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agencies to conduct pilot ‘“‘share-in-savings”’
partnerships under the Clinger-Cohen Act.
We agree that making greater use of ‘“‘share-
in-savings’’ projects will lead to successful
public-private joint ventures that can
produce savings for the agencies and better
results for the American people.

In particular, we think the approach to en-
couraging greater use of ‘‘share-in-savings”’
partnerships embodied in your planned
amendment to this year’s Treasury and Gen-
eral Government appropriations bill—allow-
ing agencies to retain some of the savings,
and the pilots to easily graduate to a regular
authority—deserves serious consideration by
Congress.

As you move forward, you may also want
to look at the work of the General Service
Administration’s (GSA) Federal Technology
Center. Ken Buck, Director of Business Inno-
vations, Office of the Commissioner at GSA,
is very knowledgeable about the successful
methods of contracting and procurement
using this approach.

In fact, the Council is working with GSA
to develop case studies of best practices
using share-in-savings methods for use by
federal agencies. We will share that work
with you as soon as it is available.

Again, thanks for your leadership on this
very important issue, which will not only
promote e-government but also excellence in

government.
Sincerely,
PATRICIA MCGINNIS,
President and CEO.
By Mr. DOMENICI (for himself

and Mr. BINGAMAN):

S. 3167. A bill to establish a physician
recruitment and retention demonstra-
tion project under the Medicare Pro-
gram under title XVIII of the Social
Security Act; to the Committee on Fi-
nance.

PHYSICIAN RECRUITMENT AND
RETENTION ACT OF 2000

Mr. DOMENICI. Mr. President, | rise
today with my friend Senator BINGA-
MAN to introduce the ‘“‘Physician Re-
cruitment and Retention Act of 2000.”

Almost like clockwork one can pick
up an Albuquerque newspaper and read
about the shortage of physicians in
New Mexico and the resulting prob-
lems. When individuals have difficulty
receiving adequate medical treatment,
action must be taken.

For example, in Albuquerque an
urban area of almost 700,000 there are
only two neurosurgeons besides the
five practicing at the University of
New Mexico. Such a ratio can only
cause one thing, severe difficulties for
patients. Thus, a patient recently wait-
ed eighteen hours in an Albuquerque
emergency room before seeing a neuro-
surgeon.

I would ask my colleagues the fol-
lowing: what good are hospitals filled
with the latest technology if there are
not enough doctors? And what good are
modern medical offices if there are not
enough doctors to treat the patients in
a timely manner?

The problem | have just described is
not just occurring in New Mexico, rath-
er other states are experiencing similar
problems because of a common set of
problems. | would submit the combina-
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tion of high levels of poverty and low
Medicare reimbursement rates causes a
twofold problem.

First, patients often have difficulty
obtaining timely care and second,
states cannot effectively recruit and
retain their physicians. Our Bill builds
upon the simple proposition that if
Medicare Physician reimbursement
rates are raised, patients will be the ul-
timate beneficiaries.

The Bill we are introducing creates a
two state demonstration program to
address these problems by increasing
Medicare Physician reimbursements by
5 percent for a period of three years if
certain criteria are met.

The Bill also authorizes a GAO study
to determine whether: (1) patient ac-
cess to care and the ability of states to
recruit and retain physicians is ad-
versely impacted when the enumerated
factors in the previous section are
present; and (2) increased Medicare
Physician reimbursements improve pa-
tient access to care and the ability of
states to recruit and retain physicians.

Thank you and | look forward to
working with my colleague, Senator
BINGAMAN, on this very important
issue.

Mr. President, | ask unanimous con-
sent that a copy of the bill be printed
in the RECORD.

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

S. 3167

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

SECTION 1. SHORT TITLE.

This Act may be cited as the ‘“‘Physician
Recruitment and Retention Act of 2000”".

SEC. 2. MEDICARE PHYSICIAN RECRUITMENT
AND RETENTION DEMONSTRATION
PROJECT.

(a) ESTABLISHMENT.—The Secretary of
Health and Human Services (in this section
referred to as the ‘‘Secretary’’) shall estab-
lish a demonstration project for the purpose
of improving—

(1) access to health care for beneficiaries
under part B of the medicare program under
title XVIII of the Social Security Act (42
U.S.C. 1395j et seq.); and

(2) the ability of States to recruit and re-
tain physicians.

(b) CoNDUCT OF DEMONSTRATION PROJECT.—

(1) DEMONSTRATION SITES.—The demonstra-
tion project under this section shall be con-
ducted in 2 sites, which shall be statewide.

(2) RECRUITMENT AND RETENTION OF PHYSI-
CIANS.—Under the demonstration project, the
Secretary shall increase by 5 percent pay-
ments for physicians’ services (as defined in
section 1861(q) of the Social Security Act (42
U.S.C. 1395x(q)) under section 1848 of such
Act (42 U.S.C. 1395w-4) to physicians fur-
nishing such services in any State that sub-
mits an application under paragraph (3) that
is approved by the Secretary under para-
graph (4).

(3) APPLICATION.—ANy State wishing to
participate in the demonstration program
shall submit an application to the Secretary
at such time, in such manner, and in such
form as the Secretary may reasonably re-
quire.

(4) APPROVAL.—The Secretary shall ap-
prove the applications of 2 States that, based
upon 1998 data, have—
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(A) an uninsured population above 20 per-
cent (as determined by the Bureau of the
Census);

(B) a population eligible for medical assist-
ance under the medicaid program under title
XIX of the Social Security Act (42 U.S.C. 1396
et seq.) above 17 percent (as determined by
the Health Care Financing Administration);

(C) an unemployment rate above 4.8 per-
cent (as determined by the Bureau of Labor
Statistics);

(D) an average per capita income below
$21,200 (as determined by the Bureau of Eco-
nomic Analysis); and

(E) a geographic practice cost indices com-
ponent of the reimbursement rate for physi-
cians under the medicare program that is
below the national average (as determined
by the Health Care Financing Administra-
tion).

(5) DURATION.—The demonstration project
under this section shall be conducted for a
period of 3 years.

() WAIVER AUTHORITY.—The Secretary
may waive such requirements of the medi-
care program under title XVIII of the Social
Security Act (42 U.S.C. 1395 et seq.) to the ex-
tent and for the period that the Secretary
determines is necessary for carrying out the
demonstration project under this section.

(d) GAO STUDY AND REPORT.—

(1) STuDY.—The Comptroller General of the
United States shall conduct a study on the
demonstration project conducted under this
section to determine whether the access of
beneficiaries under the medicare program to
health care and the ability of States to re-
cruit and retain physicians is—

(A) adversely impacted by the factors de-
scribed in subparagraphs (A) through (E) of
subsection (b)(4); and

(B) improved by increased payments to
physicians under subsection (b)(2).

(2) REPORT.—Not later than 1 year after
the Secretary completes the demonstration
project under this section, the Comptroller
General of the United States shall submit a
report on the results of the study conducted
under paragraph (1) to the appropriate com-
mittees of Congress.

By Mr. TORRICELLI:

S. 3168. A bill to eliminate any limi-
tation on indictment for sexual of-
fenses and make awards to State to re-
duce their DNA casework backlogs; to
the Committee on the Judiciary.

SEXUAL ASSAULT PROSECUTION ACT OF 2000

Mr. TORRICELLI. Mr. President, |
rise today to introduce the Sexual As-
sault Prosecution act of 2000. This leg-
islation will ensure that no rapist will
evade prosecution when there is reli-
able evidence of their guilt.

As the law is written today, a rapist
can walk away scot-free if they are not
charged within five years of commit-
ting their crime. This is true when if
overwhelming evidence of the offend-
er’s guilt, such as a DNA match with
evidence taken from the crime scene, is
later discovered. Some states, includ-
ing my home state of New Jersey, have
recognized the injustice presented by
this situation and have already abol-
ished their statutes of limitations on
sexual assault crimes, and many other
states are considering similar meas-
ures. Given the power and precision of
DNA evidence, it is now time that the
federal government abolish the current
statute of limitations on federal sexual
assault crimes.

The precision with which DNA evi-
dence can identify a criminal assailant
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has increased dramatically over the
past couple decades. Because of its
exactness, DNA evidence is now rou-
tinely collected by law enforcement
personnel in the course of investigating
many crimes, including sexual assault
crimes. The DNA profile of evidence
collected at a sexual assault crime
scene can be compared to the DNA pro-
files of convicted criminals, or the pro-
file of a particular suspect, in order to
determine who committed the crime.
Moreover, because of the longevity of
DNA evidence, it can be used to posi-
tively identify a rapist many years
after the actual sexual assault.

The enormous advancements in DNA
science have greatly expanded law en-
forcement’s ability to investigate and
prosecute sexual assault crimes. Unfor-
tunately, the law has not kept pace
with science. Given the precise accu-
racy and reliability of DNA testing,
however, the legal and moral justifica-
tions for continuing to impose a stat-
ute of limitations on sexual assault
crimes are extremely weak. To that
end, I am introducing the ‘‘Sexual As-
sault Prosecution Act of 2000 which
will eliminate the statute of limita-
tions for sexual assault crimes. This
legislation will not affect the burdens
of proof and the government will still
have to prove guilt beyond a reason-
able doubt before any person could be
convicted of a crime.

Currently, the statute of limitations
for arson and financial institution
crimes is 10 years and is 20 years for
crimes involving the theft of major
artwork. If it made sense to extend the
traditional five-year limitations period
for these offenses, surely it makes
sense to do so for sexual assault
crimes, particularly when DNA tech-
nology makes it possible to identify an
offender many years after the commis-
sion of the crime. By eliminating this
ticking clock, we can see to it that no
victim of sexual assault is denied jus-
tice simply because the clock ran out.
I look forward to working with each
and every one of you in order to get
this legislation enacted into law.

I ask unanimous consent that the
full text of the bill be printed in the
RECORD.

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

S. 3168

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

SECTION 1. SHORT TITLE.

This Act may be cited as the ““Sexual As-
sault Prosecution Act of 2000”.

SEC. 2. SEXUAL OFFENSE LIMITATION.

(a) IN GENERAL.—Chapter 213 of title 18,
United States Code, is amended—

(1) in section 3283, by striking ‘“‘sexual or’’;
and

(2) by adding at the end the following:

“§ 3296. Sexual offenses

“An indictment for any offense committed
in violation of chapter 109A of this title may
be found at any time without limitation.”.

(b) TECHNICAL AND CONFORMING AMEND-
MENTS.—The table of sections for chapter 213

CONGRESSIONAL RECORD — SENATE

of title 18, United States Code, is amended by

adding at the end the following:

*3296. Sexual offenses.”.

SEC. 3. AWARDS TO STATES TO REDUCE DNA
CASEWORK BACKLOG.

(a) DEVELOPMENT OF PLAN.—

(1) IN GENERAL.—Not later than 45 days
after the date of enactment of this Act, the
Director of the Federal Bureau of Investiga-
tion, in coordination with the Assistant At-
torney General of the Office of Justice Pro-
grams of the Department of Justice, and
after consultation with representatives of
States and private forensic laboratories,
shall develop a plan to grant voluntary
awards to States to facilitate DNA analysis
of all casework evidence of unsolved crimes.

(2) OBJECTIVE.—The objective of the plan
developed under paragraph (1) shall be to ef-
fectively expedite the analysis of all case-
work evidence of unsolved crimes in an effi-
cient and effective manner, and to provide
for the entry of DNA profiles into the com-
bined DNA Indexing System (‘‘CODIS”).

(b) AWARD CRITERIA.—The Federal Bureau
of Investigation, in coordination with the
Assistant Attorney General of the Office of
Justice Programs of the Department of Jus-
tice, shall develop criteria for the granting
of awards under this section including—

(1) the applying State’s number of unsolved
crimes awaiting DNA analysis; and

(2) the applying State’s development of a
comprehensive plan to collect and analyze
DNA evidence.

(c) GRANTING OF AWARDS.—The Federal Bu-
reau of Investigation, in coordination with
the Assistant Attorney General of the Office
of Justice Programs of the Department of
Justice, shall develop applications for
awards to be granted to States under this
section, shall consider all applications sub-
mitted by States, and shall disburse all
awards under this section.

(d) AWARD CONDITIONS.—States receiving
awards under this section shall—

(1) require that each laboratory performing
DNA analysis satisfies quality assurance
standards and utilizes state-of-the-art DNA
testing methods, as set forth by the Federal
Bureau of Investigation in coordination with
the Assistant Attorney General of the Office
of Justice Programs of the Department of
Justice;

(2) ensure that each DNA sample collected
and analyzed be made available only—

(A) to criminal justice agencies for law en-
forcement purposes;

(B) in judicial proceedings if otherwise ad-
missible;

(C) for criminal defense purposes, to a
criminal defendant, who shall have access to
samples and analyses performed in connec-
tion with any case in which such defendant
is charged; or

(D) if personally identifiable information is
removed, for a population statistics data-
base, for identification research and protocol
development purposes, or for quality control
purposes; and

(3) match the award by spending 15 percent
of the amount of the award in State funds to
facilitate DNA analysis of all casework evi-
dence of unsolved crimes.

(e) AUTHORIZATION OF APPROPRIATIONS.—
There are authorized to be appropriated to
the Department of Justice $15,000,000 for
each of fiscal years 2001, 2002, 2003, and 2004,
for awards to be granted under this section.

Mr. SESSIONS (for himself, Mr.

BINGAMAN, Mr. ALLARD, Mr.
JOHNSON, Mr. CRAPO, and Mrs.
LINCOLN):

S. 3169. A bill to amend the Federal
Food, Drug, and Cosmetic Act and the
International Revenue Code of 1986
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with respect to drugs for minor animal

species, and for other purposes; to the

Committee on Finance.

MINOR ANIMAL SPECIES HEALTH AND WELFARE
ACT OF 2000

Mr. SESSIONS. Mr. President, | rise
today to bring attention to a problem
that unfortunately goes largely unno-
ticed except by those who are directly
affected. Livestock and food animal
producers, pet owners, zoo and wildlife
biologists, and animals themselves are
facing a severe shortage of approved
animal drugs for minor species.

Minor species include thousands of
animal species, including all fish,
birds, and sheep. By definition, they
are any animals other than cattle,
horses, chickens, swine, turkeys, dogs
and cats, the most common animals.
There are millions of those animals. A
similar shortage of drugs and medi-
cines for major animal species exists
for diseases which occur infrequently
or which occur in limited geographic
areas. Due to the lack of availability
for these minor-use drugs, millions of
animals go untreated or treatment is
delayed. Unnecessary animal physical
and human emotional suffering results,
and human health may be threatened
as well.

Without access to these necessary
minor-use drugs, farmers and ranchers
will also suffer. An unhealthy animal
left untreated can spread disease
throughout an entire stock. This
causes severe economic hardship to
struggling ranchers and farmers.

For example, sheep ranchers lost
nearly $45 million worth of livestock
alone in 1999. The sheep industry esti-
mates that if it had access to effective
and necessary drugs, growers’ repro-
duction costs for their animals could
be cut by up to 15 percent. In addition,
feedlot deaths from disease would be
reduced by 1 to 2 percent, adding ap-
proximately $8 million to the revenue
of the industry.

The catfish industry is the No. 2 agri-
culture industry in Alabama. Though
it is not the State’s only aquacultural
commodity, catfish is by far its larg-
est. The catfish industry generates
enormous economic opportunity in the
State, particularly in west Alabama,
one of the poorest regions of the State
and where | grew up.

The catfish industry estimates its
losses at $60 million a year, attrib-
utable to diseases for which drugs are
not available. Indeed, it is not uncom-
mon for a catfish producer to lose half
his stock in a pond due to disease. The
U.S. aquaculture industry overall, in-
cluding food fish and ornamental fish,
produces and raises over 800 different
species. Unfortunately, this industry
has only five drugs that are approved
for treating these diseases. This results
in tremendous economic hardship and

suffering.
Because of limited market oppor-
tunity, low profit margins, and the

enormous capital investment required,
it is seldom economically feasible for
drug manufacturers to pursue research
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and development and then seek ap-
proval of it by FDA for drugs used in
treating these minor species and for in-
frequent conditions and diseases in all
animals. As a result, a group of people
have come together, an effective pro-
fessional coalition, to deal with this
problem.

I, along with Senator BINGAMAN from
New Mexico, Senator ALLARD, Senator
CRAPO, Senator LINCOLN, and Senator
JOHNSON resolve to improve this situa-
tion by introducing the Minor Animal
Species Health and Welfare Act of 2000.
This legislation will allow animal drug
manufacturers the opportunity to de-
velop and obtain approval for minor-
use drugs which are vitally needed by a
wide variety of animal industries.

Our legislation incorporates the
major proposals of the Food and Drug
Administration’s Center for Veterinary
Medicine to increase the availability of
drugs for minor animal species and
rare diseases in all animals. It actually
creates incentives for animal drug
manufacturers to invest in product de-
velopment and obtain FDA marketing
approvals.

This legislation creates a program
very similar to the very successful
human orphan drug program that has
dramatically increased the availability
of drugs to treat rare human diseases
over the past 20 years. Besides pro-
viding benefits to livestock producers
and animal owners, this measure will
develop incentives and sanctioning pro-
grams for the pharmaceutical industry,
while maintaining and ensuring public
health.

The Minor Animal Species Health
and Welfare Act will not alter FDA
drug approval responsibilities that en-
sure the safety of animal drugs to the
public. The FDA Center for Veterinary
Medicine currently evaluates new ani-
mal drug products prior to approval
and use. This rigorous testing and re-
view process provides consumers with
the confidence that animal drugs are
safe for animals and consumers of prod-
ucts derived from treated animals.

Current FDA requirements include
guidelines to prevent harmful residues
and evaluations to examine the poten-
tial for the selection of resistant
pathogens. Any food animal medicine
or drug considered for approval under
this bill would be subject to these same
assessments.

The Minor Animal Species Health
and Welfare Act is supported by 25 or-
ganizations, including the American
Farm Bureau Federation, the Amer-
ican Health Institute, the American
Veterinary Medical Association, and
the National Aquaculture Association.
It is vital legislation.

This act will reduce the economic
risks and hardship which fall upon
ranchers and farmers as a result of dis-
eases. It will benefit pets and their
owners and benefit various endangered
species of aquatic animals. The act will
also promote the health of all animal
species while protecting human health
and will alleviate unnecessary animal
suffering.
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This is commonsense legislation
which will benefit millions of Amer-
ican pet owners, farmers, and ranchers.
It is the result of a tremendous cooper-
ative effort by virtually every entity
concerned with this problem. They
have worked with the Food and Drug
Administration and continue to work
with the FDA on this bill.

I believe we are on the verge of tak-
ing a big step to facilitate the intro-
duction of more drugs that help treat
animals in our country. | thank the
people who have all worked to make
this a reality. | particularly thank
Mary Alice Tyson on my staff who has
worked so hard on this project.

I ask unanimous consent that the
text of the bill be printed in the
RECORD.

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

S. 3169

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

SECTION 1. SHORT TITLE.

This Act may be cited as the ‘““Minor Ani-
mal Species Health and Welfare Act of 2000”".
SEC. 2. FINDINGS.

The Congress finds as follows:

(1) There is a severe shortage of approved
animal drugs for use in minor species.

(2) There is a severe shortage of approved
drugs for treating animal diseases and condi-
tions that occur infrequently or in limited
geographic areas.

(3) Because of the small market shares,
low-profit margins involved, and capital in-
vestment required, it is generally not eco-
nomically feasible for animal drug manufac-
turers to pursue approvals for these species,
diseases, and conditions.

(4) Because the populations for which such
drugs are intended are small and conditions
of animal management may vary widely, it
is often difficult or impossible to design and
conduct studies to establish drug safety and
effectiveness under traditional animal drug
approval processes.

(5) It is in the public interest and in the in-
terest of animal welfare to provide for spe-
cial procedures to sanction the lawful use
and marketing of animal drugs for minor
species and minor uses that take into ac-
count these special circumstances and that
ensure that such drugs do not endanger the
public health.

(6) Exclusive marketing rights and tax
credits for clinical testing expenses have
helped encourage the development of orphan
drugs for human use, and comparable incen-
tives will help encourage the development
and sanctioning for lawful marketing of ani-
mal drugs for minor species and minor uses.
SEC. 3. AMENDMENTS AFFECTING THE FOOD AND

DRUG ADMINISTRATION.

(a) DEFINITIONS.—Section 201 of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C.
321) is amended by adding at the end the fol-
lowing:

“(kk) The term ‘minor species’ means ani-
mals other than cattle, horses, swine, chick-
ens, turkeys, dogs, and cats, except that the
Secretary may amend this definition by reg-
ulation.

“(I1) The term ‘minor use’ means the use of
a drug—

‘(1) in a minor species, or

“(2) in an animal species other than a
minor species for a disease or condition that
occurs infrequently or in limited geographic
areas, except that the Secretary may amend
this definition by regulation.
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“(mm) The term ‘species with no human
food safety concern’ means an animal spe-
cies, or life stage of an animal species, that
is not customarily used for food for humans
and does not endanger the public health.”.

(b) MINOR USE ANIMAL DRUGS.—Chapter V
of the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 351 et seq.) is amended by adding
at the end the following new subchapter:

“SUBCHAPTER F—ANIMAL DRUGS FOR
MINOR USES

‘“DESIGNATION OF DRUGS FOR MINOR USES

““SEC. 571. (a) Prior to the submission of an
application for approval of a new animal
drug under section 512(b), a manufacturer or
sponsor of such drug may request that the
Secretary designate such drug as a drug for
a minor use. The Secretary shall designate
such drug as a drug for minor use if the Sec-
retary finds that such drug is or will be in-
vestigated for a minor use and the applica-
tion for such drug is approved under section
512. A request for a designation of a drug
under this subsection shall contain the con-
sent of the applicant to notice being given by
the Secretary under subsection (c) respect-
ing the designation of the drug.

““(b) The designation of a drug as a drug for
a minor use under subsection (a) shall be
subject to the condition that—

‘(1) if an application was approved for the
drug under section 512(c), the manufacturer
of the drug will notify the Secretary of any
discontinuance of the production of the drug
at least 1 year before discontinuance; and

“(2) if an application has not been ap-
proved for the drug under section 512(c) and
if preclinical investigations or investigations
under section 512(j) are being conducted with
the drug, the manufacturer or sponsor of the
drug will notify the Secretary of any deci-
sion to discontinue active pursuit of ap-
proval of an application under section 512(b).

““(c) Notice respecting the designation of a
drug under subsection (a) shall be made
available to the public.

““PROTECTION FOR DRUGS FOR MINOR USES

““SEC. 572. (a) Except as provided in sub-
section (b):

“(1) If the Secretary approves an applica-
tion filed pursuant to section 512 for a drug
designated under section 571 for a minor use,
no active ingredient (including any salt or
ester of the active ingredient) of which has
been approved in any other application under
section 512, the Secretary may not approve
or conditionally approve another application
submitted under section 512 or section 573 for
such drug for such minor use for a person
who is not the holder of such approved appli-
cation until the expiration of 10 years from
the date of the approval of the application.

““(2) If the Secretary approves an applica-
tion filed pursuant to section 512 for a drug
designated under section 571 for a minor use,
which includes an active ingredient (includ-
ing an ester or salt of the active ingredient)
that has been approved in any other applica-
tion under section 512, the Secretary may
not approve or conditionally approve an-
other application submitted under section
512 or section 573 for such drug for such
minor use for a person who is not the holder
of such approved application until the expi-
ration of 7 years from the date of approval of
the application.

““(b) If an application filed pursuant to sec-
tion 512 is approved for a drug designated
under section 571, the Secretary may, during
the 10-year or 7-year period beginning on the
date of the application approval, approve or
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conditionally approve another application
under section 512 or section 573 for such drug
for such minor use for a person who is not
the holder of such approved application if—

‘(1) the Secretary finds, after providing
the holder notice and opportunity for the
submission of views, that in such period the
holder of the approved application cannot as-
sure the availability of sufficient quantities
of the drug to meet the needs for which the
drug was designated; or

““(2) such holder provides the Secretary in
writing the consent of such holder for the ap-
proval or conditional approval of other appli-
cations before the expiration of such 10-year
or 7-year period.

““CONDITIONAL APPROVAL FOR MINOR USE NEW

ANIMAL DRUGS

““‘SEC. 573. (a)(1) Except as provided in para-
graph (2), any person may file with the Sec-
retary an application for conditional ap-
proval of a new animal drug for a minor use.
Such person shall submit to the Secretary as
part of an application—

“(A) reports of investigations which have
been made to show whether or not such drug
is safe for use;

“(B) information to show that there is a
reasonable expectation that the drug is ef-
fective for its intended use, such as data
from a pilot investigation, data from an in-
vestigation in a related species, data from a
single investigation, data from an investiga-
tion using surrogate endpoints, data based
on pharmacokinetic extrapolations, data
from a short-term investigation, or data
from the investigation of closely-related dis-
eases;

“(C) the quantity of drug expected to be
manufactured and distributed on an annual
basis;

‘(D) a commitment that the applicant will
conduct additional investigations to support
approval of an application under section 512
within the time frame set forth in subsection
(D@)(A);

““(E) reasonable data for establishing a con-
ditional dose; and

“(F) the information required by section
512(b)(1)(B)-(H).

“(2) A person may not file an application
under paragraph (1) if the person has filed a
previous application under paragraph (1) for
the same drug and conditions for use that
was conditionally approved by the Secretary
under subsection (b).

“(b)(1) Within 180 days after the filing of an
application pursuant to subsection (a), or
such additional period as may be agreed
upon by the Secretary and the applicant, the
Secretary shall either (A) issue an order con-
ditionally approving the application if the
Secretary then finds that none of the
grounds for denying conditional approval
specified in subsection (c) applies, or (B) give
the applicant notice of an opportunity for an
expedited informal hearing on the question
whether such application is conditionally ap-
provable.

“(2) A drug manufactured in a pilot or
other small facility may be used to dem-
onstrate the safety and effectiveness of the
drug and to obtain conditional approval for
the drug prior to manufacture of the drug in
a larger facility, unless the Secretary makes
a determination that a full scale production
facility is necessary to ensure the safety or
effectiveness of the drug.

“(c)(1) If the Secretary finds, after due no-
tice to the applicant and giving the appli-
cant an opportunity for an expedited infor-
mal hearing, that—

“(A) the investigations, reports of which
are required to be submitted to the Sec-
retary pursuant to subsection (a), do not in-
clude adequate tests by all methods reason-
ably applicable to show whether or not such
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drug is safe for use under the conditions pre-
scribed, recommended, or suggested in the
proposed labeling;

““(B) the results of such tests show that
such drug is unsafe for use under such condi-
tions or do not show that such drug is safe
for use under such conditions;

““(C) the methods used in, and the facilities
and controls used for, the manufacture, proc-
essing, and packing of such drug are inad-
equate to preserve its identity, strength,
quality, and purity;

‘(D) upon the basis of the information sub-
mitted to the Secretary as part of the appli-
cation, or upon the basis of any other infor-
mation before the Secretary with respect to
such drug, the Secretary has insufficient in-
formation to determine whether such drug is
safe for use under such conditions;

““(E) evaluated on the basis of the informa-
tion submitted to the Secretary as part of
the application and any other information
before the Secretary with respect to such
drug, there is insufficient information to
show that there is a reasonable expectation
that the drug will have the effect it purports
or is represented to have under the condi-
tions of use prescribed, recommended, or
suggested in the proposed labeling;

“(F) upon the basis of information sub-
mitted to the Secretary as part of the appli-
cation or any other information before the
Secretary with respect to such drug, any use
prescribed, recommended, or suggested in la-
beling proposed for such drug will result in a
residue of such drug in excess of a tolerance
found by the Secretary to be safe for such
drug;

““(G) based on a fair evaluation of all mate-
rial facts, such labeling is false or mis-
leading in any particular;

““(H) such drug induces cancer when in-
gested by humans or animal or, after tests
which are appropriate for the evaluation of
the safety of such drug, induces cancer in hu-
mans or animal, unless the Secretary finds
that, under the conditions for use specified
in proposed labeling and reasonably certain
to be followed in practice—

(i) such drug will not adversely affect the
animals for which it is intended; and

‘(i) no residue of such drug will be found
(by methods of examination prescribed or ap-
proved by the Secretary by regulations,
which regulations shall not be subject to
subsections (c)) in any edible portion of such
animals after slaughter or in any food yield-
ed by or derived from the living animals; or

“(1) another person has received approval
under section 512 for a drug with the same
active ingredient or ingredients and the
same conditions of use, and that person is
able to assure the availability of sufficient
quantities of the drug to meet the needs for
which the drug is intended;

the Secretary shall issue an order refusing to
conditionally approve the application. If,
after such notice and opportunity for hear-
ing, the Secretary finds that subparagraphs
(A) through (1) do not apply, the Secretary
shall issue an order conditionally approving
the application.

“(2) In determining whether such drug is
safe for use under the conditions prescribed,
recommended, or suggested in the proposed
labeling thereof, the Secretary shall con-
sider, among other relevant factors, (A) the
probable consumption of such drug and of
any substance formed in or on food because
of the use of such drug, (B) the cumulative
effect on man or animal of such drug, taking
into account any chemically or pharma-
cologically related substance, (C) safety fac-
tors which in the opinion of experts, quali-
fied by scientific training and experience to
evaluate the safety of such drugs, are appro-
priate for the use of animal experimentation
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data, and (D) whether the conditions of use
prescribed, recommended, or suggested in
the proposed labeling are reasonably certain
to be followed in practice. Any order issued
under this subsection refusing to approve an
application shall state the findings upon
which it is based.

“(d)(1) A conditional approval granted by
the Secretary under this section shall be ef-
fective for a 1l-year period. The Secretary
shall, upon request, renew a conditional ap-
proval for up to 4 additional l-year terms,
unless the Secretary by order makes a find-
ing that—

“(A) the applicant is not making appro-
priate progress toward meeting approval re-
quirements under section 512, and is unlikely
to be able to fulfill such requirements and
obtain such approval under such section be-
fore the 5 year maximum term of the condi-
tional approval expires;

““(B) excessive quantities of the drug have
been produced, without adequate expla-
nation; or

““(C) another drug with the same active in-
gredient or ingredients for the same condi-
tions of use has received approval under sec-
tion 512, and the holder of the approved ap-
plication is able to assure the availability of
sufficient quantities of the drug to meet the
needs for which the drug is intended.

“(2) If the Secretary does not renew a con-
ditional approval, the Secretary shall pro-
vide due notice and an opportunity for an ex-
pedited informal hearing to the applicant.

“(e)(1) The Secretary shall, after due no-
tice and opportunity for an expedited infor-
mal hearing to the applicant, issue an order
withdrawing conditional approval of an ap-
plication filed pursuant to subsection (a) if
the Secretary finds—

“(A) that experience or scientific data
show that such drug is unsafe for use under
the conditions of use upon the basis of which
the application was conditionally approved;

“(B) that new evidence not contained in
such application or not available to the Sec-
retary until after such application was con-
ditionally approved, or tests by new meth-
ods, or tests by methods not deemed reason-
ably applicable when such application was
conditionally approved, evaluated together
with the evidence available to the Secretary
when the application was conditionally ap-
proved, shows that such drug is not shown to
be safe for use under the conditions of use
upon the basis of which the application was
conditionally approved;

““(C) on the basis of new information before
the Secretary with respect to such drug,
evaluated together with the evidence avail-
able to the Secretary when the application
was conditionally approved, that there is not
a reasonable expectation that such drug will
have the effect it purports or is represented
to have under the conditions of use pre-
scribed, recommended, or suggested in the
labeling;

‘(D) that the application contains any un-
true statement of a material fact; or

“(E) that the applicant has made any
changes from the standpoint of safety or ef-
fectiveness beyond the variations provided
for in the application unless the applicant
has supplemented the application by filing
with the Secretary adequate information re-
specting all such changes and unless there is
in effect a conditional approval of the sup-
plemental application, which supplemental
application shall be treated in the same
manner as the original application.

If the Secretary finds that there is an immi-
nent hazard to the health of man or of the
animals for which such drug is intended, the
Secretary may suspend the conditional ap-
proval of such application immediately, and
give the applicant prompt notice of the Sec-
retary’s action and afford the applicant the



October 5, 2000

opportunity for an expedited informal hear-
ing. Authority to suspend the conditional ap-
proval of an application shall not be dele-
gated below the Commissioner of Food and
Drugs.

““(2) The Secretary may also, after due no-
tice and opportunity for an expedited infor-
mal hearing to the applicant, issue an order
withdrawing the conditional approval of an
application with respect to any new animal
drug under this section if the Secretary
finds—

“(A) that the applicant has failed to estab-
lish a system for maintaining required
records, or has repeatedly or deliberately
failed to maintain such records or to make
required reports in accordance with a regula-
tion or order under subsection (h), or the ap-
plicant has refused to permit access to, or
copying or verification of, such records as re-
quired by paragraph (2) of such subsection;

“(B) that on the basis of new information
before the Secretary, evaluated together
with the evidence before the Secretary when
the application was conditionally approved,
the methods used in, or the facilities and
controls used for, the manufacture, proc-
essing, and packing of such drug are inad-
equate to assure and preserve its identity,
strength, quality, and purity and were not
made adequate within a reasonable time
after receipt of written notice from the Sec-
retary specifying the matter complained of;
or

“(C) that on the basis of new information
before the Secretary, evaluated together
with the evidence before the Secretary when
the application was conditionally approved,
the labeling of such drug, based on a fair
evaluation of all material facts, is false or
misleading in any particular and was not
corrected within a reasonable time after re-
ceipt of written notice from the Secretary
specifying the matter complained of.

““(3) Any order under this subsection shall
state the findings upon which it is based.

“(f) The decision of the Secretary under
subsections (c), (d), or (e) shall constitute a
final agency decision for purposes of judicial
review.

“(9)(1) When an application filed pursuant
to subsection (a) is conditionally approved,
the Secretary shall by notice publish in the
Federal Register the name and address of the
applicant and the conditions and indications
of use of the new animal drug covered by
such application, including any tolerance
and withdrawal period or other use restric-
tion and, if such new animal drug is intended
for use in animal feed, appropriate purposes
and conditions of use (including special la-
beling requirements and any requirement
that an animal feed bearing or containing
the new animal drug be limited to use under
the professional supervision of a licensed
veterinarian) applicable to any animal feed
for use in which such drug is conditionally
approved, the expiration date of the condi-
tional approval, and such other information,
upon the basis of which such application was
conditionally approved, as the Secretary
deems necessary to assure the safe and effec-
tive use of such drug.

“(2) Upon withdrawal of conditional ap-
proval of such new animal drug application
or upon its suspension, the Secretary shall
publish a notice in the Federal Register.

“(h)(1) In the case of any new animal drug
for which a conditional approval of an appli-
cation filed pursuant to subsection (a) is in
effect, the applicant shall establish and
maintain such records, and make such re-
ports to the Secretary, of data relating to
experience, and other data or information,
received or otherwise obtained by such appli-
cant with respect to such drug, or with re-
spect to animal feeds bearing or containing
such drug, as the Secretary may by general
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regulation, or by order with respect to such
application, prescribe on the basis of a find-
ing that such records and reports are nec-
essary in order to enable the Secretary to de-
termine, or facilitate a determination,
whether there is or may be ground for refus-
ing to renew the conditional approval under
subsection (d) or for invoking subsection (e).
Such regulation or order shall provide, where
the Secretary deems it to be appropriate, for
the examination, upon request, by the per-
sons to whom such regulation or order is ap-
plicable, of similar information received or
otherwise obtained by the Secretary.

““(2) Every person required under this sub-
section to maintain records, and every per-
son in charge or custody thereof, shall, upon
request of an officer or employee designated
by the Secretary, permit such officer or em-
ployee at all reasonable times to have access
to and copy and verify such records.

“(i)(1) The label and labeling of a drug with
a conditional approval under this section
shall state that fact prominently and con-
spicuously.

““(2) Conditions of use that are the subject
of a conditional approval under this section
shall not be combined in product labeling
with any conditions of use approved under
section 512.

“(J)(1) safety and effectiveness data and in-
formation which has been submitted in an
application filed under subsection (a) for a
drug and which has not previously been dis-
closed to the public shall be made available
to the public, upon request, unless extraor-
dinary circumstances are shown—

“(A) if no work is being or will be under-
taken to have the application conditionally
approved,

““(B) if the Secretary has determined that
the application is not conditionally approv-
able and all legal appeals have been ex-
hausted,

““(C) if conditional approval of the applica-
tion under subsection (c) is withdrawn and
all legal appeals have been exhausted, or

“(D) if the Secretary has determined that
such drug is not a new animal drug.

““(2) Any request for data and information
pursuant to paragraph (1) shall include a
verified statement by the person making the
request that any data or information re-
ceived under such paragraph shall not be dis-
closed by such person to any other person—

““(A) for the purpose of, or as part of a plan,
scheme, or device for, obtaining the right to
make, use, or market, or making, using, or
marketing, outside the United States, the
drug identified in the application filed under
subsection (a), and

““(B) without obtaining from any person to
whom the data and information are disclosed
an identical verified statement, a copy of
which is to be provided by such person to the
Secretary, which meets the requirements of
this paragraph.

“(k) To the extent consistent with the pub-
lic health, the Secretary shall promulgate
regulations for exempting from the oper-
ation of this section new animal drugs, and
animal feeds bearing or containing new ani-
mal drugs, intended solely for investiga-
tional use by experts qualified by scientific
training and experience to investigate the
safety and effectiveness of animal drugs.
Such regulations may, in the discretion of
the Secretary, among other conditions relat-
ing to the protection of the public health,
provide for conditioning such exemption
upon the establishment and maintenance of
such records, and the making of such reports
to the Secretary, by the manufacturer or the
sponsor of the investigation of such article,
of data (including but not limited to analyt-
ical reports by investigators) obtained as a
result of such investigational use of such ar-
ticle, as the Secretary finds will enable the
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Secretary to evaluate the safety and effec-
tiveness of such article in the event of the
filing of an application pursuant to this sec-
tion. Such regulations, among other things,
shall set forth the conditions (if any) upon
which animals treated with such articles,
and any products of such animals (before or
after slaughter), may be marketed for food
use.
“INDEX OF LEGALLY MARKETED UNAPPROVED
MINOR USE ANIMAL DRUGS FOR MINOR SPE-
CIES WITH NO HUMAN FOOD SAFETY CONCERN

““SEC. 574. (a)(1) The Secretary shall estab-
lish an index of unapproved minor use new
animal drugs that may be lawfully marketed
for use in minor species with no human food
safety concern.

““(2) Such index is intended to benefit pri-
marily zoo and wildlife species, aquarium
and bait fish, reptiles and amphibians, caged
birds, and small pet mammals as well as
some commercially produced species such as
cricket, earthworms and possibly nonfood
life stages of some minor species used for
human food such as oysters and shellfish.

““(3) Such index shall conform to the re-
quirements in subsection (d).

“(b)(1) Any person may submit a request to
the Secretary for a preliminary determina-
tion that a drug may be eligible for inclusion
in the index. Such a request shall include—

“(A) information regarding the proposed
species, conditions of use, and anticipated
annual production;

“(B) information regarding product formu-
lation and manufacturing; and

“(C) information sufficient for the Sec-
retary to determine that there does not ap-
pear to be human food safety, environmental
safety, occupational safety, or bio-
availability concerns with the proposed use
of the drug.

““(2) Within 90 days after the submission of
a request for a preliminary determination
under paragraph (1), the Secretary shall
grant or deny the request, and notify the
submitter of the Secretary’s conclusion. The
Secretary shall grant the request if it ap-
pears that—

“(A) the request addresses the need for a
minor use animal drug for which there is no
approved or conditionally approved drug, and

““(B) the proposed drug use does not appear
to raise human food safety, environmental
safety, occupational safety, or bio-
availability concerns.

“(3) If the Secretary denies the request,
the Secretary shall provide due notice and
an opportunity for an expedited informal
hearing.

““(4) If the Secretary does not grant or deny
the request within 90 days, the Secretary
shall provide the Committee on Commerce of
the House of Representatives and the Com-
mittee on Health, Education, Labor, and
Pensions of the Senate with the reasons ac-
tion on the request did not occur within such
90 days.

“(5) The decision of the Secretary under
this subsection shall constitute a final agen-
cy decision for purposes of judicial review.

““(c)(1) With respect to a drug for which the
Secretary has made a preliminary deter-
mination of eligibility under subsection (b),
the submitter of that request may request
that the Secretary add the drug to the index
established by subsection (a). Such a request
shall include—

“(A) a copy of the Secretary’s preliminary
determination of eligibility issued under
subsection (b);

“(B) a qualified expert panel report that
meets the requirements in paragraph (2);

““(C) a proposed index entry;

““(D) proposed labeling;

“(E) anticipated annual production of the
drug; and
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“(F) a commitment to manufacture, label,
and distribute the drug in accordance with
the index entry and any additional require-
ments that the Secretary may prescribe by
general regulation or specific order.

““(2) For purposes of paragraph (1), a ‘quali-
fied expert panel report’ is a written report
that—

“(A) is authored by a panel of individuals
qualified by scientific training and experi-
ence to evaluate the safety and effectiveness
of animal drugs for the intended uses and
species in question and operating external to
the Food and Drug Administration;

‘“(B) addresses all available target animal
safety and effectiveness information, includ-
ing anecdotal information where necessary;

““(C) addresses proposed labeling;

‘“(D) addresses whether the drug should be
limited to use under the professional super-
vision of a licensed veterinarian; and

“(E) addresses whether, in the expert pan-
el’s opinion, the benefits of using the drug
outweigh its risks, taking into account the
harm being caused by the absence of an ap-
proved or conditionally approved new animal
drug for the minor use in question.

““(3) Within 180 days after the receipt of a
request for listing a drug in the index, the
Secretary shall grant or deny the request.
The Secretary shall grant the request if the
Secretary finds, on the basis of the expert
panel report and other information available
to the Secretary, that the benefits of using
the drug outweigh its risks, taking into ac-
count the harm caused by the absence of an
approved or conditionally approved new ani-
mal drug for the minor use in question. If
the Secretary denies the request, the Sec-
retary shall provide due notice and the op-
portunity for an expedited informal hearing.
If the Secretary does not grant or deny the
request within 180 days, the Secretary shall
provide the Committee on Commerce of the
House of Representatives and the Committee
on Health, Education, Labor, and Pensions of
the Senate with the reasons action on the re-
quest did not occur within such 180 days. The
decision of the Secretary under this para-
graph shall constitute a final agency deci-
sion for purposes of judicial review.

“(d)(1) The index established by subsection
(a) shall include the following information
for each listed drug:

“(A) The name and address of the sponsor
of the index listing.

““(B) The name of the drug, its dosage form,
and its strength.

““(C) Labeling.

‘(D) Production limits or other conditions
the Secretary deems necessary to prevent
misuse of the drug.

“(E) Requirements that the Secretary
deems necessary for the safe and effective
use of the drug.

““(2) The Secretary shall publish the index,
and revise it monthly.

“(e)(1) If the Secretary finds, after due no-
tice to the sponsor and an opportunity for an
expedited informal hearing, that—

“(A) on the basis of new information before
the Secretary, evaluated together with the
evidence available to the Secretary when the
drug was listed in the index, the benefits of
using the drug do not outweigh its risks, or

“(B) the conditions and limitations of use
in the index listing have not been followed,

the Secretary shall remove the drug from
the index. The decision of the Secretary
shall constitute final agency decision for
purposes of judicial review.

“(2) If the Secretary finds that there is an
imminent hazard to the health of man or of
the animals for which such drug is intended,
the Secretary may suspend the listing of
such drug immediately, and give the sponsor
prompt notice of the Secretary’s action and
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afford the sponsor the opportunity for an ex-
pedited informal hearing. Authority to sus-
pend the listing of a drug shall not be dele-
gated below the Commissioner of Food and
Drugs.

“(f)(1) In the case of any new animal drug
for which an index listing pursuant to sub-
section (a) is in effect, the sponsor shall es-
tablish and maintain such records, and make
such reports to the Secretary, of data relat-
ing to experience, and other data or informa-
tion, received or otherwise obtained by such
sponsor with respect to such drug, or with
respect to animal feeds bearing or con-
taining such drug, as the Secretary may by
general regulation, or by order with respect
to such listing, prescribe on the basis of a
finding that such records and reports are
necessary in order to enable the Secretary to
determine, or facilitate a determination,
whether there is or may be ground for invok-
ing subsection (e). Such regulation or order
shall provide, where the Secretary deems it
to be appropriate, for the examination, upon
request, by the persons to whom such regula-
tion or order is applicable, of similar infor-
mation received or otherwise obtained by the
Secretary.

““(2) Every person required under this sub-
section to maintain records, and every per-
son in charge or custody thereof, shall, upon
request of an officer or employee designated
by the Secretary, permit such officer or em-
ployee at all reasonable times to have access
to and copy and verify such records.

““(g) The labeling of a drug that is the sub-
ject of an index listing shall state, promi-
nently and conspicuously, that the drug is
legally marketed but not approved.

““(h) The Secretary shall promulgate regu-
lations to implement this section. Such reg-
ulations shall address, among other subjects,
the composition of the expert panel, sponsor-
ship of the expert panel under the auspices of
a recognized professional organization, con-
flict of interest criteria for panel members,
and the use of advisory committees convened
by the Food and Drug Administration.

‘(i) To the extent consistent with the pub-
lic health, the Secretary shall promulgate
regulations for exempting from the oper-
ation of this section new animal drugs in-
tended solely for investigational use by ex-
perts qualified by scientific training and ex-
perience to investigate the safety and effec-
tiveness of animal drugs. Such regulations
may, in the discretion of the Secretary,
among other conditions relating to the pro-
tection of the public health, provide for con-
ditioning such exemption upon the establish-
ment and maintenance of such records, and
the making of such reports to the Secretary,
by the manufacturer or the sponsor of the in-
vestigation of such article, of data (including
but not limited to analytical reports by in-
vestigators) obtained as a result of such in-
vestigational use of such article, as the Sec-
retary finds will enable the Secretary to
evaluate the safety and effectiveness of such
article in the event of the filing of a request
for an index listing pursuant to this section.
Such regulations, among other things, shall
set forth the conditions (if any) upon which
animals treated with such articles, and any
products of such animals (before or after
slaughter), may be marketed for food use.

““GRANTS AND CONTRACTS FOR DEVELOPMENT

OF ANIMAL DRUGS FOR MINOR USES

““SEC. 575. (a) The Secretary may make
grants to and enter into contracts with pub-
lic and private entities and individuals to as-
sist in defraying the costs of qualified test-
ing expenses and manufacturing expenses in-
curred in connection with the development
of drugs for minor uses.

““(b) For purposes of subsection (a) of this
section:
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““(1) The term ‘qualified testing’ means—

“(A) clinical testing—

“(i) which is carried out under an exemp-
tion for a drug for minor uses under section
512(j), 573(k), or 574(i); and

‘(i) which occurs after the date such drug
is designated under section 571 and before
the date on which an application with re-
spect to such drug is submitted under sec-
tion 512; and

“(B) preclinical testing involving a drug
for minor use which occurs after the date
such drug is designated under section 571 and
before the date on which an application with
respect to such drug is submitted under sec-
tion 512.

“(2) The term ‘manufacturing expenses’
means expenses incurred in developing proc-
esses and procedures intended to meet cur-
rent good manufacturing practice require-
ments which occur after such drug is des-
ignated under section 571 and before the date
on which an application with respect to such
drug is submitted under section 512.

“(c) For grants and contracts under sub-
section (a), there are authorized to be appro-
priated $1,000,000 for fiscal year 2001,
$1,500,000 for fiscal year 2002, and $2,000,000
for fiscal year 2003.”.

(c) THREE-YEAR EXCLUSIVITY FOR MINOR
USE  APPROVALS.—Section  512(c)(2)(F)(ii),
(iii), and (v) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 360b(c)(2)(F)(ii), (iii),
and (v)) is amended by striking ‘“‘(other than
bioequivalence or residue studies)’” and in-
serting ‘“‘(other than bioequivalence studies
or, except in the case of a new animal drug
for minor uses, residue studies)”.

(d) ScoPE oF REVIEW FOR MINOR USE APPLI-
CATIONS.—Section 512(d) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 360b(d)) is
amended by adding at the end the following:

“(5) In reviewing a supplement to an ap-
proved application that seeks a minor use
approval, the Secretary shall not reconsider
information in the approved application to
determine whether it meets current stand-
ards for approval.”.

(e) PRESUMPTION OF NEW ANIMAL DRUG
STATUS.—Section 709 of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 379a) is
amended by designating the existing text as
subsection (a), and by adding after such new
subsection the following:

“(b) In any action to enforce the require-
ments of this Act respecting a drug for
minor use that is not the subject of an ap-
proval under section 512, a conditional ap-
proval under section 573, or an index listing
under section 574, it shall be presumed that
the drug is a new animal drug.”.

(f) CONFORMING AMENDMENTS.—

(1) Section 512(a)(1) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 360b(a)(1))
is amended by striking subparagraphs (A)
and (B) and inserting the following:

“(A) there is in effect an approval of an ap-
plication filed pursuant to subsection (b)
with respect to such use or intended use of
such drug, and such drug, its labeling, and
such use conform to such approved applica-
tion;

“(B) there is in effect a conditional ap-
proval of an application filed pursuant to
section 573 with respect to such use or in-
tended use of such drug, and such drug, its
labeling, and such use conform to such con-
ditionally approved application; or

““(C) there is in effect an index listing pur-
suant to section 574 with respect to such use
or intended use of such drug, and such drug,
its labeling, and such use conform to such
index listing.””.

(2) Section 512(a)(4) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 360b(a)(4))
is amended by adding after ““if an approval of
an application filed under subsection (b)”
the following: ‘‘or a conditional approval of
an application filed under section 573"".
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(3) Section 503(f) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 353(f)) is amend-
ed as follows:

(A) In paragraph (1)(A)(ii) by striking ‘512"
and inserting the following: ‘512, a condi-
tionally approved application under sub-
section (b) of section 573, or an index listing
under subsection (a) of section 574.”.

(B) In paragraph (3) by striking ‘‘section
512" and inserting the following: ‘‘sections
512, 573, or 574.”.

(4) Section 504(a)(1) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 354(a)(1))
is amended by striking ‘512(b)”’ and insert-
ing “‘512(b), a conditionally approved applica-
tion filed pursuant to section 573, or an index
listing pursuant to section 574.”.

(5) Section 504(a)(2)(B) and (b) of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C.
354(a)(2)(B), and 354(b)) are amended by strik-
ing ‘*512(i)”’ and inserting ‘‘512(i) or section
573(g), or the index listing pursuant to sec-
tion 574.”.

(6) Section 403(a) of the Food and Drug Ad-
ministration Modernization Act of 1997 (21
U.S.C. 371(a)) is amended by adding at the
end ‘“‘For purposes of this section, an ap-
proved article includes a new animal drug
that is the subject of a conditional approval
or an index listing under sections 573 and 574
of the Federal Food, Drug, and Cosmetic Act,
respectively.”.

(g) REGULATIONS.—The Secretary of Health
and Human Services shall promulgate pro-
posed regulations to implement amendments
to the Federal Food, Drug, and Cosmetic Act
made by this Act within 6 months of the date
of enactment of this Act, and final regula-
tions within 24 months of the date of enact-
ment of this Act.

(h) OFFICE OF MINOR USE ANIMAL DRUG DE-
VELOPMENT.—

(1) The Secretary of Health and Human
Services shall establish within the Center of
Veterinary Medicine of the Food and Drug
Administration an Office of Minor Use Ani-
mal Drug Development (referred to in this
subsection as the ““Office’”). The Secretary of
Health and Human Services shall select an
individual to serve as the Director of such
Office. The Director of such Office shall re-
port directly to the Director of the Center
for Veterinary Medicine. The Office shall be
responsible for designating minor use animal
drugs under section 571 of the Federal Food,
Drug, and Cosmetic Act, for administering
grants and contracts for the development of
animal drugs for minor uses under section
575 of the Federal Food, Drug, and Cosmetic
Act, and for serving as liaison with any
party interested in minor use animal drug
development.

(2) For the Office described under para-
graph (1), there are authorized to be appro-
priated $1,200,000 for each of the fiscal years
2001 through 2003.

SEC. 4. CREDIT FOR CLINICAL TESTING EX-
PENSES FOR CERTAIN ANIMAL
DRUGS FOR MINOR USES.

(a) IN GENERAL.—Subpart D of part IV of
subchapter A of chapter 1 of the Internal
Revenue Code of 1986 is amended by inserting
after section 45C the following new section:
“SEC. 45D. CLINICAL TESTING EXPENSES FOR

CERTAIN ANIMAL DRUGS FOR
MINOR USES.

““‘(a) GENERAL RULE.—For purposes of sec-
tion 38, the minor use animal drug credit de-
termined under this section for the taxable
year is an amount equal to 50 percent of the
qualified animal clinical testing expenses for
the taxable year.

“(b) QUALIFIED ANIMAL CLINICAL TESTING
EXPENSES.—For purposes of this section—

““(1) QUALIFIED ANIMAL CLINICAL TESTING
EXPENSES.—

“(A) IN GENERAL.—EXxcept as otherwise pro-
vided in this paragraph, the term ‘qualified
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animal clinical testing expenses’ means the
amounts which are paid or incurred by the
taxpayer during the taxable year which
would be described in subsection (b) of sec-
tion 41 if such subsection were applied with
the modifications set forth in subparagraph
(B).

““(B) MODIFICATIONS.—For purposes of sub-
paragraph (A), subsection (b) of section 41
shall be applied—

“(i) by substituting ‘animal clinical test-
ing’ for ‘qualified research’ each place it ap-
pears in paragraphs (2) and (3) of such sub-
section, and

‘“(ii) by substituting ‘100 percent’ for ‘65
percent’ in paragraph (3)(A) of such sub-
section.

““(C) EXCLUSION FOR AMOUNTS FUNDED BY
GRANTS, ETC.—The term ‘qualified animal
clinical testing expenses’ shall not include
any amount to the extent such amount is
funded by any grant, contract, or otherwise
by another person (or any governmental en-
tity).

‘(D) SPECIAL RULE.—For purposes of this
paragraph:

(i) section 41 shall be deemed to remain in
effect for periods after June 30, 2000; and

‘(i) the trade or business requirement of
section 41(b)(1) shall be deemed to be satis-
fied in the case of a taxpayer that owns ani-
mals and that conducts clinical testing on
such animals.

““(2) ANIMAL CLINICAL TESTING.—

“(A) IN GENERAL.—The term ‘animal clin-
ical testing’ means any clinical testing—

‘(i) which is carried out under an exemp-
tion for a drug being tested for minor use
under section 512(j), 573(k), or 574(i) of the
Federal Food, Drug, and Cosmetic Act (or
regulations issued under such sections),

““(ii) which occurs—

“(1) after the date such drug is designated
under section 571 of such Act, and

“(I11) before the date on which an applica-
tion with respect to such drug is approved
under section 512(c) of such Act, and

““(iii) which is conducted by or on behalf
of—

“(1) the taxpayer to whom the designation
under such section 571 applies, or

“(11) the owner of the animals that are the
subject of clinical testing.

““(B) TESTING MUST BE FOR MINOR USE.—AnNi-
mal clinical testing shall be taken into ac-
count under subparagraph (A) only to the ex-
tent such testing is related to the use of a
drug for the minor use for which it was des-
ignated under section 571 of the Federal
Food, Drug, and Cosmetic Act.

‘“(c) COORDINATION WITH CREDIT FOR
CREASING RESEARCH EXPENDITURES.—

“(1) IN GENERAL.—Except as provided in
paragraph (2), any qualified animal clinical
testing expenses for a taxable year to which
an election under this section applies shall
not be taken into account for purposes of de-
termining the credit allowable under section
41 for such taxable year.

‘“(2) EXPENSES INCLUDED IN DETERMINING
BASE PERIOD RESEARCH EXPENSES.—ANy
qualified animal clinical testing expenses for
any taxable year which are qualified re-
search expenses (within the meaning of sec-
tion 41(b)) shall be taken into account in de-
termining base period research expenses for
purposes of applying section 41 to subsequent
taxable years.

‘‘(d) DEFINITION AND SPECIAL RULES.—

““(1) MINOR USE.—For purposes of this sec-
tion, the term ‘minor use’ has the meaning
given such term by section 201(Il) of the Fed-
eral Food, Drug, and Cosmetic Act. Deter-
minations under the preceding sentence with
respect to any drug shall be made on the
basis of the facts and circumstances as of the
date such drug is designated under section
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571 of the Federal Food, Drug, and Cosmetic
Act.

‘“(2) DENIAL OF CREDIT FOR TESTING CON-
DUCTED BY CORPORATIONS TO WHICH SECTION 936
APPLIES.—No credit shall be allowed under
this section with respect to any animal clin-
ical testing conducted by a corporation to
which an election under section 936 applies.

““(3) CERTAIN RULES MADE APPLICABLE.—
Rules similar to the rules of paragraphs (1)
and (2) of section 41(f) shall apply for pur-
poses of this section.

““(4) ELECTION.—This section shall apply to
any taxpayer for any taxable year only if
such taxpayer elects (at such time and in
such manner as the Secretary may by regu-
lations prescribe) to have this section apply
for such taxable year.”.

(b) CONFORMING AMENDMENTS.—

(1) Section 38(b) of such Code is amended—

(A) by striking ““plus’ at end of paragraph
(11),

(B) by striking the period at the end of
paragraph (12) and inserting *‘, plus’’, and

(C) by adding at the end the following new
paragraph:

““(13) the minor use animal drug credit de-
termined under section 45D(a).”’.

(2) Section 280C(b) of such Code is
amended—

(A) in paragraph (1), by striking ‘“‘section
45C(b)”” and inserting ‘‘section 45C(b) or
45D(b)’’, and

(B) in paragraphs (1) and (2), by striking
‘‘section 45C”’ each place it appears and in-
serting ‘‘section 45C or 45D”’.

(c) CLERICAL AMENDMENT.—The table of
sections for subpart D of part IV of sub-
chapter A of chapter 1 of such Code is
amended by inserting after the item relating
to section 45C the following new item:

““‘Sec. 45D. Clinical testing expenses for cer-
tain animal drugs for minor
uses.”.

(d) EFFECTIVE DATE.—The amendments
made by this section shall apply to taxable
years beginning after the date of the enact-
ment of this Act.

(e) REGULATIONS.—The Secretary of the
Treasury shall publish proposed regulations
to implement amendments to the Internal
Revenue Code of 1986 made by this Act with-
in 6 months after the date of the enactment
of this Act, and final regulations within 24
months after such date.

Mr. DODD (for himself, Ms. CoL-
LINS, and Mr. KENNEDY):

S. 3170. A bill to amend the Higher
Education Act of 1965 to assist institu-
tions of higher education to help at-
risk students to stay in school and
complete their 4-year postsecondary
academic programs by helping those
institutions to provide summer pro-
grams and grant aid for such students,
and for other purposes; to the Com-
mittee on Health, Education, Labor,
and Pensions.

COLLEGE COMPLETION CHALLENGE GRANTS ACT
OF 2000

Mr. DODD. Mr. President, | rise
today to join Senator COLLINS in offer-
ing legislation that will support our
youth and promote their abilities by
helping them stay in college and com-
plete their degrees.

There is no question that post-sec-
ondary education is a critical compo-
nent in individual success in today’s
economy. Parents understand this re-
ality from the day their children are
born and they start worrying about
how to make college affordable. Stu-
dents know it as they work to achieve
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good grades and high test scores. And
policymakers know it as we work to in-
crease Pell grants and support in-
creased saving options for families.

But colleges achievement is not just
about being accepted at a higher edu-
cation institution. To fully see the ben-
efits of post-secondary education, one
must complete a degree. And yet, while
college enrollment rates have been ris-
ing, 37 percent of students who enter
post-secondary education drop out be-
fore they receive a degree or certifi-
cate. This problem is especially acute
for minorities. Thirty percent of Afri-
can-Americans and Hispanic-Ameri-
cans drop out of college before the end
of their first year. This is almost dou-
ble the rate of white Americans.

For these students and for us as a na-
tion, these statistics represent a lost
opportunity. Clearly, these students
aspire to greater things—to more edu-
cation and better careers. But instead
of fulfilling this promise, they leave
school with their potential unrealized.
Unfortunately, many of them also
leave school not just with an academic
set-back, but also with substantial stu-
dent loan debt, which today is as much
a reality of college attendance as is a
course syllabus.

The legislation | am introducing
today, the ‘“‘College Completion Chal-
lenge Grants Act of 2000”’, would pro-
vide vital support and assistance to at-
risk students to help them stay in
school and complete their degrees. The
College Completion Challenge grant
program is based on the successful
work of the Student Support Services
(SSS) program, which is one of the
Turning R Into Opportunity programs.
While TRIO is better known for its
early intervention programs with tal-
ented, at-risk high school students,
SSS follows through on these early ef-
forts by supporting at-risk, first-gen-
eration college students once they are
enrolled. The College Completion Chal-
lenge grants would supplement these
student support services by offering ad-
ditional scholarship aid, intensive sum-
mer programs, and further support
services to students at risk of dropping
out. Higher education institutions par-
ticipating in SSS as well as those that
provide similar support through other
sources would be eligible to apply for
these additional dollars.

Mr. President, the House of Rep-
resentatives has already acted on simi-
lar legislation, which was included in
the Higher Education Technical
Amendments that passed the House
earlier this year. So, I am hopeful that
we too can find an appropriate vehicle
to support these students as they pur-
sue their dreams. | urge my colleagues
to support this legislation.

By Mr. MURKOWSKI (for him-
self, Mr. BREAUX, and Mr. STE-
VENS):

S. 3171. A bill to amend the Internal
Revenue Code of 1986 to extend the sec-
tion 29 credit for producing fuel from a
non-conventional source; to the Com-
mittee on Finance.
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ENERGY SECURITY FOR AMERICAN CONSUMERS
ACT OF 2000

Mr. MURKOWSKI. Mr. President, if
this country is ever going to achieve
the goal of reducing our dependency on
foreign sources of oil to at least 50 per-
cent, we are going to have to provide
incentives that will encourage our en-
ergy industry to recover oil and gas
from nonconventional sources.

In the aftermath of the twin oil
shocks of the 1970s, Congress enacted
Section 29 of the tax code which pro-
vides a tax credit to encourage produc-
tion of oil and gas from unconventional
sources such as Devonian shale, tight
rock formations, coalbeds and
geopressurized brine. This credit has
helped the industry invest in new tech-
nologies which allow us to recover
large oil and gas deposits that are
locked in various formations which are
very expensive to develop.

Since the Clinton-Gore Administra-
tion came into office, it has sent up
various proposals all designed to elimi-
nate the Section 29 credit. As a result
of their efforts, the Section 29 credit
has not applied to any facilities placed
in service since July 1, 1998. That
makes absolutely no sense when we re-
alize that today we are 56 percent de-
pendent on foreign sources of oil. Doing
away with this credit sends a direct
signal to the market—this country will
not lift a finger to encourage energy
development at home.

I think it is time to reverse the failed
energy policies of the Clinton-Gore ad-
ministration. As part of that effort, |
am today introducing legislation that
would extend the Section 29 credit
until 2013 and allow it to apply to fa-
cilities that are placed in service be-
fore 2011. I am pleased that Senators
BREAUX and STEVENS are joining me in
this effort.

Mr. President, if we are to retain the
prosperity we have enjoyed over the
last 20 years, we must have a stable
and secure supply of oil and natural
gas. Section 29 is an important provi-
sion that will allow our energy devel-
opment companies to bring tech-
nologies on line to develop new energy
deposits.

Moreover, the bill expands the defini-
tion of qualifying investments to in-
clude heavy oil. In Alaska, there are
several billion barrels of heavy oil in
West Sak Prudhoe Bay that are just
too costly to exploit because of the
density of the oil and the fact that it is
heavily laden with sand. Extension of
the Section 29 credit could very well
mean that these billions of barrels of
heavy oil could be exploited and
brought onto the U.S. energy market.

I ask unanimous consent that the
text of the bill be printed in the
RECORD.

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

S. 3171

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

October 5, 2000

SECTION 1. SHORT TITLE.

This Act may be cited as the “Energy Se-
curity for American Consumers Act of 2000"".
SEC. 2. EXTENSION OF CREDIT FOR PRODUCING

FUEL FROM A NONCONVENTIONAL
SOURCE.

(a) EXTENSION OF CREDIT.—Subsection (f) of
section 29 of the Internal Revenue Code of
1986 (relating to credit for producing fuel
from a nonconventional source) is amended—

(1) in paragraph (1)(A), by inserting before
“or”” the following: ‘“‘or from a well drilled
after the date of the enactment of the En-
ergy Security for American Consumers Act
of 2000, and before January 1, 2011,”’,

(2) in paragraph (1)(B), by inserting before
‘““and’” at the end the following: “‘or placed in
service after the date of the enactment of
the Energy Security for American Con-
sumers Act of 2000, and before January 1,
2011,”’, and

(3) in paragraph (2), by striking “2003”* and
inserting ‘“2013"".

(b) REDUCTION IN AMOUNT OF CREDIT BY 20
PERCENT PER YEAR STARTING IN 2007.— Sub-
section (a) of section 29 of such Code is
amended to read as follows:

“‘(a) ALLOWANCE OF CREDIT.—

““(1) IN GENERAL.—There shall be allowed as
a credit against the tax imposed by this
chapter for the taxable year an amount
equal to—

“(A) the applicable amount, multiplied by

‘“(B) the barrel-of-oil equivalent of quali-
fied fuels—

‘(i) sold by the taxpayer to an unrelated
person during the taxable year, and

“(ii) the production of which is attrib-
utable to the taxpayer.

““(2) APPLICABLE AMOUNT.—For purposes of
paragraph (1), the applicable amount is the
amount determined in accordance with the
following table:

In the case of taxable The applicable

years beginning in amount is:
calendar year:

2001 to 2008 ......cceeennnnnnn. $3.00
$2.60
$2.00
$1.40
$0.80

2013 and thereafter ...... $0.00.””

(c) CREDIT ALLOWED AGAINST BOTH REG-
ULAR TAX AND ALTERNATIVE MINIMUM TAX.—
Paragraph (6) of section 29(b) of such Code is
amended to read as follows:

““(6) APPLICATION WITH OTHER CREDITS.—
The credit allowed by subsection (a) for any
taxable year shall not exceed the excess of—

“(A) the sum of the regular tax liability
(as defined in section 26(b)) plus the tax im-
posed by section 55, over

““(B) the sum of the credits allowable under
this part (other than subpart C and this sec-
tion) and under section 1397E.”’

(d) QUALIFIED FUELS ToO INCLUDE HEAvVY
OlIL.—Subsection (c) of section 29 of such
Code (defining qualified fuels) is amended—

(1) in paragraph (1), by striking ““and’ at
the end of subparagraph (B), by striking the
period at the end of subparagraph (C) and in-
serting ‘‘, and”’, and by adding at the end the
following new subparagraph:

“(D) heavy oil, as defined
613A(c)(6)(7).”’, and

(2) by adding at the end the following new
paragraph:

““(4) SPECIAL RULE FOR HEAVY OIL.—Heavy
oil shall be considered to be a qualified fuel
only if it is produced from a well drilled, or
in a facility placed in service, after the date
of the enactment of the Energy Security for
American Consumers Act of 2000, and before
January 1, 2011.”

(e) REPEAL OF SUPERSEDED SUBSECTION.—
Subsection (g) of section 29 of such Code is
repealed.

in section



October 5, 2000

(f) EFFecTIVE DATE.—The amendments
made by this Act shall apply to taxable
years beginning after December 31, 2000.

By Mr. KENNEDY:

S. 3172. A bill to provide access to af-
fordable health care for all Americans;
to the Committee on Finance.

BASIC HEALTH PLAN ACT

Mr. KENNEDY. Mr. President, last
week, the Census Bureau released new
figures on the number of the uninsured.
Thanks to a prosperous economy and
the Children’s Health Insurance Pro-
gram, the number of the uninsured de-
clined for the first time in more than a
decade. But that decline was small, and
it is no cause for complacency. The
number of uninsured is still far too
high—43 million Americans have no in-
surance coverage—and any weakening
in the economy is likely to send the
number higher again.

It’s a national disgrace that so many
Americans find the quality of their
health determined by the quantity of
their wealth. In this age of the life
sciences, the importance of good med-
ical care in curing disease and improv-
ing and extending life is more signifi-
cant than ever, and denying any family
the health care they need is unaccept-
able.

Earlier this year, along with a num-
ber of my colleagues in the House and
Senate, | introduced bipartisan legisla-
tion to extend the Child Health Insur-
ance Program to include the parents of
participating children and to increase
the enrollment of eligible children in
Medicaid and CHIP. It received a ma-
jority vote in the Senate, but it was de-
feated on a procedural motion. | hope
that we will be able to pass it promptly
next year, as an initial effective step to
reduce the number of the uninsured.

Today, | am introducing an addi-
tional measure. The Basic Access to
Secure Insurance Coverage Health
plan—or BASIC Health plan. Congress-
man John Dingell is introducing a
companion measure in the House. Our
proposal uses the model of the Child
Health Insurance Program to make
subsidized coverage available—through
private insurance or Medicaid—to all
Americans with incomes below 300 per-
cent of poverty—$25,000 a year for an
individual and $42,000 a year for a fam-
ily of three.

Almost three-quarters of the unin-
sured are in this income range. Our
plan also includes innovative steps to
encourage current and newly eligible
individuals and families to enroll. It is
a major step toward the day when ac-
cess to affordable health care will be a
reality for all Americans, and | hope it
will be enacted as well next year.

The need for BASIC is clear. One of
our highest national priorities for the
new century must be to make good
health care a reality for all our people.
Every other industrialized society in
the world except South Africa achieved
that goal in the 20th century—and
under Nelson Mandela and Thabo
Mbeki, South Africa has taken giant
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steps toward universal health care
today. But in our country, the law of
the jungle still too often prevails.
Forty-three million of our fellow citi-
zens are left out and left behind when
it comes to health insurance.

The dishonor roll of suffering created
by this national problem is a long one.

Children fail to get a healthy start in
life because their parents cannot afford
the eyeglasses or hearing aids or doc-
tors visits they need.

A young family loses its chance to
participate in the American dream,
when a breadwinner is crippled or
killed because of lack of timely access
to medical care.

A teenager is condemned to go with-
out a college education because the
family’s income and energy are sucked
away by the high financial and emo-
tional cost of uninsured illness.

An older couple sees its hope for a
dignified retirement dashed when the
savings of a lifetime are washed away
by a tidal wave of medical debt.

Even in this time of unprecedented
prosperity, more than 200,000 Ameri-
cans annually file for bankruptcy be-
cause of uninsured medical costs. And
the human costs of being uninsured are
often just as devastating.

In any given year, one-third of the
uninsured go without needed medical
care.

Eight million uninsured Americans
fail to take the medication that their
doctor prescribes, because they cannot
afford to fill the prescription.

Four hundred thousand children suf-
fer from asthma but never see a doctor.
Five hundred thousand children with
recurrent earaches never see a doctor.
Another five hundred thousand chil-
dren with severe sore throats never see
a doctor.

Thirty-two thousand Americans with
heart disease go without life-saving
and life-enhancing bypass surgery or
angioplasty—because they are unin-
sured.

Twenty-seven thousand uninsured
women are diagnosed with breast can-
cer each year. They are twice as likely
as insured women not to receive med-
ical treatment before their cancer has
already spread to other parts of their
bodies. As a result, they are 50 percent
more likely to die of the disease.

Overall, eighty-three thousand Amer-
icans die each year because they have
no insurance. The lack of insurance is
the seventh leading cause of death in
America today. Our failure to provide
health insurance for every citizen kills
more people than kidney disease, liver
disease, and AIDS combined.

Today our opportunity to finally end
these millions of American tragedies is
greater than ever before. Our pros-
perous economy gives us large new re-
sources to invest in meeting this crit-
ical need. Recently, some Republicans
in Congress have finally joined Demo-
crats in urging our country to meet the
challenge of providing health coverage
to the 43 million Americans who are
uninsured.
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The BASIC plan can be a bridge for
both Republicans and Democrats to
come together. It is based on the model
of the Child Health Insurance Program,
which enjoys broad bi-partisan support
in every state in the country. It em-
phasizes a Federal-State partnership to
make care accessible and affordable.
Insurance is provided primarily
through the private sector, but without
employer mandates.

The BASIC plan is designed to sup-
plement, not replace, the current em-
ployment-based system of health care.
It will also build on Medicaid, which ef-
fectively serves so many of the very
poor, the working poor, the disabled,
and people with AIDS.

Federal subsidies under BASIC will
be targeted to those without insurance
today. We should not disrupt the
health coverage that 161 million Amer-
icans now receive through their em-
ployers. It makes no sense to encour-
age those who already have reliable
employer-based health insurance to
turn instead to a new government-sub-
sidized program. The cost to taxpayers
would balloon needlessly, and force us
to reduce benefits in order to cut costs.

The proposal builds on and expands
proven programs that are already in
place. States will provide coverage
under Medicaid for all very low income
people, consistent with the mandate
that already exists in federal law to
provide Medicaid coverage for all chil-
dren with family incomes below 100
percent of poverty. Medicaid’s broad
benefits and minimal cost-sharing are
ideal for very low income people, be-
cause they cannot afford to contribute
significantly to the cost of their own
care.

For low and moderate income indi-
viduals and families, the plan follows
the CHIP model. States will have the
choice of providing coverage through
Medicaid or contracting with private
insurance companies to offer subsidized
coverage to those eligible to partici-
pate. The state would pay the insur-
ance company a premium for each indi-
vidual enrolled. For higher income en-
rollees, the individual would make a
premium contribution as well.

One-third of all the uninsured today
are poor, and almost three-quarters of
the uninsured have incomes below 300
percent of poverty. A program of sub-
sidies targeted on these low and mod-
erate income Americans will put af-
fordable health insurance within reach
of the vast majority of the uninsured.

One of the biggest problems we face
in expanding health insurance coverage
through such a program is assuring
that those who are eligible actually
participate. We have learned a great
deal from the experience under CHIP
on how to achieve this objective. We
know that simple, mail-in forms are
important. We know that public infor-
mation campaigns and the involvement
of community-based organizations can
be valuable. We know that programs
with presumptive eligibility are effec-
tive—so that people can be signed up
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right away, without waiting until the
eligibility verification process has been
completed. We know that enrolling
people for a year at a time without
subjecting them to reapplications or
reverification of income more often
than once a year is critical. Through
steps like these, we can see that the
uninsured are not only eligible for the
program but actually participate in it,
so that they actually have the finan-
cial protection and access to timely
medical care they need.

The BASIC Health plan will not re-
quire employers to contribute to the
cost of coverage. But it will require
them to make the BASIC plan coverage
available through the workplace, and
forward the premiums of workers to
the insurance company that the work-
ers choose. This step is a minimum ob-
ligation that responsible employers
should be willing to accept—and it can
significantly increase the number of
the uninsured who actually have cov-
erage. Eighty-two percent of uninsured
Americans today are workers or de-
pendents of workers. Our message to
all of them is that help is finally on the
way.

The cost of the BASIC place is an es-
timated $200 billion to $300 billion over
the next ten years—approximately the
cost of the prescription drug plans that
many of us have proposed under Medi-
care. It’s a substantial amount of the
surplus, but as we know from the suc-
cess of Medicare, few if any federal dol-
lars are better spent.

In sum, every child deserves a
healthy start and life. Every family de-
serves protection against the high cost
of illness. All Americans deserve time-
ly access to quality, affordable health
care. The American people want ac-
tion. It is time for all of us to make the
cause of health care for all a national
priority.

| ask unanimous consent that a sum-
mary of the BASIC plan and a fact
sheet on the problem of the uninsured
be included in the RECORD.

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

NEED FOR LEGISLATION AND SUMMARY OF THE
“BASIC” HEALTH PROGRAM: UNIVERSAL Ac-
CESS TO AFFORDABLE QUALITY HEALTH IN-
SURANCE
America is the only industrial country in

the world, except South Africa, that does not

guarantee health care for all its citizens. The
number of uninsured declined last year for

the first time in more than a decade—but 43

million Americans remain uninsured, and

any slowdown in the economy is likely to
send the number up again. The vast majority
of the uninsured are workers or dependents
of workers. The consequences of being unin-
sured go far beyond vulnerability to cata-
strophic medical costs. The uninsured often
lack timely access to quality health care, es-
pecially preventive care. They suffer unnec-
essary illness and even death because they
have no coverage.

Growth in the Uninsured

The number of the uninsured has grown
from 32 million in 1987 to 43 million this
year. Except for a brief pause in 1993 and
1994, the number of uninsured has consist-
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ently increased by a million or more each
year until this year. Even these figures un-
derstate the number of the uninsured. Dur-
ing the course of a year, 70 million Ameri-
cans will be uninsured for an extended period
of time.

Characteristics of the Uninsured

The vast majority of privately insured
Americans—161 million citizens under 65—re-
ceive coverage on the job as workers or
members of their families. But the uninsured
are also overwhelmingly workers or their de-
pendents. Eighty-two percent of those with-
out insurance are employees or family mem-
bers of employees. Of these uninsured work-
ers, most are members of families with at
least one person working full-time.

Most uninsured workers are uninsured be-
cause their employer either does not offer
coverage, or because they are not eligible for
the coverage offered. Seventy percent of un-
insured workers are in firms where no cov-
erage is offered. Eighteen percent are in
firms that offer coverage, but they are not
eligible for it, usually because they are part-
time workers or have not been employed by
the firm long enough to qualify for coverage.
Only 12 percent of uninsured workers are of-
fered coverage and decline.

The uninsured are predominantly low and
moderate income persons. Almost 25 percent
are poor (income of $8,501 or less for a single
individual; $13,290 or less for a family of
three). Twenty-eight percent have incomes
between 100 and 200 percent of poverty.
Eighteen percent have incomes between 200
and 300 percent of poverty. Almost three-
fourths have incomes below 300 percent of
poverty.

Consequences of Being Uninsured

An uninsured family is exposed to financial
disaster in the event of serious illness. Un-
paid medical bills account for 200,000 bank-
ruptcies annually. Over 9 million families
spend more than one fifth of their total in-
come on medical costs. The health con-
sequences of being uninsured are often as
devastating as the economic costs:

In any given year, one-third of the unin-
sured go without needed medical care.

Eight million uninsured Americans fail to
take medication their doctors prescribe, be-
cause they cannot afford to fill the prescrip-
tion.

Thirty-two thousand Americans with heart
disease go without life-saving and life-en-
hancing bypass surgery or angioplasty, be-
cause they are uninsured.

Twenty-seven thousand uninsured women
are diagnosed with breast cancer each year.
They are twice as likely as insured women
not to receive medical treatment until their
cancer has already spread in their bodies. As
a result, they are 50 percent more likely to
die of the disease.

The tragic bottom line is that eighty-three
thousand Americans die every year because
they have no insurance. Being uninsured is
the seventh leading cause of death in Amer-
ica. Our failure to provide health insurance
for every citizen kills more people than kid-
ney disease, liver disease, and AIDS com-
bined.

THE PROPOSAL: SUMMARY OF BASIC ACCESS TO

SECURE INSURANCE COVERAGE HEALTH PLAN

(“‘BASIC’” HEALTH PLAN)

Overview

The BASIC program builds on the bi-par-
tisan Child Health Insurance Program and
on Vice-President Gore’s proposal to extend
insurance coverage under CHIP and Medicaid
to the parents of eligible children. The Child
Health Insurance Program provides sub-
sidized coverage through Medicaid or private
insurers contracting with state governments
for low and moderate income children. The
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BASIC plan extends the availability of sub-
sidized coverage to all uninsured low and
moderate income Americans, regardless of
age or family status. It guarantees the avail-
ability of coverage in every state for every
uninsured person, and includes provisions to
encourage enrollment by those who are eligi-
ble. The plan also allows those who have in-
comes too high to qualify for subsidies to
participate in the program by paying the full
premium.
Key Provisions
Phase 1: Coverage for Children and Parents—
Expansion of CHIP and Medicaid

Eligibility levels are raised to 300 percent
of poverty for all uninsured children.

Coverage is made available to all unin-
sured parents of eligible children.

Coverage is made available to legal immi-
grant children and their parents.

The required benefit package for children
is improved by adding eye-glasses, hearing
aids, and medically necessary rehabilitative
services for disabled or developmentally de-
layed children.

Additional steps are established to encour-
age enrollment of eligible children and their
parents, including presumptive eligibility,
qualification for at least twelve months, and
simplified application forms.

The system of capped state allotments
under CHIP is eliminated and federal match-
ing funds are made available for all eligible
persons enrolled in the program.

Phase Il1: Coverage for the Remaining Unin-
sured

Subsidized coverage is made available for
all uninsured single adults with incomes
below 300 percent of poverty. Coverage is
phased in by income levels, beginning with
those below 50 percent of poverty in the
third year of the program, rising to 300 per-
cent of poverty in the ninth year.

Unsubsidized coverage is available to all
individuals in families with incomes too high
to qualify for subsidized coverage, by paying
the cost through premiums.

Responsibility of Employers

Eighty-two percent of the uninsured are
workers or dependents of workers. Employ-
ers will not be required to provide coverage
or contribute to the cost of coverage—but
they will be required to offer their uninsured
employees an opportunity to enroll in the
program and agree to facilitate the coverage
by withholding any required premium con-
tributions from the employee’s periodic pay.
Cost

Preliminary estimates of similar proposals
indicate that the federal cost will be $200-
$300 billion over the next ten years, beyond
the amount already budgeted for expansions
of coverage under the current CHIP program.

By Mr. SMITH of New Hampshire
(for himself, Mr. WARNER, Mr.
INHOFE, Mr. THOMAS, Mr. BOND,
Mr. VOINOVICH, Mr. CRAPO, Mr.
L. CHAFEE, Mr. BAucus, Mr.
MOYNIHAN, and Mr. GRAHAM):

S. 3173. A bill to improve the imple-
mentation of the environmental
streamling provisions of the Transpor-
tation Equity Act for the 21st Century;
read the first time.

ENVIRONMENTAL STREAMLINING IMPROVEMENT
ACT

Today | am introducing legislation
that requires the US Department of
Transportation to make substantial re-
visions to the recently proposed regula-
tions on transportation planning and
environmental streamlining. This ac-
tion is necessary because the proposed
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regulations fail to fully comply with
the direction that Congress gave to the
U.S. Department of Transportation (US
DOT) in the Transportation Equity Act
for the 21st Century—the so-called
TEA—21—that we passed in 1998.

The proposed regulations cover the
inter-related disciplines of transpor-
tation planning and environmental
protection. It is my view that transpor-
tation system development and the en-
vironment can exist in harmony if
there is proper planning and foresight.
All too often, though, there is a lack of
coordination that results in unneces-
sary delays to transportation projects,
or leads to wasted time and funds on
projects that never get built.

This is the problem that I, along with
my colleagues, Senators GRAHAM and
WYDEN, attempted to address when we
authored TEA-21’s environmental
streamlining provision. Our provision,
which is section 1309 of TEA-21, re-
quired a more systematic approach to
avoid conflicts, expedite approvals, and
eliminate duplicated efforts in devel-
oping transportation projects.

Section 1309 does not weaken envi-
ronmental standards or avoid existing
requirements for environmental anal-
ysis. Instead, section 1309 requires bet-
ter coordination between the transpor-
tation and environmental agencies.

Specifically, section 1309 requires
that US DOT to establish a coordinated
review process among the various state
and federal agencies, to ensure concur-
rent rather than sequential reviews by
these agencies, and to establish a dis-
pute resolution process so that delays
are not created by lingering, unre-
solved problems. We also included
other changes in TEA-21 that were in-
tended to put greater order and effi-
ciency into the planning and approval
of transportation projects.

Unfortunately, the proposed regula-
tions fail to meet the requirements of
TEA-21 in two important respects:
First, the regulations do not incor-
porate the specific requirements of en-
vironmental streamlining with regard
to time periods for review or a dispute
resolution process.

Second, the regulations create new
data collection, consultation and anal-
ysis requirements that will further
complicate and delay transportation
projects.

The full Committee on Environment
and Public Works held a hearing two
weeks ago to take testimony from the
administration and the states on the
intent and effect of these regulations.
the states unanimously objected to the
increased burden that would result
from these proposed regulations. Where
we intended to reduce delay, state
transportation departments testified
that these regulations would add years
to project development, putting us
even further behind in meeting our
transportation needs.

A few weeks ago, eleven bipartisan
members of my committee joined in a
letter to the Secretary of Transpor-
tation recommending that the pro-
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posed regulations be revised and re-
issued. That is precisely the subject of
the legislation | am introducing today.

This bill requires the Secretary of
Transportation to revise the rules, tak-
ing into consideration the hundreds of
comments received on the current pro-
posal, and to comply with the clear di-
rectives that US DOT received from
Congress in section 1309 of TEA-21. |
hope that with a second chance, the US
DOT will craft rules that clearly meet
Congressional intent.

Mr. BAUCUS. Mr. President, today
Senator SMITH, on behalf of Senator
VoiNoVIcH, myself and others is intro-
ducing the Environmental Stream-
lining Improvement Act.

This bill ensures that the United
States Department of Transportation
will issue a revised rule on TEA-21 en-
vironmental streamlining regulations.
This bill will give the USDOT another
chance to follow the statute when
issuing proposed rules on planning and
the environment.

The Environment and Public Works
Committee has held three hearings on
the subject of environmental stream-
lining since the passage of TEA-21 in
1998. | am sorry to say that in the 2
years it has taken the USDOT to issue
this NPRM, they fall far short of what
Congress has intended. TEA-21 is very
specific about what the regulations
should do. The proposed regulations
follow neither the word nor the intent
of TEA-21.

I remember working with Senators
WARNER, GRAHAM, WYDEN and CHAFEE
and with the House members to de-
velop an agreement on environmental
streamlining. Those provisions are now
Sections 1308 and 1309 of TEA-21.

I had heard from the Montana De-
partment of Transportation and from
others about how cumbersome a proc-
ess it is to complete a highway project.
Everyone who worked on TEA-21, in
both the House and Senate, wanted to
include a direction to the USDOT to
streamline the planning and project de-
velopment processes for the states.

We were very clear—the environment
and the environmental reviews should
not get short shrift! But, we need to
find a way to make it easier to get a
final decision, eliminate unnecessary
delays, move faster and with as little
paperwork as possible.

I cannot over-emphasize that the
planning and environmental provisions
of TEA-21 need to be implemented in a
way that will streamline the expedite,
not complicate, the process of deliv-
ering transportation projects.

That is why Congress directed the
USDOT to include certain elements in
their regulations on environmental
streamlining.

We included concepts to be incor-
porated in future regulations—like
concurrent environmental reviews by
agencies and reasonable deadlines for
the agencies to follow when completing
their reviews.

Certainly we did not legislate an easy
task to the USDOT. Trying to coordi-
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nate so many separate agencies is like
trying to herd cats. The whole concept
of environmental streamlining—that
is, to make the permit and approval
process work more smoothly and effec-
tively, while still ensuring protection
of the environment—is one of the more
difficult challenges of TEA-21.

So | waited for the rules to come out.
And waited. And two years after the
passage of TEA-21 | look at the pro-
posed rules and | am very disappointed.

I have identified several problems
with these regulations and | would like
to mention just a few things that | see
as real problems.

First, elevating the planning process
participants to the roles of decision
makers. These regulations were sup-
posed to help the States get their jobs
done better and more efficiently. Its
one thing to add more participants to
the process. More involvement is a
good thing.

But its another thing to give them
the authority to make decisions about
how the planning process will work.
This decision maker role is currently
held by State DOTs and Metropolitan
Planning Organizations for a reason.

Second, what happened to ‘‘stream-
lining?”” The basic elements of real
streamlining are the only things not in
the regs.

Third, these regulations are supposed
to answer questions—but what is con-
tained in the proposed regulations
raises even more questions because
they are vague there they need to be
precise.

Fourth, this proposal makes it even
harder, if not impossible to come to a
decision. These regulations include ini-
tiatives not outlined in sections 1308
and 1309 and in many areas would strip
states of their authority.

I would also like to mention that the
Montana Department of Transpor-
tation filed comments or wrote letters
at every possible opportunity for the
public record. As | read these proposed
regulations, 1 see that MDT’s com-
ments were either never read by the
USDOT or ignored.

Let me close by saying that | believe
the proposed rules would add signifi-
cant requirements and uncertainty to
planning and environmental review for
transportation projects. In practical
terms, they would increase overhead
and delay—and delay usually means in-
creased project costs. These proposed
rules could make it difficult for States
to deliver their programs. Contracts
won’t get let and jobs will be lost.

I know this is a tough task. To
streamline a process while ensuring
that we maintain a thorough planning
and environmental review process. But,
adding requirements to the process is
contrary to the course charted by Con-
gress.

At our last hearing, the administra-
tion testified that their intent was to
streamline the process. The bill we are
introducing today would allow them to
make good on their intent.

Our bill requires the USDOT go back
to the drawing board and incorporate
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comments received from States and
others and issue another NPRM. | am
confident the USDOT will do the right
thing this time.

Mr. VOINOVICH. Mr. President, |
rise today to thank Senator BoB SMITH
of introducing the Environmental
Streamlining Improvement Act today.
Last month several of my colleagues
on the Environmental and Public
Works Committee, following a full
committee hearing on the issue, re-
quested that the Administration revise
its proposed rules on environmental
streamlining and transportation plan-
ning, taking into consideration com-
ments already submitted on the pro-
posed rules, and publish them in the
Federal Register for an additional 120-
day comment period. This legislation
is being introduced today because the
Administration has not responded to
our request.

In addition to requiring the Adminis-
tration to consider public comments
and to revise and re-propose rules on
environmental streamlining and trans-
portation planning, this legislation
would prevent the Secretary of Trans-
portation from finalizing the rules
until May 1, 2001, and require a report
on changes that were made to the re-
vised rules.

When | was Governor of Ohio, | wit-
nessed first-hand the frustration of
many of the various state agencies be-
cause they were required to complete a
myriad of federally-required tasks on
whatever project they initiated.

With my background as a local and
state official, | bring a unique perspec-
tive to this issue. While environmental
review is good public policy, | believe
that there are more efficient ways to
ensure adequate and timely delivery of
construction projects, while still care-
fully assessing environmental con-
cerns.

Congress recognized the frustration
of the states and enacted planning and
environmental provisions to initiate
environmental streamlining and expe-
dite project delivery. These programs
are embodied in Sections 1308 and 1309
of TEA-21. Section 1308 calls for the in-
tegration of the Major Investment
Study, which had been a separate re-
quirement for major metropolitan
projects, with the National Environ-
mental Policy Act (NEPA) process.
Section 1309 of TEA-21 calls for the es-
tablishment of a coordinated review
process for the Department of Trans-
portation to work with other federal
agencies to ensure that transportation
projects are advanced according to co-
operatively determined time-frames.
This is accomplished by using concur-
rent rather than sequential reviews,
and allows states to include state-spe-
cific environmental reviews in the co-
ordinated process.

Last year, | conducted two hearings
as Chairman of the Subcommittee on
Transportation and Infrastructure on
streamlining and project delivery. Dur-
ing those hearings | stressed how im-
portant it is that the planning and en-
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vironmental streamlining provisions of
TEA-21 be implemented in a way that
will streamline and expedite, not com-
plicate, the process of delivering trans-
portation projects. A year after these
hearings and nearly two years after the
passage of TEA-21, the Department of
Transportation finally published its
proposed planning and NEPA regula-
tions on May 25, 2000. Frankly, I am
very disappointed with how long it
took to propose these rules, and | be-
lieve many of my colleagues feel the
same way. More importantly, there is a
lot of disappointment with the pro-
posed rules in general.

I strongly believe these proposed reg-
ulations are inconsistent with TEA-21
and Congressional intent and do little,
if anything, to streamline and expedite
the ability of states to commence
transportation projects. The proposed
rules create new mandates and require-
ments, add new decision-makers to the
process, and provide endless fodder for
all kinds of lawsuits, especially with
regard to environmental justice.

In Ohio, the process of highway con-
struction has been dubbed: ““So you
Want a Highway? Here’s the Eight Year
Hitch.” My hope has been that in the
future we could say ‘““‘So you Want a
Highway? Here’s the Five Year Hitch.”
I don’t see that happening with the
proposal we have before us. For that
reason, | am very pleased Senator
SMITH has introduced this legislation
today.

Mr. CRAIG (for himself, Mr.
CONRAD, Mr. BAucus, Mr.
BINGAMAN, Mr. BREAUX, Mr.
BURNS, Mr. CRAPO, Mr.
DASCHLE, Mr. ENzI, Mr. GOR-
TON, Mr. GRAMM, Mr. GRAMS,
Mr. GREGG, Mr. HARKIN, Mrs.

HUTCHISON, Mr. JEFFORDS, Mr.

JOHNSON, Mr. KENNEDY, Mr.
KERREY, Mr. LEAHY, Mr. LUGAR,
Ms. MIKULSKI, Mrs. MURRAY,

Mr. REED, Mr. SARBANES, Mr.
SMITH of New Hampshire, Mr.
THOMAS, and Mr. WELLSTONE):
S. 3175. A bill to amend the Consoli-
dated Farm and Rural Development
Act to authorize the National Rural
Development Partnership, and for
other purposes; to the Committee on
Agriculture, Nutrition, and Forestry.
NATIONAL RURAL DEVELOPMENT PARTNERSHIP
ACT OF 2000
Mr. CRAIG. Mr. President, | rise
today with Senator CONRAD to intro-
duce the ““National Rural Development
Partnership Act of 2000"’—a bill to cod-
ify the National Rural Development
Partnership (NRDP or the Partnership)
and provide a funding source for the
program. | am pleased that Senators

BAuUCUS, BINGAMAN, BREAUX, BURNS,
CRAPO, DASCHLE, ENzI, GORTON,
GRAMM, GRAMS, GREGG, HARKIN,

HUTCHISON, JEFFORDS, JOHNSON, KEN-
NEDY, KERREY, LEAHY, LUGAR, MIKUL-
SKI, MURRAY, REED, SARBANES, BoB
SMITH, THOMAS, and WELLSTONE are
joining us as original cosponsors.

The Partnership was established
under the Bush Administration in 1990,
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by Executive Order 12720. Although the
Partnership has existed for ten years,
it has never been formally authorized
by Congress. The current basis for the
existence of the Partnership is found in
the Consolidated Farm and Rural De-
velopment Act of 1972 and the Rural
Development Policy Act of 1980. In ad-
dition, the Conference Committee Re-
port on the 1996 federal Farm Bill cre-
ated specific responsibilities and expec-
tations for the Partnership and state
rural development councils (SRDCs).

The Partnership is a nonpartisan
interagency working group whose mis-
sion is to ‘““‘contribute to the vitality of
the Nation by strengthening the abil-
ity of all rural Americans to partici-
pate in determining their futures.”” The
NRDP and SRDCs do something no
other entities do: facilitate collabora-
tion among federal agencies and be-
tween federal agencies and state, local,
and tribal governments and the private
and non-profit sectors to increase co-
ordination of programs and services to
rural areas. When successful, these ef-
forts result in more efficient use of
limited rural development resources
and actually add value to the efforts
and dollars of others.

On March 8, 2000, the Subcommittee
on Forestry, Conservation, and Rural
Revitalization, which | chair, held an
oversight hearing on the operation and
accomplishments of the NRDP and
SRDCs. The Subcommittee heard from
a number of witnesses, including offi-
cials of the US Departments of Agri-
culture, Transportation and Health &
Human Services, state agencies, and
private sector representatives. The
hearing established the need for some
legislative foundation and consistent
funding. The legislation we are intro-
ducing accomplishes this.

This legislation formally recognizes
the existence and operations of the
Partnership, the National Rural Devel-
opment Council (NRDC), and SRDCs. In
addition, the legislation gives specific
responsibilities to each component of
the Partnership and authorizes it to re-
ceive Congressional appropriations.

Specifically, the bill formally estab-
lishes the NRDP and indicates it is
composed of the NRDC and SRDCs.
NRDP is established for empowering
and building the capacity of rural com-
munities, encouraging participation in
flexible and innovative methods of ad-
dressing the challenges of rural areas,
and encouraging all those involved in
the Partnership to be fully engaged and
to share equally in decision making.
This legislation also identifies the role
of the federal government in the Part-
nership as being that of partner, coach,
and facilitator. Federal agencies are
called upon to designate senior-level
officials to participate in the NRDC
and to encourage field staff to partici-
pate in SRDCs. Federal agencies are
also authorized to enter into coopera-
tive agreements with, and to provide
grants and other assistance to, state
rural development councils, regardless
of the form of legal organization of a
state rural development council.
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The composition of the NRDC is spec-
ified as being one representative from
each federal agency with rural respon-
sibilities, and governmental and non-
governmental for-profit and non-profit
organizations that elect to participate
in the NRDC. The legislation outlines
the duties of the Council as being to
provide support to SRDCs; facilitate
coordination among federal agencies
and between the federal, state, local
and tribal governments and private or-
ganizations; enhance the effectiveness,
responsiveness, and delivery of federal
government programs; gather and pro-
vide to federal agencies information
about the impact of government pro-
grams on rural areas; review and com-
ment on policies, regulations, and pro-
posed legislation; provide technical as-
sistance to SRDCs; and develop strate-
gies for eliminating administrative and
regulatory impediments. Federal agen-
cies do have the ability to opt out of
participation in the Council, but only
if they can show how they can more ef-
fectively serve rural areas without par-
ticipating in the Partnership and Coun-
cil.

This legislation provides that states
may participate in the Partnership by
entering into a memorandum of under-
standing with USDA to establish an
SRDC. SRDCs are required to operate
in a nonpartisan and nondiscrim-
inatory manner and to reflect the di-
versity of the states within which they
are organized. The duties of the SRDCs
are to facilitate collaboration among
government agencies at all levels and
the private and non-profit sectors; to
enhance the effectiveness, responsive-
ness, and delivery of federal and state
government programs; to gather infor-
mation about rural areas in its state
and share it with the NRDC and other
entities; to monitor and report on poli-
cies and programs that address, or fail
to address, the needs of rural areas; to
facilitate the formulation of needs as-
sessments for rural areas and partici-
pate in the development of the criteria
for the distribution of federal funds to
rural areas; to provide comments to
the NRDC and others on policies, regu-
lations, and proposed legislation; assist
the NRDC in developing strategies for
reducing or eliminating impediments;
to hire an executive director and sup-
port staff; and to fundraise.

As | have stated before, this legisla-
tion authorizes the Partnership to re-
ceive appropriations as well as author-
izing and encouraging federal agencies
to make grants and provide other
forms of assistance to the Partnership
and authorizing the Partnership to ac-
cept private contributions. The SRDCs
are required to provide at least a 25
percent match for funds it receives as a
result of its cooperative agreement
with the federal government.

As you know, too many parts of rural
America have not shared in the boom
that has brought great prosperity to
urban America. We need to do more to
ensure that rural citizens will have op-
portunities similar to those enjoyed by
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urban areas. To do so, we do not nec-
essarily need new government pro-
grams. Instead, we must do a better job
of coordinating the many programs
available for USDA and other federal
agencies that can benefit rural commu-
nities. With the passage of this legisla-
tion, the NRDP and SRDCs will be bet-
ter situated to provide that much need-
ed coordination.

Mr. President, | ask unanimous con-
sent that the text of the bill be printed
in the RECORD.

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

S. 3175

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

SECTION 1. SHORT TITLE.

This Act may be cited as the ‘‘National
Rural Development Partnership Act of 2000"".
SEC. 2. FINDINGS.

Congress finds that—

(1) rural development has been given high
priority throughout most of this century as
a means of achieving a sound balance be-
tween rural and urban areas in the United
States, a balance that Congress considers es-
sential to the peace, prosperity, and welfare
of all citizens of the United States;

(2)(A) during the last half century, Con-
gress has enacted many laws and established
many programs to provide resources to rural
communities;

(B) in addition, numerous efforts have been
made to coordinate Federal rural develop-
ment programs; and

(C) during the last decade, the National
Rural Development Partnership and its prin-
cipal components, the National Rural Devel-
opment Council and State rural development
councils, have successfully provided opportu-
nities for collaboration and coordination
among Federal agencies and between Federal
agencies and States, nonprofit organizations,
the private sector, tribal governments, and
other entities committed to rural advance-
ment;

(3) Congress enacted the Rural Develop-
ment Act of 1972 (86 Stat. 657) and the Rural
Development Policy Act of 1980 (94 Stat.
1171) as a manifestation of this commitment
to rural development;

(4) section 2(b)(3) of the Rural Development
Policy Act of 1972 (7 U.S.C. 2204b(b)(3)) di-
rects the Secretary of Agriculture to develop
a process through which multi-state, State,
substate, and local rural development needs,
goals objectives, plans and recommendations
can be received and assessed on a continuing
basis;

(5) the National Rural Development Part-
nership and State Rural Development Coun-
cils were established as vehicles to help co-
ordinate development of rural programs in
1990;

(6) in 1991, the Secretary began to execute
those statutory responsibilities, in part
through the innovative mechanism of na-
tional, State, and local rural development
partnerships administered by the Under Sec-
retary of Agriculture for Small Community
and Rural Development;

(7) that mechanism, now known as the
“National Rural Development Partnership”’,
has been recognized as a model of new gov-
ernance and as an example of the effective-
ness of collaboration between the Federal,
State, local, tribal, private, and nonprofit
sectors in addressing the needs of the rural
communities of the United States;

(8) partnerships by agencies and entities in
the Partnership would extend scarce but val-
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uable funding through collaboration and co-
operation; and

(9) the continued success and efficacy of
the Partnership could be enhanced through
specific Congressional authorization remov-
ing any statutory barriers that could detract
from the benefits potentially achieved
through the Partnership’s unique structure.
SEC. 3. NATIONAL RURAL DEVELOPMENT PART-

NERSHIP.

The Consolidated Farm and Rural Develop-
ment Act (7 U.S.C. 1921 et seq.) is amended
by adding at the end the following:

“SEC. 381P. NATIONAL RURAL DEVELOPMENT
PARTNERSHIP.

‘‘(a) DEFINITIONS.—In this section:

“(1) AGENCY WITH RURAL RESPONSIBIL-
ITIES.—The term ‘agency with rural respon-
sibilities’ means any executive agency (as
defined in section 105 of title 5, United States
Code) that—

“(A) implements Federal law targeted at
rural areas, including—

“(i) the Act of April 24, 1950 (commonly
known as the Granger-Thye Act) (64 Stat. 82,
chapter 9);

“(if) the Intergovernmental
Act of 1968 (82 Stat. 1098);

““(iii) section 41742 of title 49, United States
Code;

““(iv) the Rural Development Act of 1972 (86
Stat. 657);

““(v) the Rural Development Policy Act of
1980 (94 Stat. 1171);

““(vi) the Rural Electrification Act of 1936
(2 U.S.C. 901 et seq.);

“(vii) amendments made to section 334 of
the Public Health Service Act (42 U.S.C.
254g) by the Rural Health Clinics Act of 1983
(97 Stat. 1345); and

““(viii) the Rural Housing Amendments of
1983 (97 Stat. 1240) and the amendments made
by the Rural Housing Amendments of 1983 to
title V of the Housing Act of 1949 (42 U.S.C.
1471 et seq.); or

““(B) administers programs that have a sig-
nificant impact on rural areas, including—

““(i) the Appalachian Regional Commission;

““(ii) the Department of Agriculture;

““(iii) the Department of Commerce;

““(iv) the Department of Defense;

““(v) the Department of Education;

“‘(vi) the Department of Energy;

“(vii) the Department of Health and
Human Services;

“(viii) the Department of Housing and
Urban Development;

““‘(ix) the Department of the Interior;

““(x) the Department of Justice;

“‘(xi) the Department of Labor;

““(xii) the Department of Transportation;

“(xiii) the Department of the Treasury.

“‘(xiv) the Department of Veterans Affairs;

“(xv) the Environmental Protection Agen-
cy;
““(xvi) the Federal Emergency Management
Administration;

““(xvii) the Small Business Administration;

“(xviii) the Social Security Administra-
tion;

““(xix) the Federal Reserve System;

““(xx) the United States Postal Service;

“(xxi) the Corporation for National Serv-
ice;

“(xxii) the National Endowment for the
Arts and the National Endowment for the
Humanities; and

“(xxiii) other agencies, commissions, and
corporations.

“(2) CouNcCIL.—The term ‘“‘Council”” means
the National Rural Development Council es-
tablished by subsection (c).

“(3) PARTNERSHIP.—The term ‘‘Partner-
ship’” means the National Rural Develop-
ment Partnership established by subsection
(b).
““(4) RURAL AREA.—The term ‘‘rural area”
means—

Cooperation
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“(A) all the territory of a State that is not
within the boundary of any standard metro-
politan statistical area, as designated by the
Director of the Office of Management and
Budget;

““(B) all territory within any standard met-
ropolitan statistical area described in sub-
paragraph (A) within a census tract having a
population density of less than 20 persons per
square mile, as determined by the Secretary
according to the most recent census of the
United States as of any date; and

““(C) such areas as a State Rural Develop-
ment Council may identify as rural.

““(5) STATE RURAL DEVELOPMENT COUNCIL.—
The term “‘State rural development council”
means a State rural development council
that meets the requirements of subsection
(d).

““(b) ESTABLISHMENT.—

“(1) IN GENERAL.—There is established a
National Rural Development Partnership
composed of—

“(A) the National Rural Development
Council established under subsection (a); and

‘“(B) State rural development councils es-
tablished under subsection (d).

““(2) PURPOSES.—The purposes of the Part-
nership are—

“(A) to empower and build the capacity of
States and rural communities within States
to design unique responses to their own spe-
cial rural development needs, with local de-
terminations of progress and selection of
projects and activities;

“(B) to encourage participants to be flexi-
ble and innovative in establishing new part-
nerships and trying fresh, new approaches to
rural development issues, with responses to
rural development that use different ap-
proaches to fit different situations; and

“(C) to encourage all 5 partners of the
Partnership (Federal, State, local, and tribal
governments, the private sector, and non-
profit organizations) to be fully engaged and
share equally in decisions.

““(3) ROLE OF FEDERAL GOVERNMENT.—The
role of the Federal Government in the Part-
nership should be that of a partner, coach,
and facilitator, with Federal agencies
authorized—

“(A) to cooperate closely with States to
implement the Partnership;

“(B) to provide States with the technical
and administrative support necessary to plan
and implement tailored rural development
strategies to meet local needs;

“(C) to delegate decisionmaking to other
levels;

“(D) to ensure that the head of each de-
partment and agency specified in subsection
(a)(1)(B) designates a senior-level agency of-
ficial to represent the department or agency,
respectively, on the Council and directs ap-
propriate field staff to participate fully with
the State rural development council within
their jurisdiction; and

“(E) to enter into cooperative agreements
with, and to provide grants and other assist-
ance to, State rural development councils,
regardless of the form of legal organization
of a State rural development council and
notwithstanding any other provision of law.

““(4) ROLE OF PRIVATE AND NONPROFIT SEC-
TOR ORGANIZATIONS.—Private and nonprofit
sector organizations are encouraged—

“(A) to act as full partners in the Partner-
ship and State rural development councils;
and

‘“(B) to cooperate with participating gov-
ernment organizations in developing innova-
tive problem approaches to rural develop-
ment.

““(c) NATIONAL RURAL DEVELOPMENT COUN-
ClL.—

‘(1) ESTABLISHMENT.—There is established
a National Rural Development Council.
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‘“(2) CompPosITION.—The Council shall be
composed of—

“(A) 1 representative of each agency with
rural responsibilities that elects to partici-
pate in the Council; and

‘“(B) representatives of local, regional,
State, tribal, and nongovernmental profit
and nonprofit organizations that elect to
participate in the activities of the Council.

““(3) DuTiES.—The Council shall—

““(A) provide support for the work of the
State rural development councils;

““(B) facilitate coordination among Federal
programs and activities, and with State,
local, tribal, and private programs and ac-
tivities, affecting rural development;

““(C) enhance the effectiveness, responsive-
ness, and delivery of Federal programs in
rural areas;

‘(D) gather and provide to Federal au-
thorities information and input for the de-
velopment and implementation of Federal
programs impacting rural economic and
community development;

“(E) review and comment on policies, regu-
lations, and proposed legislation that affect
or would affect rural areas;

“(F) provide technical assistance to State
rural development councils for the imple-
mentation of Federal programs; and

““(G) develop and facilitate strategies to re-
duce or eliminate administrative and regu-
latory impediments.

‘“(4) ELECTION NOT TO PARTICIPATE.—AN
agency with rural responsibilities that elects
not to participate in the Partnership shall
submit to Congress a report that describes—

“(A) how the programmatic responsibil-
ities of the Federal agency that target or
have an impact on rural areas are better
achieved without participation by the agen-
cy in the Partnership; and

““(B) a more effective means of partnership-
building and collaboration to achieve the
programmatic responsibilities of the agency.

““(5) PERFORMANCE EVALUATIONS.—In con-
ducting a performance evaluation of an em-
ployee of an agency with rural responsibil-
ities, the agency shall consider any com-
ments submitted by a State rural develop-
ment council.

‘“(d) STATE RURAL DEVELOPMENT COUN-
CILS.—

““(1) ESTABLISHMENT.—Each State may
elect to participate in the Partnership by en-
tering into a memorandum of agreement
with the Secretary to establish a State rural
development council.

‘“(2) STATE DIVERSITY.—Each State rural
development council shall—

“(A) have a nonpartisan and nondiscrim-
inatory membership that is broad and rep-
resentative of the economic, social, and po-
litical diversity of the State; and

‘“(B) carry out programs and activities in a
manner that reflects the diversity of the
State.

‘“(3) DuTiES.—Each State rural
ment council shall—

“(A) facilitate collaboration among Fed-
eral, State, local, and tribal governments
and the private and nonprofit sectors in the
planning and implementation of programs
and policies that target or have an impact on
rural areas of the State;

““(B) enhance the effectiveness, responsive-
ness, and delivery of Federal and State pro-
grams in rural areas of the State;

*“(C) gather and provide to the Council and
other appropriate organizations information
on the condition of rural areas in the State;

‘(D) monitor and report on policies and
programs that address, or fail to address, the
needs of the rural areas of the State;

“(E) facilitate the formulation of local
needs assessments for the rural areas of the
State and participate in the development of
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criteria for the distribution of Federal funds
to the rural areas of the State;

“(F) provide comments to the Council and
other appropriate organizations on policies,
regulations, and proposed legislation that af-
fect or would affect the rural areas of the
State;

“(G) in conjunction with the Council, fa-
cilitate the development of strategies to re-
duce or eliminate conflicting or duplicative
administrative or regulatory requirements
of Federal, State, local, and tribal govern-
ments;

““(H) use grant or cooperative agreement
funds available to the Partnership to—

‘(i) retain an Executive Director and such
support staff as are necessary to facilitate
and implement the directives of the State
rural development council; and

“(ii) defray expenses associated with car-
rying out subparagraphs (A) through (G) and
subparagraph (J);

“(1) be authorized to solicit funds to sup-
plement and match funds granted under sub-
paragraph (H); and

““(J) be authorized to engage in all other
appropriate activities.

““(4) COMMENTS OR RECOMMENDATIONS.—

“(A) IN GENERAL.—A State rural develop-
ment council may provide comments and
recommendations to an agency with rural re-
sponsibilities related to the activities of the
State rural development council within the
State.

“(B) AGENCY.—The agency with rural re-
sponsibilities shall provide to the State rural
development council a written response to
the comments or recommendations.

““(5) ACTIONS OF STATE RURAL DEVELOPMENT
COUNCIL MEMBERS.—When carrying out a pro-
gram or activity authorized by a State rural
development council, a member of the Coun-
cil shall be regarded as an employee of the
Federal Government for purposes of chapter
171 of title 28, United States Code.

‘“(6) FEDERAL PARTICIPATION IN
RURAL DEVELOPMENT COUNCILS.—

““(A) IN GENERAL.—Subject to subparagraph
(B), Federal employees may participate in a
State rural development council.

““(B) CoNFLICTS.—A Federal employee who
participates in a State rural development
council shall not participate in the making
of any council decision if the agency rep-
resented by the Federal employee has any fi-
nancial or other interest in the outcome of
the decision.

“(C) FEDERAL GUIDANCE.—The Attorney
General shall issue guidance to all Federal
employees that participate in State rural de-
velopment councils that describes specific
decisions that—

““(i) would constitute a conflict of interest
for the Federal employee; and

“(it) from which the Federal
must recuse himself or herself.

‘“(e) ADMINISTRATION OF THE PARTNER-
SHIP.—

““(1) DETAIL OF EMPLOYEES.—In order to
provide experience in intergovernmental col-
laboration, with the approval of the head of
an agency with rural responsibilities that
elects to participate in the Partnership, an
employee of the agency with rural respon-
sibilities is encouraged to be detailed to the
Partnership without reimbursement, and
such detail shall be without interruption or
loss of civil service status or privilege.

““(2) ADDITIONAL SUPPORT.—The Secretary
shall provide for any additional support staff
to the Partnership as the Secretary deter-
mines to be necessary to carry out the duties
of the Partnership.

““(3) PANEL.—

“(A) IN GENERAL.—A panel consisting of
representatives of the Council and State
rural development councils shall be estab-
lished to lead and coordinate the strategic
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operation, policies, and practices of the Part-
nership.

“(B) ANNUAL REPORTS.—In conjunction
with the Council and State rural develop-
ment councils, the panel shall prepare and
submit to Congress an annual report on the
activities of the Partnership.

““(f) FUNDING.—

““(1) AUTHORIZATION OF APPROPRIATIONS.—
There are authorized to be appropriated such
sums as are necessary to carry out this sec-
tion.

““(2) FEDERAL AGENCIES.—

“(A) IN GENERAL.—Notwithstanding any
other provision of law, in order to carry out
the purposes described in subsection (b)(2),
the Partnership shall be eligible to receive
grants, gifts, contributions, or technical as-
sistance from, or enter into contracts with,
any Federal department or agency, to the ex-
tent otherwise permitted by law.

“(B) AssISTANCE.—Federal departments
and agencies are encouraged to use funds
made available for programs that target or
impact rural areas to provide assistance to,
and enter into contracts with, the Partner-
ship, as described in subparagraph (A).

““(3) CONTRIBUTIONS.—The Partnership may
accept private contributions.

“(g) MATCHING REQUIREMENTS FOR STATE
RURAL DEVELOPMENT COUNCILS.—A State
rural development council shall provide
matching funds, or in-kind goods or services,
to support the activities of the State rural
development council in an amount that is
not less than 25 percent of the amount of
Federal funds received under the agreement
described in subsection (d)(1).

““(h) TERMINATION.—The authority provided
under this section shall terminate 5 years
after the date of enactment of this section.”.

ADDITIONAL COSPONSORS

S. 61
At the request of Mr. DEWINE, the
names of the Senator from Idaho (Mr.
CRAIG) and the Senator from South
Carolina (Mr. THURMOND) were added as
cosponsors of S. 61, a bill to amend the
Tariff Act of 1930 to eliminate disincen-
tives to fair trade conditions.
S. 922
At the request of Mr. ABRAHAM, the
names of the Senator from Connecticut
(Mr. DopbD), the Senator from Nevada
(Mr. REID), the Senator from Nevada
(Mr. BRYAN), the Senator from Georgia
(Mr. MILLER), and the Senator from
New Jersey (Mr. LAUTENBERG) were
added as cosponsors of S. 922, a bill to
prohibit the use of the ‘“Made in the
USA” label on products of the Com-
monwealth of the Northern Mariana Is-
lands and to deny such products duty-
free and quota-free treatment.
S. 1510
At the request of Mr. McCAIN, the
name of the Senator from Hawaii (Mr.
INOUYE) was added as a cosponsor of S.
1510, a bill to revise the laws of the
United States appertaining to United
States cruise vessels, and for other pur-
poses.
S. 1536
At the request of Mr. DEWINE, the
names of the Senator from North Caro-
lina (Mr. HELMS), the Senator from
Louisiana (Ms. LANDRIEU), the Senator
from Maine (Ms. SNOWE), the Senator
from South Dakota (Mr. DASCHLE), and
the Senator from Virginia (Mr. WAR-
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NER) were added as cosponsors of S.
1536, a bill to amend the Older Ameri-
cans Act of 1965 to extend authoriza-
tions of appropriations for programs
under the Act, to modernize programs
and services for older individuals, and
for other purposes.
S. 1563
At the request of Mr. ABRAHAM, the
name of the Senator from Maine (Ms.
SNOWE) was added as a cosponsor of S.
1563, a bill to establish the Immigra-
tion Affairs Agency within the Depart-
ment of Justice, and for other pur-
poses.
S. 1900
At the request of Mr. LAUTENBERG,
the name of the Senator from Montana
(Mr. BURNS) was added as a cosponsor
of S. 1900, a bill to amend the Internal
Revenue Code of 1986 to allow a credit
to holders of qualified bonds issued by
Amtrak, and for other purposes.
S. 2274
At the request of Mr. GRASSLEY, the
name of the Senator from Wyoming
(Mr. THOMAS) was added as a cosponsor
of S. 2274, a bill to amend title XIX of
the Social Security Act to provide fam-
ilies and disabled children with the op-
portunity to purchase coverage under
the medicaid program for such chil-
dren.
S. 2448
At the request of Mr. HATCH, the
name of the Senator from Arizona (Mr.
KyL) was added as a cosponsor of S.
2448, a bill to enhance the protections
of the Internet and the critical infra-
structure of the United States, and for
other purposes.
S. 2698
At the request of Mr. GORTON, his
name was added as a cosponsor of S.
2698, a bill to amend the Internal Rev-
enue Code of 1986 to provide an incen-
tive to ensure that all Americans gain
timely and equitable access to the
Internet over current and future gen-
erations of broadband capability.
S. 2703
At the request of Mr. AKAKA, the
name of the Senator from Virginia (Mr.
RoBB) was added as a cosponsor of S.
2703, a bill to amend the provisions of
title 39, United States Code, relating to
the manner in which pay policies and
schedules and fringe benefit programs
for postmasters are established.
S. 2718
At the request of Mr. SMITH of New
Hampshire, the names of the Senator
from Maine (Ms. SNOWE) and the Sen-
ator from New York (Mr. SCHUMER)
were added as cosponsors of S. 2718, a
bill to amend the Internal Revenue
Code of 1986 to provide incentives to in-
troduce new technologies to reduce en-
ergy consumption in buildings.
S. 2725
At the request of Mr. SMITH of New
Hampshire, the names of the Senator
from New York (Mr. SCHUMER) and the
Senator from Pennsylvania (Mr.
SANTORUM) were added as cosponsors of
S. 2725, a bill to provide for a system of
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sanctuaries for chimpanzees that have
been designated as being no longer
needed in research conducted or sup-
ported by the Public Health Service,
and for other purposes.
S. 2787
At the request of Mr. HATCH, the
name of the Senator from Virginia (Mr.
WARNER) was added as a cosponsor of S.
2787, a bill to reauthorize the Federal
programs to prevent violence against
women, and for other purposes.
S. 2939
At the request of Mr. GRASSLEY, the
names of the Senator from New Mexico
(Mr. BINGAMAN) and the Senator from
New York (Mr. SCHUMER) were added as
cosponsors of S. 2939, a bill to amend
the Internal Revenue Code of 1986 to
provide a credit against tax for energy
efficient appliances.
S. 2986
At the request of Mr. HUTCHINSON,
the names of the Senator from South
Carolina (Mr. THURMOND), the Senator
from Wyoming (Mr. THOMAS), the Sen-
ator from Texas (Mr. GRAMM), the Sen-
ator from Minnesota (Mr. GRAMS), and
the Senator from Kentucky (Mr.
BUNNING) were added as cosponsors of
S. 2986, a bill to limit the issuance of
regulations relating to Federal con-
tractor responsibility, to require the
Comptroller General to conduct a re-
view of Federal contractor compliance
with applicable laws, and for other pur-
poses.
S. 3020
At the request of Mr. GRAMS, the
name of the Senator from Maine (Ms.
COLLINS) was added as a cosponsor of S.
3020, a bill to require the Federal Com-
munications Commission to revise its
regulations authorizing the operation
of new, low-power FM radio stations.
S. 3060
At the request of Mr. WELLSTONE, the
names of the Senator from Nebraska
(Mr. HAGEL) and the Senator from Ne-
braska (Mr. KERREY) were added as co-
sponsors of S. 3060, a bill to amend the
Hmong Veterans’ Naturalization Act of
2000 to extend the applicability of that
Act to certain former spouses of de-
ceased Hmong veterans.
S. 3067
At the request of Mr. JEFFORDS, the
names of the Senator from Vermont
(Mr. LEAHY) and the Senator from
Texas (Mrs. HUTCHISON) were added as
cosponsors of S. 3067, a bill to require
changes in the bloodborne pathogens
standard in effect under the Occupa-
tional Safety and Health Act of 1970.
S. 3101
At the request of Mr. ASHCROFT, the
names of the Senator from South Caro-
lina (Mr. THURMOND) and the Senator
from Missouri (Mr. BOND) were added
as cosponsors of S. 3101, a bill to amend
the Internal Revenue Code of 1986 to
allow as a deduction in determining ad-
justed gross income the deduction for
expenses in connection with services as
a member of a reserve component of
the Armed Forces of the United States.
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