it becomes
apparent to the rest of the world, in-
cluding the world of terrorists that we
are not interdicting shipments of drugs
that come from Canada. ... I think
this is a signal to a would-be terrorist
that this might be a way to enter the
United States. . . . It also would be a
signal to a community that it is not as
dangerous as terrorists obviously, but
to the transshippers and these would-
be people in various countries that
may not have a regulatory system or
may not have a regulatory system for
exported drugs. . . .

I think the important issue is that
we are in a new world, compared even
to 2 years ago, and that it is incumbent
upon us to address this whole idea of
having drugs produced or imported or
reimported from outside our bound-
aries at the same time we are trying to
strengthen our boundaries in terms of
what comes into this country. How
careful can we be, how assured can we
be that a product is not counterfeit,
has not been adulterated, or is not the
product of somebody who has ill intent
against America. At the same time, we
are working to make the borders less
porous and tightly overseen, we want
to make our borders more porous when
it comes to chemical and pharma-
ceutical agents.

Former FDA Commissioner, Dr. Jane
Henney, expressed severe reservations
regarding the importation of drugs.
This is from a different administration
than the current one. Dr. Henney said:

The trackability of a drug is more than in
question. Where did the bulk product come
from? How is it manufactured? You're just
putting yourself at increased risk when you
don’t know all of these things.

Let us go back to another FDA Com-
missioner. Remember, the FDA Com-
missioners are those people who we
have, as a nation, given the responsi-
bility of overseeing the public’s health
and safety of food and drugs. Dr. David
Kessler, former head of FDA, stated:

In my view, the dangers of allowing re-
importation of prescription drugs may be
even greater today than they were in 1986.
For example, with the rise of Internet phar-
macies, the opportunities of illicit distribu-
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tion of adulterated and counterfeit products
have grown well beyond those available in
prior years.

That is David Kessler, former head of
FDA. He continues:

Repealing the prohibition on reimporta-
tion of drugs would remove one of the prin-
cipal statutory tools for dealing with this
growing issue.

Let us look back to an FDA Commis-
sioner from the Carter administration,
Dr. Jere Goyan, who said it best. This
is FDA Commissioner Goyan:

I respect the motivation of the Members of
Congress who support this legislation. They
are reading, as I am, stories about the high
prescription drug prices and people which are
unable to pay for the drugs they need. But
the solution to this problem lies in better in-
surance coverage for people who need pre-
scription drugs, not in threatening the qual-
ity of medicines for us all.

It is important because, again, in our
urge to bring down the cost of prescrip-
tion drugs and restrain that sky-
rocketing of costs, we do not want to
put drugs out of the reach of the Amer-
ican people. We do not want to do that
unintentionally.

Given the statements of the FDA
Commissioners and the Secretaries of
Health and Human Services, we do not
want to open the door and increase the
risk to the public health.

Last fall the FDA affirmed its con-
cern about the safety of reimported
drugs—even those from Canada, and I
understand the underlying amendment
is focusing on one country—stating
they could not even provide safety as-
surances for those drugs entering the
Nation over our northern border. The
FDA further noted that reimported
drugs ‘‘pose considerable risks to con-
sumers because they may be counter-
feit, expired, superpotent, subpotent,
simply tainted, or mislabeled.”

I point this out early in the debate
and want to turn to other people and to
the other side, who say: Yes, our
amendments are written with more
safeguards in the pieces of legislation
that come forward. I think that needs
to be debated. Ultimately, the safety
issue is the key issue in addressing this
legislation as we shape it and vote for
or against it.

I fear that, in spite of the pro-
ponents’ attempts in the underlying
amendment to establish a mechanism
to assure safety—and it is fairly elabo-
rate—a lack of success, lack of assur-
ance of having these safety mecha-
nisms, at the end of the day, puts at
risk the American people. This is all in
the interest of bringing down the cost
of prescription drugs, which is some-
thing that we agree with, but there are
better and more direct mechanisms to
deal with that issue of cost.

We see an elaborate set of safety
mechanisms that I think are impos-
sible to implement, which wholesalers
and pharmacists are not equipped to
handle and, more importantly, mecha-
nisms that only ultimately add—and
nobody talks about it—to the cost of
prescription drugs. Regardless of
whether a pharmaceutical is originally
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manufactured here in the TUnited
States, once a drug leaves this country
and crosses borders, I believe it is im-
possible to ensure that it is properly
handled. It is out of our reach and our
vision. We can sort of pass the laws and
pass regulations, but in truth, we are
not going to see it.

It is impossible to guarantee how it
is handled, stored, at what temperature
it is stored, and whether it is safe for
eventual use.

Most people know—we have talked
about this in the Chamber of this
body—it is very important how drugs
are stored, at what temperature, and
their potency. In fact, certain drugs
that are used in a routine way, if im-
properly handled, can become lethal if
mishandled in being brought back into
this country.

Even more hazardous to the health of
Americans is counterfeit medicines. I
mentioned terrorism, and I do not want
to overstate that, but again, we are
currently working very hard to fight
issues such as bioterrorism. We are
working hard to make sure we are able
to track and regulate contents of
agents that can be used against us. I do
not think we should be moving in the
direction of opening those borders
broadly when I contend it is impos-
sible, or next to impossible, to guar-
antee their safety.

There is one interesting example.
Gentamicin sulfate is a prescription
medicine to treat people with resistant
infections, abdominal infections, and
people who are very ill. Several years
ago, FDA reported that this drug re-
sulted in 17 deaths and 202 serious reac-
tions. This drug is a very powerful
drug, a very good drug, and one of the
best antibiotics out there when used in
a targeted, specific way.

Ultimately, it was no surprise to
later find that the medicines causing
these 17 deaths were being imported
from another country. It was not Can-
ada. It happened to be China. Both the
current and former leaders of the FDA
have made it ultimately clear, really
crystal clear, that they will have a
tough time establishing mechanisms
that are sufficiently elaborate, com-
plex, and detailed enough to ensure
pharmaceuticals coming into this
country from foreign manufacturers
are safe to use.

The underlying amendment purports
to address drug safety by only allowing
U.S.-approved drugs to be reimported
and incorporating a drug testing re-
quirement. Again, it sounds very good,
but let me state up-front—and we can
debate it as the day goes on—end prod-
uct testing, after a drug has traveled
and handled in certain ways, simply is
not adequate. End product testing is
not adequate to demonstrate that a
drug was manufactured in accordance
with U.S.-approved standard and qual-
ity requirements.

Also, testing at the moment of im-
port, at the time it actually comes into
the country, does not ensure the integ-
rity of the drug throughout its shelf
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life once it arrives here. Drugs are fluid
agents. They are agents that can be
adulterated. They can be changed, and,
as I mentioned, their storage is criti-
cally important.

I will close mentioning this whole
danger of counterfeiting drugs because,
again, in this environment post-Sep-
tember 11, it is one we need to look at.
We need to address this issue up-front.
It is the new environment in which we
are working. In that regard, I am hope-
ful we can address this amendment to
make absolutely sure we have safe
drugs for the American people. We need
to make sure that we have not opened
the door at the same time we are put-
ting interest in lowering costs and re-
ducing costs over time, opened the
door, opened our borders, or made them
more porous in a way that ultimately
will hurt the American people.

I yield the floor.

The PRESIDING OFFICER. The Sen-
ator from Massachusetts.

Mr. KENNEDY. How much time re-
mains on each side?

The PRESIDING OFFICER. The Sen-
ator from North Dakota controls 21
minutes; and the Senator from Mis-
sissippi controls 25 minutes.

Mr. DORGAN. Madam President, I
yield 8 minutes to the Senator from
Massachusetts.

The PRESIDING OFFICER. The Sen-
ator from Massachusetts.

Mr. KENNEDY. Madam President, I
thank the Senator from North Dakota
for bringing this matter to the atten-
tion of the Senate. I am very hopeful it
will be accepted in the Senate in a
short time. There are some interesting
underlying facts. What we are finding
now has been referenced during the
course of this debate. The United
States and its taxpayers are sub-
sidizing the world in terms of prescrip-
tion drugs. That happens to be a fact.

The research for brand and generic
drugs is basically now conducted in the
United States. They have moved dra-
matically from Europe over the recent
years. With the doubling of the NIH
budget, much of that is funding basic
research which is essential for the de-
velopment of drugs. So the taxpayer is
paying for the funding of the NIH and
then paying the additional costs at
home. Furthermore, these drugs are a
good deal cheaper outside the United
States.

We are doing for the rest of the world
in the area of prescription drugs what
we are doing for our national security.
We keep the Straits of Malacca open,
the Suez Canal open, and the Panama
Canal open. The great choke points of
the world are free because of the U.S.
Navy and that is the way it is. We wish
that it could be better. There are
things that could be done and should be
done in this area. Nonetheless, that is
the case. That is one issue, if we are
able to have prices that are reasonable
for the American consumer, but we do
not have that. One of the principal ef-
forts of what we are discussing in the
Senate is taking steps to assure those
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families who are in need of prescription
drugs that they are going to have ac-
cess to them.

We have an underlying bill that will
make a very important difference. The
Dorgan amendment, cosponsored by
our Democrat and Republican col-
leagues, can make an important con-
tribution to that as well, and we will
have follow-on amendments.

Rightfully, it has been identified that
safety is a key issue. However, we are
talking about drugs that are FDA ap-
proved and produced in plants that
have FDA inspections. Many of the
safety issues raised in Secretary
Shalala’s letter some years ago in crit-
icism of a much broader amendment by
the Senator from North Dakota have
been addressed in this legislation. The
safety issues that have been addressed
included the counterfeiting, the pro-
liferation of handling, and a wide range
of other issues. They have been ad-
dressed in a very serious and respon-
sible way.

We are doing this against a back-
ground where we are free, thank good-
ness, of examples or incidents where
there has been contamination of drugs
imported from Canada. That has not
been true in terms of Mexico and other
countries, but it certainly has been
true with Canada.

This is a very modest program, but it
is an important one. It is a vital pro-
gram certainly for millions of our citi-
zens who live in or around the northern
tier States. It has caught on because of
the frustration of our fellow citizens.
And it is a legitimate frustration be-
cause of the fact that we in the Con-
gress have not taken steps to assure
that the generic drugs or that brand-
name drugs are going to be sold at a
more reasonable cost. It is out of frus-
tration for that.

I do not hear those supporting this
proposal saying they are in strong sup-
port of the underlying proposal that
will make the availability of drugs less
expensive for the consumer, or other
means as well. It is a question of the
cumulative effect. This is targeted to
Canada, where we have high regard and
respect for their system of handling
these ingredients.

I think the issues which have been
outlined and detailed expressing res-
ervations about this proposal, cer-
tainly with regard to Secretary
Shalala, and to a significant extent
Secretary Thompson, have been ad-
dressed by the Dorgan amendment.
This will be a measured but very con-
structive and important step in assur-
ing that some of our citizens get vi-
tally needed drugs.

As the Senator from North Dakota
has pointed out, the fact is that if peo-
ple are not able to get drugs at all be-
cause they cannot afford them, they
are willing to take some risks to be
able to get them. That is what this is
about. We cannot make the excellent
the enemy of the good.

The opportunity for getting good
quality drugs at reasonable prices will
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make a difference, as the Senator has
pointed out with his examples of indi-
viduals with cancer who otherwise
would not be able to afford any of the
higher-priced drugs. So with all the in-
evitable health hazards that they are
facing, it is either these drugs or no
drugs.

This is a measured step. It is one
that is eminently worthwhile. I com-
mend my colleague for offering it, and
hopefully it will be accepted.

The PRESIDING OFFICER. Who
yields time?

Mr. DORGAN. Madam President, how
much time remains?

The PRESIDING OFFICER. The Sen-
ator from North Dakota has 14%2 min-
utes.

Mr. DORGAN. Do we know with re-
spect to those who are yielding time to
the opponents of this legislation, or at
least yielding time on behalf of Sen-
ator GREGG, whether they will be using
their time at this point?

The PRESIDING OFFICER. The Sen-
ator from Mississippi has 25 minutes.

Mr. COCHRAN. Madam President, we
are happy to abide by the unanimous
consent agreement which calls for a
vote at 2:30. We have an indication that
there are Senators who want to talk. I
will speak on the subject. We already
have had remarks by Senator FRIST on
this subject.

Mr. DORGAN. Madam President, as
the Senator who offered the amend-
ment, I reserve some time to close de-
bate.

I yield 5 minutes to the Senator from
Michigan.

The PRESIDING OFFICER. The Sen-
ator from Michigan.

Ms. STABENOW. Madam President, I
thank my colleague from North Da-
kota, who has worked so hard on this
legislation and has done such a wonder-
ful job of crafting what is a very rea-
sonable and modest approach.

I did want to respond to comments
that had been made a little while ago
to emphasize again that this is a dif-
ferent proposal than was brought be-
fore the Congress before it was passed.
It is limited to Canada where we know
there is a very similar safety regu-
latory structure. We are trading back
and forth. Our manufacturers of pre-
scription drugs go back and forth
across the border all the time. The
only difference is they control the
prices, as opposed to giving consumers
the ability to have lower prices. So this
is a different system. This is a system
that sets up a number of protections,
in fact more protections than we have
in current law.

So this is actually strengthening,
and given the current times that we
are in, that makes sense. It makes
sense to limit this to Canada as a way
to begin this process and see how it
works, and it makes sense to add all
the safety provisions that are put in. It
also makes sense to allow the Sec-
retary of Health and Human Services
to have the power to immediately stop
reimportation if, in fact, there is a
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problem. If there is a safety problem, if
there is a health problem, if there is a
concern at all about counterfeit drugs,
then the Secretary has the ability,
based on the evidence, to be able to
stop this process.

So I believe we have built in a num-
ber of provisions that are very impor-
tant, that are very responsible, and I
believe this plan should go forward.

My colleague from Tennessee also
said that there is no evidence we will
see prices lowered or that we will see
the lower prices passed on. First, I
would absolutely say what we do know.
There is great evidence that in fact our
seniors—in fact everyone—are going to
be paying higher prescription drug
prices every year. We do know that. We
do know in the last year, the brand
name companies raised the prices over
three times the rate of inflation. We do
know that. We do know there is an ex-
plosion in advertising, two and a half
times more in advertising, than re-
search. We know there is in fact an ex-
plosion in prices going on in this coun-
try. We do know that our families are
desperate, that our seniors are des-
perate, and many have drug bills that
are higher than their incomes; families
struggling to help mom and dad, grand-
ma and grandpa.

We do know our small businesses are
struggling to provide health care for
themselves and their employees. We do
know too many workers find them-
selves in a situation where their em-
ployer says: We have to have a pay
freeze in order to be able to afford your
health care benefits.

We know that is predominately be-
cause of the rising prices of prescrip-
tion drugs.

So even if one thinks this is not the
best proposal in the world, it is better
than what is occurring today for Amer-
ican consumers, for American families,
American seniors. I am very confident,
in talking to pharmacists, community
pharmacists, those who are on the
front lines around this country, that
they would welcome the ability to have
a lower cost product brought into their
pharmacies so they can offer it to
American citizens.

They are on the front lines. They see
the senior that walks up, gives the pre-
scription for a 30-day supply of a drug,
and then looks at the bill and comes
back and says: Can I get one week’s
supply or I cannot get this at all. Or
they take it home and they cut the
pills in half. T have known couples who
both needed the same heart medicine.
They buy one and share it. We all know
the stories.

I know that pharmacists in our
neighborhood pharmacies are very
much in support of efforts to bring in
lower priced prescription drugs. One
way to do that is by opening the border
to Canada.

So I would simply rise to, again,
voice strong support and my pleasure
at being a cosponsor of this amend-
ment, having worked on this issue for a
number of years. I urge my colleagues
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to get beyond the scare tactics and to
support us in this reasonable, moderate
effort to add competition and lower
prices for our citizens.

I yield the floor.

The PRESIDING OFFICER. The Sen-
ator from Mississippi.

Mr. COCHRAN. Madam President, as
the designee of Senator GREGG, I yield
myself such time as I may consume.

To refresh the memory of Senators
on this subject and the fact that we
have had this issue before the Senate
on an earlier occasion, 2 years ago dur-
ing the consideration of the annual ap-
propriations bill for the Department of
Agriculture and the Food and Drug Ad-
ministration and related agencies, the
Senator from Vermont, Mr. JEFFORDS,
offered a similar amendment to allow
drug reimportation. These were pre-
scription drug reimportation rights.

Senator KOHL, who was the ranking
Democrat at the time on the appropria-
tions subcommittee, and I, serving as
chairman, offered an amendment to
that amendment which required a find-
ing by the Secretary of Health and
Human Services that the implementa-
tion of that amendment would not in-
crease risk to public health and safety
and that it would result in a reduction
in the cost of products to consumers.

This language was modified slightly
in conference with the House. The word
“demonstrate’” was substituted for the
word ‘‘certified,” but in all other re-
spects the amendment survived con-
ference and was a part of the law.

Subsequent to that, Secretary
Shalala, who was serving as the Sec-
retary of Health and Human Services
in the Clinton administration, wrote a
letter to President Clinton describing
her views about whether the Depart-
ment could demonstrate, as required
by the law, that the reimportation
rights would not cause any failure of
safety standards and that it would re-
duce the costs of prescription drugs to
those who reimported them.

Her letter suggested that she could
not make such a demonstration; she
could not meet the requirements of the
law and certify that.

Then at some point Senator KOHL be-
came chairman of the subcommittee,
and we thought we would be confronted
in the next Congress with the same
amendment. So we had a meeting in
his office with FDA officials, Depart-
ment of HHS officials, and others, to
discuss the views of the administration
on this subject. We had a new adminis-
tration come to town. Secretary
Thompson was in the meeting.

I was impressed and surprised at how
much counterfeiting of drugs goes on;
that countries manufacture and label
and package drugs all over the world to
look exactly like the drugs, some of
which are off-the-shelf medications in
our drugstores throughout our country;
others are prescription drugs you can
buy only if you have a prescription
from a physician. They showed us par-
cel after parcel, illustration after illus-
tration, of how much of this is going on
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around the world. They cautioned we
should be very careful about accepting
any language that would make it easi-
er for the counterfeiters and for those
who would want to do harm and bring
such drugs into the country because
there is no guarantee of their safety or
efficacy, or that the strength stated on
the package is really what is on the in-
side.

By looking at the drugs or the med-
ical devices, one could not tell the dif-
ference. I could not tell the difference.
No one could tell the difference to de-
cide whether this was safe or without a
chemical analysis.

The point of the story was, we were
prepared to insist upon the same lan-
guage in the appropriations bill that
we had gotten the Senate to approve
unanimously the year before, 96 to 0.
They voted on the language that would
make sure we would not be doing any-
thing that would affect safety and that
we really would be doing something to
help reduce the cost of prescription
drugs to America. But no amendment
was offered.

I say that now by way of background
and also to suggest to the Senate, after
we vote on the Dorgan amendment,
which says if you are going to permit
reimportation and you find there is
counterfeiting going on, you can sus-
pend it. That is what this amendment
says. OK, that is harmless enough.
Let’s approve that when we vote at 2:30
on a regular vote. We agreed to accept
this amendment by voice vote, but
there will be a recorded vote. I will
vote for it. Sure, they ought to be able
to suspend reimportation if they find it
to be counterfeit. But guess what.
There is counterfeiting and they will
find it. It is no big secret.

This amendment is meaningless.
What we will need to do after we adopt
the Dorgan amendment at 2:30, under
the agreement I will offer the same
amendment. We will say that the Sec-
retary of Health and Human Services
must be able to certify that this will
not adversely affect safety or be a
threat to U.S. consumers, and it will
result in cost savings. I want the Sen-
ator to know we will have an oppor-
tunity at that time to consider another
amendment to this proposal which I
hope the Senate will also adopt, as it
has in the past, by unanimous vote.

I yield to the distinguished Senator
from Utah.

Mr. HATCH. I thank my colleague.

Almost 2 years ago today, we visited
the issue of whether to allow importa-
tion of prescription drugs from other
countries. The Senate has before it
today The Prescription Drug Price Par-
ity for Americans Act, designed to per-
mit the commercial importation of
prescription drugs from Canada and to
permit personal importation of pre-
scription drugs from any country.

S. 2244 is intended to modify the Med-
icine Equity and Drug Safety Act of
2000, MEDSA, attempts both to address
the safety concerns voiced by FDA,
DEA, U.S. Customs, Secretary of HHS,
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and others and also expand the per-
sonal importation exemption contained
in current law.

As I will explain, reimportation was
not a good idea then, and it is an abso-
lutely terrible idea today, especially
after 9/11.

The high cost of pharmaceuticals in
indeed one of the most difficult mat-
ters facing our society today. We face a
harsh reality: At a time when sci-
entists are able to offer an unbeliev-
able new array of medication,
diagnostics, and vaccines, many Ameri-
cans are encountering difficulties in af-
fording these state-of-the-art and often
cost therapeutics.

We have all heard stories of Ameri-
cans going across the borders to Mex-
ico and Canada to purchase cheaper
drugs. This type of activity is also in-
creasing over the Internet.

It may appear that the solution is
simply to allow the importation of pre-
scription drugs into our country. While
I do not question the good intentions of
those who believe this is the correct so-
lution, we all must be aware of the dis-
turbing, lasting unintended and nega-
tive consequences this proposal would
have.

It have not possible to assure safety
of reimported pharmaceuticals 2 years
ago. Sadly, it is even more difficult to
do so today.

We are facing an unprecedented time
in history. I need not point out to my
colleagues the challenges this country
is already facing in our war on ter-
rorism. Allowing drug reimportation is
only going to further threaten our safe-
ty and inundate our law enforcement
and regulatory agencies.

As always, there are many issues at
play in this debate. But, the number
one fundamental issue at stake here is
the safety of the American people.

Assuring the American public that
these imported drugs are safe and ef-
fective and unadulterated is next to
impossible, especially now, in the
midst of a war on terror. I worry that
a day will come when either an under-
potent or over-potent or adulterated,
either intentionally or unintention-
ally, batch of imported drugs will cause
injury and even death.

Yes, we can have certifications and
regulations and foreign inspections and
every other policing mechanism you
can think of, but the fact remains we
cannot police everyone around the
world.

With this bill, we are opening a door
that Congress prudently closed in 1988
when it enacted the Prescription Drug
Marketing Act.

Let me give you a little background
regarding the history of drug importa-
tion law.

During the 1980s, the House Energy
and Commerce Committee conducted a
lengthy investigation into the foreign
drug market that ultimately led to en-
actment of the Prescription Drug Mar-
keting Act legislation—PDMA.

This bill was enacted after our nation
experienced a series of serious adverse
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events due to improperly stored, han-
dled, and transported imported drugs.
There were serious threats to public
health and safety. That investigation
discovered, among other things, that
permitting reimportation of American
drugs ‘‘prevents effective control or
even routine knowledge of the true
sources of merchandise in a significant
number of cases.” As a result, the
House Committee found that ‘“‘pharma-
ceuticals which have been mislabeled,
misbranded, improperly stored or
shipped, have exceeded their expiration
dates, or are bald counterfeits, are in-
jected into the national distribution
system for ultimate sale to con-
sumers”. It was determined that we
could not prevent the introduction of
substandard, ineffective, or even coun-
terfeit pharmaceuticals.

The PDMA was necessary to elimi-
nate health and safety problems before
serious injury to consumers could
occur. the Committee report was clear
on why the PDMA was needed:

“[R]eimported pharmaceuticals
threaten the public health in two ways.
First, foreign counterfeits, falsely de-
scribed as reimported U.S. produced
drugs, have entered the distribution
system. Second, proper storage and
handling of legitimate pharmaceuticals
cannot be guaranteed by U.S. law once
the drugs have left the boundaries of
the United States.”

Now we place a high premium on our
citizens receiving safe and effective
products, free from adulteration and
misbranding. The Dorgan bill, could
unravel the protection that the PDMA
provides us.

Dating from the 1906 Pure Food and
Drugs Act, through the 1938 Federal
Food, Drug and Cosmetic Act, the 1962
efficacy amendments written by the
Senate Judiciary committee, and the
1988 Prescription Drug Marketing Act,
our Nation has devised a regulatory
system that painstakingly ensures
drug products will be carefully con-
trolled and monitored all the way from
the manufacturer to the patient’s bed-
side.

Under the current Federal Food,
Drug, and Cosmetic Act, FDCA, it is
unlawful for anyone to introduce into
interstate commerce a new drug that is
not covered by an approved New Drug
Application, NDA, or Abbreviated New
Drug Application, ANDA. When a prod-
uct is introduced into interstate com-
merce that does not comply with an
approved application, it is considered
an unapproved new drug in violation of
section 505 of the FDCA. It is also mis-
branded under section 502. These basic
rules cover importations, since import-
ing is a form of introducing a drug into
interstate commerce. Under FDCA, a
drug that is manufactured in the US
pursuant to an approved NDA and
shipped to another country may not be
reimported into the US by anyone
other than the original manufacturer.

The provision restricting the right to
reimport US drugs to the original man-
ufacturer was designed to ensure that
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only the party that can truly vouch for
the purity of the drug is allowed to
bring that medicine back into the
country. The prohibition on reimporta-
tion of products previously manufac-
tured in the US and exported abroad
was added to the law in 1988 to guard
against the entry of counterfeit and
adulterated products into this country.

On the issue of importing drugs for
personal use, FDA has had a ‘‘personal
importation’” policy since the mid
1980s, which permits the importation of
an unapproved new drug for personal
use, meaning the individual may im-
port no more than a 90 day supply, in
certain situations.

It was intended solely to allow unap-
proved medications into the US for
compassionate use. But over the years,
there has been a tremendous increase
in volume and FDA has recently taken
the position that the personal importa-
tion policy has outgrown its usefulness
and now presents a threat to public
health.

In a letter to Congress, FDA reported
that the personal importation policy
““is difficult to implement . . . due in
part to the enormous volume of drugs
being imported for personal use and the
difficulty faced by FDA inspectors, or
even health practitioners, in identi-
fying a medicine by its appearance’’.
FDA lacks the ability to adequately
monitory the enormous volume of
mail-order pharmaceuticals.

The FDA has therefore proposed to
the Department of Health and Human
Services that it eliminate its personal
use policy for mail imports. The Dor-
gan bill proposes to expand personal
importation at a time when the FDA is
telling us that it can’t handle this and
wants us to stop this policy.

In 2002, Medicine Equity and Drug
Safety Act—MEDSA—included a provi-
sion that allowed an importer or
wholesaler—in addition to the original
manufacturer—to reimport US-manu-
factured drugs into the United States.
But this provision would become effec-
tive only if the Secretary of HHS dem-
onstrated to Congress that its imple-
mentation would impose no additional
risk to the public’s health and safety
and that it would result in a signifi-
cant reduction to the cost of covered
products to the American consumer.

In December 2000, HHS Secretary
Donna Shalala said she could not make
this determination, citing flaws in the
legislation that could ‘“‘undermine the
potential for cost savings associate
with” prescription drug reimportation
and that prescription drug reimporta-
tion ‘‘could pose unnecessary public
health risks’’.

In July 2001, HHS Secretary Tommy
Thompson also declined to make this
demonstration on the premise that the
safety of prescription drugs could not
be adequately guaranteed if reimporta-
tion were permitted under its provi-
sions.

So we have certifications by the top
health officials of both the Clinton and
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Bush administrations that reimporta-
tion is inherently unsafe. Are we will-
ing to say, that it is safer today to im-
port drugs by mail and other avenues
and that we can do a better job ensur-
ing the safety of these imported drugs?
Especially after the tragic events we
have been through?

The Dorgan bill, S. 2244, is a modified
version of MEDSA. A review of S. 2244
will show that the new language is not
significantly different from the
MEDSA provisions that Secretary
Shalala and Secretary Thompson re-
jected. Senator DORGAN, the sponsor of
the bill, has stated that it is very simi-
lar to MEDSA.

Although the modifications in S. 2244
are intended to address original con-
cerns inherent in MEDSA, they fall
short of providing these safeguards—
safeguards which are nearly impossible
to implement. The new bill suffers
from the same flaws as did MEDSA.

For example, S. 2244 is limited osten-
sibly to drugs imported from Canada.
In fact, however, a drug could be im-
ported from anywhere in the world
under this bill, as long as it entered the
U.S. through Canada.

There is no effective way under this
bill to prevent the transshipment of
drugs—Ilegitimate or not—from other
countries into Canada and then into
the U.S. This would permit the entry of
drugs that have been manufactured,
stored, shipped, and handled anywhere
in the world—in unsanitary conditions,
unregulated conditions—and drugs that
have become adulterated and even
toxic.

At a September 2001 hearing before
the Senate Consumer Affairs, Foreign
Commerce, and Tourism Sub-
committee, FDA’s Senior Associate
Commissioner for Policy, Planning,
and Legislation, Bill Hubbard, warned
of this very risk. Mr. Hubbard stated,
“HEven if the Canadian system is every
bit as good as ours, and I don’t know
whether it is or not . . . the Canadian
system is open to wvulnerabilities by
people who will try to enter the U.S.
market again because that’s where the
money is.”

To give another example, S. 2244 dif-
fers from MEDSA insofar as it would
require manufacturers to allow import-
ers to use their FDA-approved U.S. la-
beling free of charge. This could lead to
an influx of misbranded products into
the U.S., as importers paste FDA-ap-
proved labeling onto products from
other parts of the world.

These drugs would be seen as an
FDA-approved product manufactured
and sold by a U.S. manufacturer—but
could easily be a different product—a
drug that could have deteriorated, or
been contained, subpotent, or toxic.
The products would be indistinguish-
able to a consumer in a local phar-
macy, to a health professional, and
even to the FDA. Consumers would be
deceived by this practice, thinking the
U.S. manufacturer had vouched for the
purity, safety, and effectiveness of the
product when in fact the manufacturer
could not and had not.
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Our top health care financing official
has concerns as well. In March 2002, the
Administrator of the Centers for Medi-
care and Medicaid Services—CMS—told
the Senate Finance Committee that
CMS opposes the reimportation of pre-
scription drugs into the U.S. “We have
opposed it,”” he stated. ‘“There is no
way for FDA to monitor and regulate
drugs coming in from Canada, Mexico,
or other countries.”

The Dorgan bill also permits a sig-
nificantly lower standard for person-
ally imported drugs than applies to do-
mestic drugs. The Dorgan bill could
also open up a loophole in the FDCA
for unscrupulous commercial import-
ers. It permits FDA to issue regula-
tions permitting individuals to re-
import prescriptions not only in their
personal luggage but also through the
mail or other delivery services.

We all know there is no way for FDA
to limit mail order shipments to per-
sonal use. A commercial importer
could simply divide its shipments into
90-day quantities and mail them sepa-
rately, taking advantage of the per-
sonal use policy to introduce counter-
feit products into the stream of U.S.
commerce. This would overwhelm the
ability of FDA and Customs to process
the millions of incoming packages.
Many of the criticisms of MEDSA—
voiced by FDA, DEA, and others—
apply equally to the new Dorgan Bill.

Many senior officials in various agen-
cies, including FDA, TU.S. Customs
Service, the DEA, the Secretary of
HHS warned of the difficulty in ensur-
ing the purity and safety of reimported
drugs.

Let’s hear again what the experts
have to say about reimportation.

William Hubbard, FDA Senior Asso-
ciate Commissioner for Policy, Plan-
ning and Legislation, June 7, 2001:

We are very concerned that a system, if de-
signed to be a different system than the cur-
rent system, poses risks and we cannot be as-
sured that we could successfully implement
such a system and bring in safe drugs be-
cause we do not have the same level of con-
fidence about where it was manufactured,
and how it was manufactured, and by whom
it was manufactured, that we have under the
current system.

Elizabeth Durant, Executive Direc-
tor, Trade Programs, U.S. Customs
Service, June 7, 2001:

You can see the kinds of drugs that come
through the mail. They are not even in bot-
tles many times, just loose in paper. We have
counterfeit drugs. We have gray-market
drugs. We have prohibited drugs and we have
unapproved drugs. And this is a situation
that is pretty much replicated around the
country.

We live in a very different world now
after 9/11—a more dangerous, less cer-
tain world. We must question the safe-
ty of reimportation of prescription
drugs even more than ever.

As Secretary Thompson cautioned on
June 9, 2002:

Opening our borders to reimported drugs
potentially could increase the flow of coun-
terfeit drugs, cheap foreign copies of FDA-
approved drugs, expired and contaminated
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drugs, and drugs stored under inappropriate
and unsafe conditions. In light of the an-
thrax attacks of last fall, that’s a risk we
simply cannot take.

That’s the Secretary of Health and
Human Services warning us.

Here’s another quote from William
Hubbard, FDA Senior Associate Com-
missioner for Policy, Planning and
Legislation, July 9, 2002:

The cheaper drugs are there. We just have
no way to say to a given consumer, ‘‘You
have gotten a product that will help—will
save your life,” and we fear that many peo-
ple will get a bad product that will hurt
them.

We invest lots of money and re-
sources in the United States to ensure
that medications and other thera-
peutics are made and distributed at the
highest quality and standards. Our
agencies, while not perfect, have a re-
markable record of protecting the pub-
lic from contaminated, ineffective, and
unsafe drugs.

We cannot guarantee an acceptable
level of quality and safety with re-im-
ported drugs. We can’t sacrifice quality
and safety in the hopes of getting
cheaper medications. What’s the use of
cheap drugs if they can potentially do
a great deal of harm and threaten the
public’s safety?

Reestablishing a system  where
wholesalers and pharmacists may im-
port prescription pharmaceuticals
through Canada to the U.S. would
recreate the public health risk of coun-
terfeit, unsafe, and adulterated drugs
that Congress sought to eliminate in
the late 1980s with the Prescription
Drug Marketing Act.

Even if we put aside these very real
safety concerns, the idea that the Dor-
gan bill can achieve the goal of bring-
ing cheaper drug products to US con-
sumers is unlikely.

This bill requires drug manufacturers
to disseminate their drug formulations
to potentially thousands of pharmacies
and wholesalers. This information, cur-
rently protected under patent laws,
could be worth millions of dollars per
drug, on the black market. Unscrupu-
lous individuals could obtain drug for-
mulations and learn how to make their
fake drugs look real and survive chem-
ical analysis.

Allowing individuals to pirate the
hard work and innovation of American
drug companies to produce so called
“‘gray market’” products, counterfeit
products, is no way to ensure that
Americans have access to the latest
pharmaceuticals in the long-run be-
cause they simply will not exist if we
do not protect the work of our private
sector companies.

While there is a clear and obvious
health danger in a contaminated, pirat-
ed product, there is also great det-
riment to the American public if the
unscrupulous are allowed to reimport
America’s inventions back into Amer-
ica without compensating the inventor.
Few will be willing to invest the up-
front capital—hundreds of millions of
dollars—to develop a drug if another
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party can make and sell the drug while
it is under patent protection.

It takes an average of 15 years and a
half a billion dollars to create one of
the blockbuster drugs. So we have to
be careful. We must be able to continue
to attract the private sector invest-
ment into committing to the research
and development that has made the
American drug development pipeline so
successful. We jeopardize this with re-
importation of drugs.

We can’t just do what appears on the
surface to be good but, in essence,
could Kkill people and undermine our
fundamental system of encouraging in-
novation and rewarding hard work.

How successful is pharmaceutical in-
novation in Canada? They have price
controls, and nobody is going to invest
the money into developing these life-
saving and cost-saving drugs over the
long run in those countries with price
controls.

This is another step toward price
controls that will weaken one of the
most important industries in America
at a time when we just mapped the
human genome, and we are at the point
where we can actually create more life-
saving medicines.

When the value of American inven-
tions is stolen, it is American inven-
tors and American consumers who suf-
fer. The United States cannot and
should not allow free riders around the
world essentially to force the American
public to underwrite a disproportionate
amount of the research and develop-
ment that results in the next break-
through product. On the surface it
seems there’s no harm if drugs ob-
tained from outside the United States
at prices lower than U.S. prices can be
resold in the U.S.; presumably this
could lower prevailing U.S. prices. But
great harm can come from this. I can
say that where nations impose price
controls, the research and development
we count on to bring us miracle cures
is jeopardized.

How can we guarantee that foreign
government price controllers will not
set an artificially low price on some
new badly-needed Alzheimer’s or Par-
kinson’s or Lupus drug? We can be sure
that this will have the unintended, but
real, effect of convincing company offi-
cials to forgo research on this new
class of drugs for fear that, in conjunc-
tion with the new liberal re-import pol-
icy, they will not be able to recoup
their investment?

Let’s stop the free riders and cheap
riders overseas while American citizens
are paying the full freight of R&D.
Look, I understand the appeal of bring-
ing goods sold cheaper abroad back to
the United States at presumable sav-
ings to U.S. citizens. Yet, the amend-
ment provides no guarantee that those
wholesalers and pharmacists importing
the products would pass their savings
on to the consumer. And so, at best,
with this bill we could be trading pub-
lic safety for middleman profits.

We would also incur far more costs
policing this endeavor. The cost of im-

CONGRESSIONAL RECORD — SENATE

plementing the Dorgan bill would re-
quire very substantial resources at a
time when we are stretching our fund-
ing to HHS and other federal depart-
ments to prevent future terrorist inci-
dents.

We have to find a way around this
drug access problem in this country
without creating a public health haz-
ard and ‘‘gray market’’.

We will be importing not just drugs
but some other government’s question-
able safety standards and price con-
trols into U.S. market dynamics.

In our valid and justified quest to
help make drugs more affordable to the
American public, we would be mindful
not to unwittingly impede innovation.

Even the Dean of the House, Rep-
resentative JOHN DINGELL of Michigan
did not support similar legislation in
the past when the House Energy and
Commerce Committee issued a report
that concluded that ‘‘the very exist-
ence of a market for reimported goods
provides the perfect cover for foreign
counterfeits.”

The concerns are relevant to the Dor-
gan bill that we are considering today.

In our haste to bring cheaper drugs
to seniors and other needy Americans—
an important and laudable goal—we
risk making changes to key health and
safety laws and changes in our innova-
tive pharmaceutical industry that no
one can afford. We must bring safe, ef-
fective drugs to Americans, and par-
ticularly seniors, through avenues such
as the Tripartisan Medicare Bill.

We need to focus our efforts on pass-
ing a Medicare prescription drug ben-
efit bill. We should not pass another
feel-good drug reimportation bill be-
fore the election that we already know
today will not and cannot be imple-
mented after the election.

—————
UNANIMOUS-CONSENT AGREEMENT

Mr. REID. Mr. President, I ask unan-
imous consent that at a time to be de-
termined by the majority leader, fol-
lowing consultation with the Repub-
lican leader, the Senate may proceed
to the consideration of Calendar No.
486, H.R. 5011, the Military Construc-
tion Appropriations bill; and that it be
considered under the following limita-
tions; that immediately after the bill is
reported all after the enacting clause
be stricken and the text of Calendar
No. 479, S. 2709, the Senate committee-
reported bill be inserted in lieu thereof;
that debate time on the bill and sub-
stitute amendment be limited to a
total of 45 minutes; with an additional
20 minutes under the control of Sen-
ator MCcCAIN; that the only other
amendment in order be an amendment
offered by Senators FEINSTEIN-
HUTCHISON, which is at the desk; with
debate limited to 10 minutes on the
Feinstein-Hutchison amendment; that
upon the use or yielding back of time
on the amendment, without further in-
tervening action or debate, the Senate
proceed to vote on adoption of the
amendment; that all debate time, not
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already identified in this agreement, be
equally divided and controlled between
the chair and ranking member of the
subcommittee or their designee; that
upon disposition of the Feinstein-
Hutchison amendment, and the use or
yielding back of all time, the sub-
stitute amendment, as amended, be
agreed to; the bill, as amended, be read
three times, that Section 303 of the
Congressional Budget Act be consid-
ered waived; and the Senate then vote
on passage of the bill; that upon pas-
sage of the bill; the Senate insist on its
amendment, request a conference with
the House on the disagreeing votes of
the two Houses; and that the chair be
authorized to appoint conferees on the
part of the Senate, without further in-
tervening action or debate.

The PRESIDING OFFICER. Is there
objection?

Without objection, it is so ordered.

GREATER ACCESS TO AFFORD-
ABLE PHARMACEUTICALS ACT
OF 2001—Continued

The PRESIDING OFFICER (Mr. CAR-
PER). The Senator from Mississippi.

Mr. COCHRAN. Mr. President, under
the designation of the Senator from
New Hampshire, I yield to the distin-
guished Senator from Louisiana, Mr.
BREAUX.

The PRESIDING OFFICER. The Sen-
ator from Louisiana is recognized.

Mr. BREAUX. Thank you very much.

I thank the distinguished Senator
from Mississippi who I think is pre-
paring an amendment which will be of-
fered later on in the debate on the
whole question of importation of drugs,
which in essence is the same amend-
ment that 97 Senators voted for the
last time we addressed this issue on the
question of importation of drugs.

Let me mention, to start with, that I
think the topic of the debate on how
we can provide prescription drugs for
all of our Nation’s seniors is really the
challenge that is before the Senate. We
can get waylaid, or delayed, or side-
tracked by saying we are going to fix
the problem by opening our borders to
imported drugs coming from foreign
countries or from Canada. That is
something we need to discuss. But it is
certainly not, by any stretch of the
imagination, going to solve the prob-
lem of prescription drugs for seniors
until we come up with a comprehen-
sive, across-the-board Medicare pack-
age that can guarantee insurance cov-
erage for prescription drugs just as
every Member of the Senate has when
we buy prescription drugs. That is the
type of plan we have. People compete
for the right to sell us those drugs. We
have a choice between the plans that
best can serve our families’ needs at
the best possible price.

That is the type of system on which
I think we should be working and, in
fact, on which we are spending a great
deal of time.

With regard to the specific issue be-
fore this body at the current time—the
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