S6906

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-
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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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question of importation of prescription
drugs from our neighbors to the north
in the country of Canada—the concern
I have with that is guaranteeing, be-
fore you allow these drugs to come into
this country, that they are going to be
just as safe and just as real as the
drugs we buy in this country which are
certified by the FDA and tracked from
the manufacturer all the way to the
pharmacist and to the customer.

We had hearings just a week ago in
the Senate Aging Committee where we
discussed the issue of counterfeit
drugs. We had U.S. Customs come in,
we had the FDA Administrator come
in, and give us information from their
perspective about imported drugs com-
ing from Canada or from other foreign
countries. Here are some statements
from the FDA about the issue of im-
ported drugs.

It is not just a question of whether
they are cheaper. Of course, they could
be cheaper. I can get open heart sur-
gery in Juarez, Mexico, a lot cheaper
than I can get it at the Houston Med-
ical Center. The question is, Is that the
type of open heart surgery I want? The
answer, from my perspective—and I
think most Americans—is that it is
not. I want it to be not just the cheap-
est price, I also want the best service.

The issue is not where you can get
the cheapest drugs but where you can
get drugs that are also affordable and
are also the real thing.

It is estimated that about 8 percent
of the drugs coming into the United
States right now are counterfeit, and
the projection is, if you open up the
borders, that amount will increase
greatly.

Here is what the FDA said when tes-
tifying before the Senate Aging Com-
mittee:

For those who buy drugs overseas, we have
been consistently saying that you are really
taking a great risk. You certainly risk your
pocketbook, but you may be risking your
health, and you may even be risking your
life.

FDA also said:

Unapproved drugs and reimported approved
medications may be contaminated, sub-
potent, superpotent, or counterfeit.

The final thing they said, which I
think is significant because the argu-
ment is this is from Canada, and they
are our friend, they are a democracy
and not a third-world country, and it is
all right to do it from Canada; we are
not going to let you do it from Ban-
gladesh, they said in our hearing:

Throwing the door open to drugs purchased
by individuals directly from Canadian sellers
will encourage unscrupulous individuals to
devise schemes using Canada as a trans-
shipment point for dangerous products from
all points around the globe.

It is not just going to be drugs manu-
factured in Canada that can penetrate
our border under an importation policy
but drugs manufactured in Colombia,
manufactured in Bangladesh, and man-
ufactured in some very unsettled parts
of the world that can be transshipped
through Canada and come into the
United States.
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Here is an example. I have a lot of ex-
amples. Some of our colleagues have
held up two bottles and said: This bot-
tle cost $350 in America, and this bottle
of the same stuff cost $20 in Canada.
That is fine, if it is the same stuff. The
problem is when it is not the same
stuff.

Here is an example of a product that
is supposed to be an anti-inflammatory
drug. This is great. This is a prescrip-
tion drug. In this particular case, they
took a white powder. They stamped the
name of the product into the little
bitty pills. You can’t tell the difference
in the pills. They put it in a Dblister
pack and sold it as the drug Ponstan.
The only problem is that it sure looks
like Ponstan. The package looks like
Ponstan. It has every word on it that
the real thing has, and the dosage is
the same in fine print. The pill is ex-
actly the same. It has the name
Ponstan stamped into it.

Here is what is really in it. When you
analyze it, the yellow powder which
they put in it, instead of being the real
thing, ended up being stuff that could
do grave damage. This happens to be
boric acid, floor wax, and yellow, lead-
ed highway paint. That is a heck of a
thing to be able to do. Is this cheaper
than the real stuff? Oh, yes, it is a lot
cheaper. But I don’t want to take a pill
that says it is the real thing but is yel-
low, leaded highway paint which they
pressed into these packages and sold.

Can they sell it a lot cheaper? Yes. 1
can sell it for 2 cents a pill. I don’t care
what I sell it for because it does not
cost much to make yellow, leaded high-
way paint and sell it as a pill and take
it across the border.

It is my understanding, in reading
the legislation and amendment before
this body, that you can immediately
suspend importation, but after the
fact, after they have exhibited a pat-
tern of importation of drugs ‘‘that is
counterfeit or in violation of [these]
requirement[s] . .. or poses an addi-
tional risk to the public health.” After
we determine that it is being done,
then you can stop it from being done.

Isn’t it better to have to have that
certification up front before we allow
them to start bringing things over the
border that may be real or may not be
real; may be half real and half not real?
Shouldn’t we establish what the rules
are before we let them in?

The Senate has discussed and debated
that issue. And by a unanimous vote,
every single one of us who voted on
this issue before supported the Cochran
amendment, 97 to 0, that said, before
we can allow it to start coming in, we
have to have a system in place that is
guaranteed by our Food and Drug Ad-
ministration that it is coming in and it
is not counterfeited; it is safe; we have
tracked the manufacturer and we know
how they make it, what they are doing,
and what is in the little packets of
pills.

The legislation before the com-
mittee, I fear, now says that only after
our Government determines that there
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is a pattern of counterfeiting or a pat-
tern of bringing in drugs that pose a
risk to the human health—then, and
only then, can we suspend their oper-
ations.

Don’t do it after the horse is already
out of the barn. You have to stop it be-
fore it starts. How many people are
going to have to take yellow, leaded
highway paint before they can show
there is a pattern of doing this in order
to come in with a suspension of these
importations? Do we have to have five
people—to create a pattern—get sick
from taking yellow, leaded highway
paint? Do we have to have 100? I would
not want to be 1 of the 100, if that is
the establishment of what we have to
do before we can suspend their oper-
ations.

It is far superior to take the ap-
proach: Yes, we will let you bring in
imported drugs from Canada, but only
if there is established, prior to the time
it starts, a guarantee that these drugs
can be brought in and are not counter-
feit and are not harmful to your human
health and are, in fact, not yellow,
leaded highway paint.

Mr. DURBIN. Will the Senator yield
for a question?

Mr. BREAUX. I am happy to.

Mr. DURBIN. Can the Senator tell
me, in this particular instance, was
this drug imported from Canada?

Mr. BREAUX. I am not sure where it
was from.

The point I make is, Canada is our
good friend, a civilized society, with
high-quality manufacturers. But what
Food and Drug says about Canada is
the following:

Throwing the door open to drugs pur-
chased by individuals directly from Ca-
nadian sellers will encourage unscrupu-
lous individuals to devise schemes
using Canada as a transshipment point
for dangerous products from all points
around the globe.

The PRESIDING OFFICER. The time
of the Senator from Mississippi has ex-
pired.

Ms. COLLINS. Mr. President, I rise in
support of the amendment offered by
my colleague from North Dakota, Sen-
ator DORGAN, to allow for the re-
importation of prescription drugs from
Canada by pharmacists and whole-
salers.

The United States leads the world in
the discovery, development and manu-
facture of cutting-edge pharma-
ceuticals. Yet too many citizens who
live in Maine and elsewhere must trav-
el over the broader to Canada to buy
the prescription drugs that they need
to stay healthy for much lower prices
than they would pay at their neighbor-
hood drug store.

It is well documented that the aver-
age price of prescription drugs is much
lower in Canada than in the United
States, with the price of some drugs in
Maine being twice that of the same
drugs that are available only a few
miles away in a Canadian drug store.

It simply does not seem fair that
American consumers are footing the
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bill for the remarkable, yet costly, ad-
vancements in pharmaceutical re-
search and development, while our
neighbors across the border receive
these medications at substantially
lower prices.

That is why I cosponsored legislation
in the last Congress, the Medicine Eq-
uity and Drug Safety Act, to allow
American consumers to benefit from
international price competition on pre-
scription drugs by permitting FDA-ap-
proved medicines made in FDA-ap-
proved facilities to be re-imported into
this country. A modified version of
that bill was signed into law last Octo-
ber, and I am extremely disappointed
that the Department of Health and
Human Services continues to refuse to
implement the law.

I am therefore pleased to cosponsor
this amendment, which will allow
American consumers to benefit from
international price competition in two
ways:

First, it allows U.S. licensed phar-
macists and drug wholesalers to import
FDA-approved medications from Can-
ada, which has a drug approval and dis-
tribution system comparable to ours.

Second, the amendment codifies ex-
isting U.S. Customs’ practices that
allow Americans to bring limited sup-
plies of prescription drugs into this
country from Canada for their personal
use. That way, consumers who follow
the rules won’t have to worry that
their medicines will be confiscated at
the border.

While this amendment is a step in
the right direction, it is not the solu-
tion to the prescription drug problem
in the United States. I believe that our
top priority should be to strengthen
Medicare and include a prescription
drug benefit, and I look forward to
working on a bipartisan basis with my
colleagues to give all Americans better
access to affordable prescription drugs.

Mr. DORGAN. Mr. President, how
much time remains for both sides.

The PRESIDING OFFICER. The Sen-
ator from North Dakota controls 7%
minutes.

Mr. DORGAN. Is that total time?

The PRESIDING OFFICER. Total
time.

Mr. DORGAN. I yield 3 minutes to
the Senator from Vermont.

The PRESIDING OFFICER. The Sen-
ator is recognized for 3 minutes.

Mr. JEFFORDS. Mr. President, it is
not often I disagree with my good
friend from Louisiana, but when you
come from a northern State such as
Vermont, and when you see what is
happening, and you are buying a drug
from a drugstore, which is certified
under Canadian law, which is just as
strong as ours, and you can pay half
the price for it—to say you cannot go
across the border to do that just does
not make any common sense.

The real threat as far as drugs com-
ing into this country, because of the
disproportionate pricing, is the utiliza-
tion of the Internet. That is where the
problems are. On the Internet there is
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no checking, and you can order your
drugs over the Internet. That is where
you ought to look to try to prevent
sales coming into this country. And
that is wide open now.

When I was chairman of the com-
mittee that put together the pharma-
ceutical bill, we worked carefully with
the FDA to make sure that when this
bill passed, it gave them authority for
sales across the border, and that they
would have full authority to make sure
that any sales are stopped that should
not be allowed under the law. So I
think the statements that are being
made now just do not fit the reality of
the situation.

To deny our people the ability to pur-
chase these drugs, under a safely de-
signed plan, which the FDA has the au-
thority to approve, to make sure there
is no counterfeiting or unlawful sales—
it is just without merit to say that we
need the protection there. It is there.
We did that before. We passed it by a
large vote, I believe, and put it into
law. But the Secretary had authority
not to let it go forward. And under the
previous administration, that hap-
pened.

So what we should do now is pass this
bill to allow our people the opportunity
to get good pharmaceuticals that are
not overpriced, which are safe and
available. I think all the comments to
the contrary are missing the point and
missing the bill.

This amendment will allow phar-
macists and wholesalers to import safe,
U.S.-made, FDA-approved lower-cost
prescription drugs from our neighbor
to the north—Canada. This amendment
will do nothing to undermine the gold
standard of safety in this country be-
cause our northern friends have vir-
tually the same standards. What this
amendment will do is rein in the plat-
inum standard we have for prices we
pay for our medicines.

Prescription drugs have revolution-
ized the treatment of certain diseases,
but they are only effective if patients
have access to the medicines that their
doctors prescribe. The best medicines
in the world will not help a person who
cannot afford them.

Americans pay by far the highest
prices in the world for prescription
drugs, and for many the prices is just
too high. What’s worse is that those
Americans who can least afford it are
the ones paying the highest prices.
Americans who don’t have health in-
surance that covers drugs are forced to
pay the ‘‘sticker price” off the phar-
macist’s shelf.

It is sad that during a time when the
United States is experiencing economic
problems and higher unemployment it
is becoming more common to hear of
patients who cut pills in half, or skip
dosages in order to make prescriptions
last longer, because they can’t afford
the refill.

This is not about the Medicare ben-
efit that we will also have an oppor-
tunity to debate later. But this too is a
tripartisan effort. And, it is equally
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important because this will effect all
Americans—not just our Medicare sen-
iors. The question that we must ask is,
can we put politics aside and work in a
nonpartisan manner to deal with this
national crisis? I say we must. And I
am hopeful that today we can.

This amendment is based on legisla-
tion I introduced in the last Congress,
the Medicine Equity and Drug Safety
Act. Then, as now, we were joined by
my friends Senators DORGAN, SNOWE,
WELLSTONE, and COLLINS. I am also
glad to see that this year our group has
been joined by Senator STABENOW and
Senator LEVIN. That measure passed on
an overwhelming vote of 74 yeas to 21
nays. It is time for us to take that vote
again, and again pass this legislation.

This amendment has been substan-
tially revised to address the concerns
over safety that have been raised.

Two key elements. First, the FDA
approved drugs can only be brought in
from Canada. These are the same drugs
that are currently being brought in
under existing FDA policy. There have
been no reports of adverse events,
poisonings or counterfeit by the senior
citizens taking buses to Canada. In ad-
dition, it gives the Secretary the au-
thority to suspend this program should
these safety issues arise.

I would also point out to my col-
leagues that this amendment specifi-
cally authorizes FDA to incorporate
any other safeguard that it believes is
necessary to ensure the protection of
the public health of patients in the
United States.

It is important to remember—these
are exactly the same drugs that have
been approved by the FDA except they
are sold for far less.

Why is it that Canada and the rest of
the developed world pays less for drugs
than the U.S. It is because drugs are
somehow exempt from the laws of the
open market and free trade. And for
that reason we have been subsidizing
the rest of the world, in spite of the
fact that we have U.S. citizens going
without health care and without the
medicines they need.

Why should Americans pay the high-
est prices in the world for prescription
drugs? All this amendment does is
allow international competition to
bring rational pricing practices to the
prescription drug industry. It intro-
duces competition which is the hall-
mark of our success in this Nation.

I want the record to clearly reflect
that I still feel strongly that
Vermonters should not be in violation
of Federal law if they go a few miles
across the border into Canada to get
deep discounts on prescriptions. We do
nothing in here to indicate they should
not be allowed to do so.

This amendment will provide equi-
table treatment of Americans, particu-
larly those who do not have insurance,
or access to big discounts for large pur-
chases like HMOs. This is not the only
solution. I strongly believe we need a
good competitive prescription drug
benefit in the Medicare program. And I
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look forward to working with all of my
colleagues to develop a balanced, gen-
erous prescription drug benefit that
can be supported by Members from
both sides of the aisle.

But right now, this is a commonsense
measure that we can enact now to ease
the burden of expensive prescription
drugs on our people, for those on the
borders, and all Americans.

I yield the remainder of my time.

The PRESIDING OFFICER. The Sen-
ator from North Dakota.

Mr. DORGAN. Mr. President it is un-
usual we have a real debate on the
floor of the Senate. I think it is inter-
esting to do so. It is also interesting to
listen to the debate and see the tactics
we have heard about terrorists, ter-
rorism, heart surgery in Tijuana, ev-
erything but poppy seeds from Afghani-
stan—yellow highway paint from some-
where around the world. He is not sure
where it comes from.

Well, he just won a debate no one is
having. It is the easiest debate in the
world to win. Congratulations.

The real subject, however, is vastly
different than the presentation you
just heard. This is about FDA-approved
drugs, only FDA-approved drugs pro-
duced in FDA-approved manufacturing
plants, moved across the border by li-
censed pharmacists and licensed dis-
tributors, and only those.

Apparently—obviously—the pharma-
ceutical industry does not like what we
are doing here. I understand that. And
I understand why people stand up and
say the pharmaceutical industry does
not want this to happen.

But what they are saying is, it is OK
for the manufacturers to move pre-
scription drugs back and forth across
the border—and they do; they do a lot
of it every day—but it is not appro-
priate for licensed pharmacists or dis-
tributors to do so.

Why is it we trust the manufacturers
so much more than the Main Street
pharmacists? Tell me about that, if
you will. Why is one trustworthy and
the other untrustworthy. And is it not
the case that there might be a price
differential, I say to my colleague from
Louisiana, between the United States
and Canada?

It is a fact that there is a very sub-
stantial price differential, and that the
American consumer is charged the
highest prices in the world for the iden-
tical prescription drug.

There is a lot of fog in this debate
and very little light. We are talking
about something very simple. We are
not talking about counterfeit drugs or
adulterated drugs. We are not talking
about terrorism. We are talking about
very careful circumstances under
which a licensed pharmacist or dis-
tributor goes to Canada, which has a
chain of custody that is similar to
ours, accesses the identical prescrip-
tion drugs that are FDA approved,
brings them back across the border,
and passes the savings along to the
American consumer.

Why don’t the pharmaceutical com-
panies like that? Because it will force
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them to reprice their drugs in this
country. It will force down drug prices
to the U.S. consumer. That is why they
do not like that.

I renew the question I have asked
time and time again, for which no one
in this Chamber has an answer—no one.
Why should American citizens have to
go to Canada to get a fair price on a
prescription drug that was manufac-
tured in the United States?

There is no answer to that in this
Chamber. No one has attempted an an-
swer. What we have seen is a discussion
about——

Mr. SANTORUM Will the Senator
from North Dakota yield for an an-
swer?

Mr. DORGAN. I have very limited
time. I am sorry.

Mr. SANTORUM. I would be happy to
answer at some point.

Mr. DORGAN. The Senator will have
ample time to answer the question. I
will inquire when he does so.

In the minute or so I have remaining,
let me say this: This is life or death for
a lot of people, this issue of prescrip-
tion drug pricing. Yes, we need to put
a prescription drug benefit in the Medi-
care Program. I support that strongly.
But if we do not do something to put
downward pressure on prescription
drug prices, we will simply break the
bank, in my judgment.

That is why we need reimportation.
And we need the generic amendment—
the base bill. We need to do both of
these things. I am not interested in
compromising safety under any condi-
tion or any circumstance. This amend-
ment is very simple. It says, in part,
that the Secretary of Health and
Human Services can suspend and will
suspend and shall suspend the imple-
mentation of this reimportation if, in
fact, there is a counterfeiting problem,
or other problems such as terrorism.

The issue of counterfeit drugs that
had been raised, the issue of terrorism,
has nothing at all to do with this
amendment. We are talking about li-
censed pharmacists, licensed distribu-
tors, FDA-approved drugs, FDA-ap-
proved plants—a system in which those
from the U.S. who are licensed to do so
can get the exact same prescription
drug safely from Canada at much
cheaper prices and pass those savings
along to customers.

I understand we will have another
amendment following the vote on this
amendment. That amendment will
have the effect of essentially making
this provision unworkable. We will
have to debate that at that time.

How much time remains?

The PRESIDING OFFICER. Twenty
seconds.

Mr. DORGAN. I yield back my time.

The PRESIDING OFFICER. All time
has expired. The question is on agree-
ing to amendment No. 4300 offered by
the Senator from Nevada for the Sen-
ator from North Dakota.

Mr. DORGAN. Mr. President, I ask
for the yeas and nays.

The PRESIDING OFFICER. Is there a
sufficient second?
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There appears to be a sufficient sec-
ond. The clerk will call the roll.

The senior assistant bill clerk called
the roll.

Mr. NICKLES. I announce that the
Senator from North Carolina (Mr.
HELMS) is necessarily absent.

I further announce that if present
and voting the Senator from North
Carolina (Mr. HELMS) would vote ‘‘no.”

The PRESIDING OFFICER. Are there
any other Senators in the Chamber de-
siring to vote?

The result was announced—yeas 69,
nays 30, as follows:

[Rollcall Vote No. 179 Leg.]

YEAS—69
Akaka Dorgan Lugar
Allard Durbin McCain
Baucus Edwards McConnell
Biden Feingold Mikulski
Bingaman Feinstein Miller
Bond Fitzgerald Murkowski
Boxer Graham Murray
Brownback Grassley Nelson (FL)
Burns Gregg Nelson (NE)
Byrd Harkin Reed
Cantwell Hollings Reid
Carnahan Inouye Rockefeller
Chafee Jeffords Sarbanes
Cleland Johnson Schumer
Clinton Kennedy Sessions
Cochran Kerry Smith (NH)
Collins Kohl Smith (OR)
Conrad Landrieu Snowe
Craig Leahy Specter
Crapo Levin Stabenow
Daschle Lieberman Stevens
Dayton Lincoln Wellstone
Dodd Lott Wyden

NAYS—30
Allen Ensign Nickles
Bayh Enzi Roberts
Bennett Frist Santorum
Breaux Gramm Shelby
Bunning Hagel Thomas
Campbell Hatch Thompson
Carper Hutchinson Thurmond
Corzine Hutchison Torricelli
DeWine Inhofe Voinovich
Domenici Kyl Warner

NOT VOTING—1

Helms

The amendment (No. 4300) was agreed
to.

The PRESIDING OFFICER. Under
the previous order the Senator from
Mississippi is to be recognized to offer
an amendment.

The Senator from Mississippi.
AMENDMENT NO. 4301 TO AMENDMENT NO. 4299
(Purpose: To protect the health and safety of
Americans)

Mr. COCHRAN. Mr. President, I send
an amendment to the desk and ask
that it be stated.

The PRESIDING OFFICER. The
clerk will report.

The legislative clerk read as follows:

The Senator from Mississippi [Mr. COCH-
RAN], for himself and Mr. BREAUX, proposes
an amendment numbered 4301 to amendment
No. 4299.

On page 15, line 17, strike ‘‘section.”. and
insert ‘‘section,” and insert the following
new subsection:

‘“(2) CONDITIONS.—This section shall be-
come effective only if the Secretary of
Health and Human Services certifies to the
Congress that the implementation of this
section will—

‘“(A) pose no additional risk to the public’s
health and safety, and

““(B) result in a significant reduction in the
cost of covered products to the American
consumer.”.”
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The PRESIDING OFFICER. The Sen-
ator from Mississippi.

Mr. COCHRAN. Mr. President, I sup-
port the effort to make prescription
drugs more affordable for all Ameri-
cans. However, I am concerned that
creating new opportunities to bring
counterfeit or dangerous drugs into the
United States from foreign countries is
not the way to do it.

The amendment I have sent to the
desk on behalf of myself and the Sen-
ator from Louisiana, Mr. BREAUX, will
provide an opportunity for the Sec-
retary of Health and Human Services
to make a certification that the re-
importation of drugs from Canada will
not jeopardize human safety, the con-
suming public who buys these drugs,
and it will, in fact, lower the cost of
prescription drugs for Americans.

I have also been asked to state that
other Senators who want to be added
as cosponsors to this bill are Senator
ROBERTSs of Kansas and Senator
SANTORUM of Pennsylvania. I make
that request.

The PRESIDING OFFICER (Mr.
WELLSTONE). Without objection, it is so
ordered.

Mr. COCHRAN. Mr. President, the
amendment of the Senator from North
Dakota could very well make it easier
to avoid U.S. standards and inspections
at a time when we are increasing bor-
der surveillance and trying to prevent
acts of terrorism.

Two years ago, a similar amendment
was added to the Agriculture, Rural
Development, Food and Drug Adminis-
tration and Related Agencies Appro-
priations Act for Fiscal Year 2001. How-
ever, the Senate-approved language
that I offered at that time required the
Secretary of Health and Human Serv-
ices to certify that implementation of
the amendment would pose no addi-
tional risk to the public’s health and
safety and would result in a significant
reduction in prescription drug costs for
U.S. consumers.

Secretary of HHS Donna Shalala was
not able to make such a demonstration
as required by that law.

I ask unanimous consent that a copy
of her letter to President Clinton dated
December 26, 2000, be printed in the
RECORD.

There being no objection, the letter
was ordered to be printed in the
RECORD, as follows:

THE SECRETARY OF HEALTH
AND HUMAN SERVICES,
Washington, DC, December 6, 2000.
Hon. WILLIAM J. CLINTON,
The White House,
Washington, DC.

DEAR MR. PRESIDENT: The annual appro-
priations bill for the Food and Drug Admin-
istration (FDA) (P.L. 106-387), signed into
law earlier this year, included a provision to
allow prescription drugs to be reimported
from certain countries for sale in the United
States. The law requires that, prior to imple-
mentation, the Secretary of Health and
Human Services demonstrate that this re-
importation poses no additional risk to the
public’s health and safety and that it will re-
sult in a significant reduction in the cost of
covered products to the American consumer.
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I am writing to advise you that I cannot
make the demonstration called for in the
statute because of serious flaws and loop-
holes in the design of the new drug re-
importation system. As such, I will not re-
quest the $23 million that was conditionally
appropriated for FDA implementation costs
for the drug reimportation system included
in the FY 2001 appropriations bill.

As you know, Administration officials
worked for months with members of Con-
gress and staff to help them design safe and
workable drug reimportation legislation. Un-
fortunately, our most significant concerns
about this proposal were not addressed.
These flaws, outlined below, undermine the
potential for cost savings associated with
prescription drug reimportation and could
pose unnecessary public health risks.

First, the provision allows drug manufac-
turers to deny U.S. importers legal access to
the FDA approved labeling that is required
for reimportation. In fact, the provision ex-
plicitly states that any labeling information
provided by manufacturers may be used only
for testing product authenticity. This is a
major loophole that Administration officials
discussed with congressional staff but was
not closed in the final legislation.

Second, the drug reimportation provision
fails to prevent drug manufacturers from dis-
criminating against foreign distributors that
import drugs to the U.S. While the law pre-
vents contracts or agreements that explic-
itly prohibit drug importation, it does not
prohibit drug manufacturers from requiring
distributors to charge higher prices, limit
supply, or otherwise treat U.S. importers
less favorably than foreign purchasers.

Third, the reimportation system has both
authorization and funding limitations. The
law requires that the system end five years
after it goes into effect. This ‘‘sunset’ provi-
sion will likely have a chilling effect on pri-
vate-sector investment in the required test-
ing and distribution systems because of the
uncertainty of long-term financial returns.
In addition, the public benefits of the new
system are diminished since the significant
investment of taxpayer funds to establish
the new safety monitoring and enforcement
functions will not be offset by long-term sav-
ings to consumers from lower priced drugs.
Finally, Congress appropriated the $23 mil-
lion necessary for first year implementation
costs of the program but did so without fund-
ing core and priority activities in FDA, such
as enforcement of standards for internet
drug purchase and post-market surveillance
activities. In addition, while FDA’s respon-
sibilities last five years, its funding author-
ization is only for one year. Without a stable
funding base, FDA will not be able imple-
ment the new program in a way that pro-
tects the public health.

As you and I have discussed, we in the Ad-
ministration and the Congress have a strong
obligation to communicate clearly to the
American people the shortcomings in poli-
cies that purport to offer relief from the high
cost of prescription drugs. For this reason, I
feel compelled to inform you that the flaws
and loopholes contained in the reimportation
provision make it impossible for me to dem-
onstrate that it is safe and cost effective. As
such, I cannot sanction the allocation of tax-
payer dollars to implement such a system.

Mr. President, the changes to the re-
importation legislation that we have pro-
posed can and should be enacted by the Con-
gress next year. At the same time, I know
you share my view that an importation pro-
vision—no matter how well crafted—cannot
be a substitute for a voluntary prescription
drug benefit provided through the Medicare
program. Nor is the solution a low-income,
state-based prescription drug program that
would exclude millions of beneficiaries and

