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““(A) WAITING PERIODS.—For’’; and

(2) by adding at the end the following:

“(B) LIMITATION ON DENIAL OF BENEFITS.—
For purposes of paragraph (2), a group health
plan may not deny benefits otherwise provided
under the plan for the treatment of an injury
solely because such injury resulted from the
participation of the individual in a legal mode
of transportation or a legal recreational activ-
ity.”.

Mr. FRIST. I ask unanimous consent
the committee amendment be agreed
to, the bill, as amended, be read the
third time and passed, the motion to
reconsider be laid upon the table, and
any statements be printed in the
RECORD.

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

The committee amendment in the
nature of a substitute was agreed to.

The bill (S. 423), as amended, was
read the third time and passed.

———

PROVIDING FOR A CONDITIONAL
ADJOURNMENT OR RECESS OF
BOTH HOUSES

Mr. FRIST. I ask unanimous consent
the Senate proceed to the adjournment
resolution which is at the desk, pro-
vided further that the resolution be
amended with the amendment at the
desk, and that the resolution be agreed
to, as amended, and the motion to re-
consider be laid upon the table.

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

The amendment (No. 4079) was agreed
to, as follows:

On page 1, line 2, strike from ‘‘that”
through the end of page 2, line 9 and insert
in lieu thereof the following:

“When the House adjourns on Wednesday,
November 24, 2004, on a motion offered pursu-
ant to this concurrent resolution by its Ma-
jority Leader or his designee, it stands ad-
journed until 2 p.m. on Monday, December 6,
2004, or until the time of any reassembly pur-
suant to section 2 of this concurrent resolu-
tion, whichever occurs first; and when the
Senate recesses or adjourns from Saturday,
November 20, 2004, through Wednesday, No-
vember 24, 2004, on a motion offered pursuant
to this concurrent resolution by its Majority
Leader or his designee, it stands recessed or
adjourned until noon on Monday, December
6, 2004, or Tuesday, December 7, 2004, or until
such other time as may be specified by the
Majority Leader or his designee in the mo-
tion to recess or adjourn, or until the time of
reassembly pursuant to section 2 of this con-
current resolution, whichever occurs first.”

The concurrent resolution (H. Con.
Res. 529), as amended, was agreed to, as
follows:

H. CoN. RES. 529

Resolved, That the resolution from the
House of Representatives (H. Con. Res. 529)
entitled ‘‘Concurrent resolution providing
for a conditional adjournment of the House
of Representatives and a conditional recess
or adjournment of the Senate.”, do pass with
the following amendment:

On page 1, line 2, strike from ‘‘That”
through the end of page 2, line 9 and insert
in lieu thereof the following:

when the House adjourns on Wednesday, No-
vember 24, 2004, on a motion offered pursuant to
this concurrent resolution by its Majority Lead-
er or his designee, it stands adjourned until 2:00
p.m. on Monday, December 6, 2004, or until the
time of any reassembly pursuant to section 2 of
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this concurrent resolution, whichever occurs
first; and when the Senate recesses or adjourns
from Saturday, November 20, 2004, through
Wednesday, November 24, 2004, on a motion of-
fered pursuant to this concurrent resolution by
its Magjority Leader or his designee, it stands re-
cessed or adjourned until noon on Monday, De-
cember 6, 2004, or Tuesday, December 7, 2004, or
until such other time as may be specified by the
Majority Leader or his designee in the motion to
recess or adjourn, or until the time of re-
assembly pursuant to section 2 of this concur-
rent resolution, whichever occurs first.

————

MARINE DEBRIS RESEARCH AND
REDUCTION ACT

Mr. FRIST. Mr. President, I ask
unanimous consent that the Senate
proceed to the immediate consider-
ation of Calendar No. 792, S. 2488.

The PRESIDING OFFICER.
clerk will report the bill by title.

The assistant legislative clerk read
as follows:

A bill (S. 2488) to establish a program with-
in the National Oceanic and Atmospheric
Administration and the United States Coast
Guard to help identify, assess, reduce, and
prevent marine debris and its adverse im-
pacts on the marine environment and navi-
gation safety, in coordination with non-Fed-
eral entities, and for other purposes.

There being no objection, the Senate
proceeded to consider the bill.

Mr. FRIST. Mr. President, I ask
unanimous consent that an Inouye sub-
stitute amendment, which is at the
desk, be agreed to, the bill, as amend-
ed, be read a third time and passed, the
title amendment be agreed to, the mo-
tions to reconsider be laid upon the
table, with no intervening action or de-
bate, and that any statements relating
to the bill be printed in the RECORD.

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

The amendment (No. 4078) was agreed
to.

(The amendment is printed in today’s
RECORD under ‘“‘Text of Amendments.”’)

The bill (S. 2488), as amended, was
read the third time and passed.

The title was amended so as to read:
“A Dbill to establish a program within
the National Oceanic and Atmospheric
Administration and the United States
Coast Guard to help identify, deter-
mine sources of, assess, reduce, and
prevent marine debris and its adverse
impacts on the marine environment
and navigation safety, in coordination
with non-Federal entities, and for
other purposes.”

The

———

CONTROLLED SUBSTANCES
EXPORT REFORM ACT OF 2004

Mr. FRIST. Mr. President, I ask
unanimous consent that the Senate
proceed to the immediate consider-
ation of S. 3028, which was introduced
earlier today.

The PRESIDING OFFICER. The
clerk will report the bill by title.

The assistant legislative clerk read
as follows:

A bill (S. 3028) to amend the Controlled
Substances Import and Export Act to pro-
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vide authority for the Attorney General to
authorize the export of controlled substances
from the United States to another country
for subsequent export from that country to a
second country, if certain conditions and
safeguards are satisfied.

There being no objection, the Senate
proceeded to consider the bill.

Mr. HATCH. Mr. President, I rise to
introduce with my colleague, Senator
BIDEN, the Controlled Substances Ex-
port Reform Act of 2004. This bill would
make a minor, but long overdue,
change to the Controlled Substances
Act to reflect the reality of commerce
in the 21st Century and to protect high-
paying American jobs, while maintain-
ing strong safeguards on exports.

Before I discuss this bill, I want to
thank Senator BIDEN for working with
me on this important legislation. Sen-
ator BIDEN has long been recognized as
a national leader on drug-related meas-
ures, and we have a history of working
together on a bipartisan basis to enact
sensible reforms in this area, as evi-
denced by the recent enactment of our
steroid precursor bill. I respect his
thoughtful collaboration, and I thank
him for his work on the proposal we
are introducing today.

In sum, this proposed legislation will
amend the Controlled Substances Act
of 1970 providing greater parity for U.S.
manufacturers, who wish to export
their products while retaining full DEA
authority over U.S. exports.

Current law places severe restric-
tions on exports of certain drug prod-
ucts from the United States. The Con-
trolled Substances Export Reform Act
proposes to amend that law to correct
one small, but onerous provision that
is unnecessarily threatening American
jobs. This change is entirely consistent
with the long-established regulatory
scheme pursuant to the Federal Food,
Drug and Cosmetic Act.

At present U.S. pharmaceutical man-
ufacturers are permitted to export
most controlled substances only to the
immediate country where the products
will be consumed. Shipments to cen-
tralized sites for further distribution
across national boundaries are prohib-
ited. This contrasts with the freedom
of pharmaceutical manufacturers
throughout the rest of the world to
readily move approved medical prod-
ucts among and between international
drug control treaty countries without
limitation or restriction.

The unique prohibitions imposed on
domestic manufacturers disadvantage
U.S. businesses by requiring smaller,
more frequent and costly shipments to
each country of use without any de-
monstrable benefit to public health or
safety. By imposing significant
logistical challenges and financial bur-
dens on U.S. companies, the law cre-
ates a strong incentive for domestic
pharmaceutical manufacturers to move
production operations overseas, threat-
ening high-wage American jobs.

The Controlled Substances Act of
1970 permits U.S. manufacturers of
Schedule I and II substances and
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Schedule III and IV narcotics to export
their products from U.S. manufac-
turing sites only to the receiving coun-
try where the drug will be used. The
law prohibits export of these products
if the drugs are to be distributed out-
side the country to which they are ini-
tially sent. The effect of this restric-
tion is to prevent American businesses
from using cost-effective, centralized
foreign distribution facilities. In addi-
tion, under the current regime, unex-
pected cross-border demands or surges
in patient needs cannot be met. Like-
wise, complex and time-sensitive ex-
port licensing procedures prevent the
shipment of pharmaceuticals on a real
time basis.

European drug manufacturers face no
such constraints. They are able to free-
ly move their exported products from
one nation to another while complying
with host country laws. This is entirely
consistent with the scheme of regula-
tion imposed by international drug
control treaties. Only the TUnited
States imposes the additional limita-
tion of prohibiting the further transfer
of controlled substances.

Thus, while a French or British com-
pany can ship its products to a central
warehouse in Germany for subsequent
distribution across the European
Union, an American company must
incur the added costs of shipping its
products separately to each individual
country.

The Controlled Substances Export
Reform Act would correct this imbal-
ance and permit the highly regulated
transshipment of exported pharma-
ceuticals placing American businesses
on an equal footing with the rest of the
world. Importantly, however, DEA’s
authority to control U.S. exports
would not be diminished.

The legislation authorizes the Attor-
ney General, or his designee, the DEA,
to permit the re-export of Schedule I
and II substances and Schedule III and
IV narcotics to countries that are par-
ties to the Single Convention on Nar-
cotic Drugs and the Convention on
Psychotropic Substances under tightly
controlled circumstances: First, each
country is required to have an estab-
lished system of controls deemed ade-
quate by the DEA. Next, only permit or
license holders in those countries may
receive regulated products. Third, re-
exports are limited to one single cross-
border transfer. Then the DEA must be
satisfied by substantial evidence that
the exported substance will be used to
meet an actual medical, scientific or
other legitimate need, and that the
second country of receipt will hold or
issue appropriate import licenses or
permits. Fifth, in addition, the ex-
porter must notify the DEA in writing
within 30 days of a re-export. And fi-
nally, an export permit must have been
issued by the DEA.

These safeguards are rigorous but
fair, and represent a much-needed mod-
ernization of the law. The current re-
strictions on U.S. pharmaceutical ex-
ports have remained essentially un-
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changed for more than thirty years. In
that time, the global economy has
changed dramatically. For those
among us who express concerns about
the outsourcing of American jobs and
the competitiveness of U.S. companies,
this modest change represents an op-
portunity to address such problems
head-on.

The Controlled Substance Act’s limi-
tation on U.S. pharmaceutical exports
imposes unique, unnecessary, and sig-
nificant logistical and financial bur-
dens on American businesses. The ef-
fect of this outdated policy is to create
a strong incentive for domestic phar-
maceutical companies to move produc-
tion overseas, threatening American
jobs and eliminating DEA jurisdiction
over the manufacture and shipment of
their products. The Controlled Sub-
stances Export Reform Act removes
this unwarranted barrier to U.S. manu-
facturers’ use of cost-effective distribu-
tion techniques while retaining full
DEA control of U.S. exports and re-ex-
ports. Accordingly, I urge my col-
leagues to join Senator BIDEN and my-
self in support of this bill.

SECTION 1003

I appreciate the distinguished Sen-
ator from Delaware’s work on this leg-
islation and am pleased to join with
him in correcting this small, but im-
portant provision of law.

Section 1003 of the Controlled Sub-
stances Import and Export Act cur-
rently permits U.S. pharmaceutical
manufacturers to export schedule I and
II drugs and schedule III and IV nar-
cotics only to the exact country where
the products will be used. While Amer-
ican companies are prohibited from
using centralized foreign distribution
facilities, our international competi-
tors face no similar restrictions and
can freely ship medicines for cross-bor-
der distribution between all inter-
national drug control treaty countries.

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

Mr. HATCH. Yes.

Mr. BIDEN. Isn’t it true that the dis-
advantage to U.S. businesses of requir-
ing smaller, more frequent shipments
to each country of use is substantial?
When a foreign entity seeks to import
a schedule I or II drug, or a schedule III
or IV narcotic from the United States,
they must first secure an import per-
mit that is shared with the U.S. manu-
facturer and DEA. Our companies then
have 60 days in which to obtain inde-
pendent safety and quality testing on
each separate product batch to be
shipped. Upon completion of that test-
ing, the manufacturer submits a highly
detailed export permit application for
DEA’s approval. If DEA fails to issue
the permit within 60 days, the entire
process must be restarted. Because
independent testing is expensive and
the export process is highly paper in-
tensive, it is not unusual for companies
to struggle against the 60-day deadline
only to have to begin again. Unfortu-
nately, while we engage in this burden-
some process, patients suffer without
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their drugs and foreign physicians seek
out substitutes to unreliable U.S. sup-
plies.

This process was put in place long be-
fore the adoption of our international
drug control treaties and the anti-di-
version protections they provide. It is
now outdated and unnecessary.

Mr. HATCH. Yes, the Senator is cor-
rect. In addition to the burden imposed
on U.S. manufacturing exporters, the
advent of the European Union has cre-
ated a situation that places our foreign
distributors in violation of European
law. Member countries of the EU are
considered borderless in terms of trade.
Products introduced into the European
Union are required to be available for
transport and shipment among and be-
tween all member countries under
their law. However, because we don’t
recognize the European Union as a sin-
gle entity and cross-border transfers
are prohibited, our distributors are
placed in the position of violating Eu-
ropean law in being forced to deny
inter-country distribution of U.S.
drugs.

Mr. BIDEN. Will the Senator yield
for another question?

Mr. HATCH. Yes.

Mr. BIDEN. While the Controlled
Substances Act restrictions made sense
when they were adopted over 30 years
ago, would you agree that changes in
the way international pharmaceutical
markets work, and in the way con-
trolled substances are tracked, and
have since rendered the requirements
unnecessary? Our legislation was devel-
oped in cooperation with the Drug En-
forcement Administration to ensure
that all necessary anti-diversion con-
trols remain.

Under our bill, each country is re-
quired to have an established system of
controls deemed adequate by the DEA.
Only DEA permit or license holders in
those countries may receive regulated
products. Re-exports are limited to one
single cross-border transfer. The DEA
must be satisfied by substantial evi-
dence that the exported substance will
be used to meet an actual medical, sci-
entific or other legitimate need and
that the second country of receipt will
hold or issue appropriate import Ili-
censes or permits. The exporter must
notify the DEA in writing within 30
days of a re-export, and an export per-
mit must have been issued by the DEA.

The legislation specifically retains
the Drug Enforcement Administra-
tion’s authority to deny a request to
export or re-export a controlled sub-
stance. A company seeking to export a
drug for subsequent transfer must pro-
vide the DEA with exhaustive informa-
tion on both the country of initial ex-
port and the countries to which the
controlled substances would ultimately
be destined. In addition, DEA must be
provided follow-up notification of any
cross border shipment within 30 days of
that transfer. The U.S. Government
will know where all drugs are being
shipped and for what purpose. Without
that information, U.S. pharmaceuticals
will never leave our soil.
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Mr. HATCH. That it is correct. The
purpose and intent of this legislation is
to place U.S. pharmaceutical compa-
nies on equal footing with their inter-
national competitors. Moreover, this
change is entirely consistent with the
long-established regulatory scheme
pursuant to the Federal Food, Drug
and Cosmetic Act. Eliminating the
need for multiple, small shipments and
the associated wasteful, small batch
testing, will save U.S. companies near-
ly 80 percent over current export dis-
tribution costs, savings that will result
in more American jobs and stronger
international markets for U.S. prod-
ucts.

As the Senator noted, the bill has
been crafted with the assistance of the
Drug Enforcement Administration to
ensure all necessary controls will re-
main in place while creating a level
playing field for American business. It
is simply a commonsense update to an
outdated law, and I urge its passage.

Mr. FRIST. Mr. President, I ask
unanimous consent that the bill be
read a third time and passed, the mo-
tion to reconsider be laid upon the
table, and that any statements regard-
ing this matter be printed in the
RECORD.

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

The bill (S. 3028) was read the third
time and passed, as follows:

S. 3028

Be it enacted by the Senate and House of Rep-
resentatives of the United States of America in
Congress assembled,

SECTION 1. REEXPORTATION OF CONTROLLED
SUBSTANCES.

(a) SHORT TITLE.—This Act may be cited as
the ‘“‘Controlled Substances Export Reform
Act of 2004™.

(b) IN GENERAL.—Section 1003 of the Con-
trolled Substances Import and Export Act (21
U.S.C. 953) is amended by adding at the end
the following:

“(f) Notwithstanding subsections (a)(4) and
(c)(3), the Attorney General may authorize
any controlled substance that is in schedule
I or II or is a narcotic drug in schedule III or
IV to be exported from the United States to
a country for subsequent export from that
country to another country, if each of the
following conditions is met:

‘(1) Both the country to which the con-
trolled substance is exported from the
United States (referred to in this subsection
as the ‘first country’) and the country to
which the controlled substance is exported
from the first country (referred to in this
subsection as the ‘second country’) are par-
ties to the Single Convention on Narcotic
Drugs, 1961, and the Convention on Psycho-
tropic Substances, 1971.

¢(2) The first country and the second coun-
try have each instituted and maintain, in
conformity with such Conventions, a system
of controls of imports of controlled sub-
stances which the Attorney General deems
adequate.

““(3) With respect to the first country, the
controlled substance is consigned to a holder
of such permits or licenses as may be re-
quired under the laws of such country, and a
permit or license to import the controlled
substance has been issued by the country.

‘‘(4) With respect to the second country,
substantial evidence is furnished to the At-
torney General by the person who will export
the controlled substance from the United
States that—
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““(A) the controlled substance is to be con-
signed to a holder of such permits or licenses
as may be required under the laws of such
country, and a permit or license to import
the controlled substance is to be issued by
the country; and

‘“(B) the controlled substance is to be ap-
plied exclusively to medical, scientific, or
other legitimate uses within the country.

‘“(6) The controlled substance will not be
exported from the second country.

‘(6) Within 30 days after the controlled
substance is exported from the first country
to the second country, the person who ex-
ported the controlled substance from the
United States delivers to the Attorney Gen-
eral documentation certifying that such ex-
port from the first country has occurred.

“(7) A permit to export the controlled sub-
stance from the United States has been
issued by the Attorney General.”.

———

AUTHORIZATION TO SIGN DULY
ENROLLED BILLS OR JOINT RES-
OLUTIONS

Mr. FRIST. Mr. President, I ask
unanimous consent that during this ad-
journment of the Senate, the majority
leader, the assistant majority leader,
and the senior Senator from Virginia
be authorized to sign duly enrolled
bills or joint resolutions.

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

APPOINTMENTS AUTHORITY

Mr. FRIST. Mr. President, I ask
unanimous consent that notwith-
standing the upcoming recess or ad-
journment of the Senate, the President
of the Senate, the President pro tem-
pore, and the majority and minority
leaders be authorized to make appoint-
ments to commissions, committees,
boards, conferences, or interparliamen-
tary conferences authorized by law, by
concurrent action of the two houses or
by order of the Senate.

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

————

ORDERS FOR NOVEMBER 24, 2004
AND DECEMBER 7, 2004

Mr. FRIST. Mr. President, I ask
unanimous consent that when the Sen-
ate completes its business today, it
stand adjourned until 5 p.m. on
Wednesday, November 24, 2004, unless
the Senate receives a message from the
House that the House has agreed to the
amendment of the Senate to H. Con.
Res. 529, in which case the Senate shall
stand adjourned until 9:30 a.m., Decem-
ber 7, 2004, under the provisions of H.
Con. Res. 529.

I further ask that following the pray-
er and pledge, the morning hour be
deemed to have expired, the Journal of
proceedings be approved to date, the
time for the two leaders be reserved,
and there then be a period of morning
business until the hour of 12:30, with
Senators speaking for up to 10 minutes
each.

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

Mr. FRIST. Mr. President, in a mo-
ment we will be adjourning until early
December. When we return on Tuesday,
December 7, we will be in morning
business throughout the day. It is my
hope that the intelligence reform con-
ference report will be ready for consid-
eration that afternoon.

Finally, I thank my colleagues on
both sides of the aisle. We have had a
challenging few days as we worked
through the issues remaining before us.
Just moments ago, we were able to
confirm a very large number of nomi-
nations, which have been waiting for
Senate action for a long period of time.
I thank the Democratic leadership, in
particular, for their cooperation and ef-
forts. It took persistence from both
sides of the aisle, but it was very im-
portant that neither side gave up and
the Senate was able to work its will on
these nominations.

I wish everybody a happy and safe
Thanksgiving.

—————

ADJOURNMENT UNTIL WEDNES-
DAY, NOVEMBER 24, 2004, AT 5
P.M., OR TUESDAY, DECEMBER 7,
2004, AT 9:30 A.M.

Mr. FRIST. Mr. President, if there is
no further business to come before the
Senate, I ask unanimous consent that
the Senate stand in adjournment under
the provisions of H. Con. Res. 529.

The PRESIDING OFFICER. Without
objection, the Senate is adjourned
until Wednesday, November 24, 2004, at
5 p.m., unless the Senate receives a
message from the House agreeing to
the amendment of the Senate to H.
Con. Res. 529, in which case the Senate
will reconvene on Tuesday, December
7, 2004, at 9:30 a.m.

There being no objection, the Senate,
at 12:31 p.m., adjourned until Wednes-
day, November 24, 2004 at 5 p.m. or
until Tuesday, December 7, 2004, at 9:30
a.m.

———

DISCHARGED NOMINATIONS

The Senate Committee on Health,
Education, Labor, and Pensions was
discharged from further consideration
of the following nominations and the
nominations were confirmed:

WILLIAM A. SCHAMBRA, OF VIRGINIA, TO BE A MEMBER
OF THE BOARD OF DIRECTORS OF THE CORPORATION
FOR NATIONAL AND COMMUNITY SERVICE FOR A TERM
EXPIRING SEPTEMBER 14, 2006.

DONNA N. WILLIAMS, OF TEXAS, TO BE A MEMBER OF
THE BOARD OF DIRECTORS OF THE CORPORATION FOR
NATIONAL AND COMMUNITY SERVICE FOR A TERM EX-
PIRING OCTOBER 6, 2006.

CYNTHIA BOICH, OF CALIFORNIA, TO BE A MEMBER OF
THE BOARD OF DIRECTORS OF THE CORPORATION FOR
NATIONAL AND COMMUNITY SERVICE FOR A TERM EX-
PIRING OCTOBER 6, 2007.

DOROTHY A. JOHNSON, OF MICHIGAN, TO BE A MEMBER
OF THE BOARD OF DIRECTORS OF THE CORPORATION
FOR NATIONAL AND COMMUNITY SERVICE FOR A TERM
EXPIRING OCTOBER 6, 2007, TO WHICH POSITION SHE WAS
APPOINTED DURING THE LAST RECESS OF THE SENATE.

HENRY LOZANO, OF CALIFORNIA, TO BE A MEMBER OF
THE BOARD OF DIRECTORS OF THE CORPORATION FOR
NATIONAL AND COMMUNITY SERVICE FOR A TERM EX-
PIRING OCTOBER 6, 2008.

RAQUEL EGUSQUIZA, OF MICHIGAN, TO BE A MEMBER
OF THE BOARD OF TRUSTEES OF THE BARRY GOLD-
WATER SCHOLARSHIP AND EXCELLENCE IN EDUCATION
FOUNDATION FOR A TERM EXPIRING OCTOBER 13, 2005.

MARK D. GEARAN, OF NEW YORK, TO BE A MEMBER OF
THE BOARD OF DIRECTORS OF THE CORPORATION FOR



		Superintendent of Documents
	2022-10-17T22:55:10-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




