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1992 T44.11
‘‘AUTHORITY TO WITHDRAW APPROVAL OF

ABBREVIATED DRUG APPLICATIONS

‘‘SEC. 308. (a) IN GENERAL.—The Sec-
retary—

‘‘(1) shall withdraw approval of an abbre-
viated drug application if the Secretary finds
that the approval was obtained, expedited, or
otherwise facilitated through bribery, pay-
ment of an illegal gratuity, or fraud or mate-
rial false statement, and

‘‘(2) may withdraw approval of an abbre-
viated drug application if the Secretary finds
that the applicant has repeatedly dem-
onstrated a lack of ability to produce the
drug for which the application was submit-
ted in accordance with the formulations or
manufacturing practice set forth in the ab-
breviated drug application and has intro-
duced, or attempted to introduce, such adul-
terated or misbranded drug into commerce.

‘‘(b) PROCEDURE.—The Secretary may not
take any action under subsection (a) with re-
spect to any person unless the Secretary has
issued an order for such action made on the
record after opportunity for an agency hear-
ing on disputed issues of material fact. In
the course of any investigation or hearing
under this subsection, the Secretary may ad-
minister oaths and affirmations, examine
witnesses, receive evidence, and issue sub-
poenas requiring the attendance and testi-
mony of witnesses and the production of evi-
dence that relates to the matter under inves-
tigation.

‘‘(c) APPLICABILITY.—Subsection (a) shall
apply with respect to offenses or acts regard-
less of when such offenses or acts occurred.

‘‘(d) JUDICIAL REVIEW.—Any person that is
the subject of an adverse decision under sub-
section (a) may obtain a review of such deci-
sion by the United States Court of Appeals
for the District of Columbia or for the cir-
cuit in which the person resides, by filing in
such court (within 60 days following the date
the person is notified of the Secretary’s deci-
sion) a petition requesting that the decision
be modified or set aside.’’.
SEC. 5. INFORMATION.

Section 505(j) (21 U.S.C. 355(j)) is amended
by adding at the end the following:

‘‘(8) The Secretary shall, with respect to
each application submitted under this sub-
section, maintain a record of—

‘‘(A) the name of the applicant,
‘‘(B) the name of the drug covered by the

application,
‘‘(C) the name of each person to whom the

review of the chemistry of the application
was assigned and the date of such assign-
ment, and

‘‘(D) the name of each person to whom the
bioequivalence review for such application
was assigned and the date of such assign-
ment.

The information the Secretary is required to
maintain under this paragraph with respect
to an application submitted under this sub-
section shall be made available to the public
after the approval of such application.’’.
SEC. 6. DEFINITIONS.

Section 201 (21 U.S.C. 321) is amended by
adding at the end the following:

‘‘(bb) The term ‘abbreviated drug applica-
tion’ means an application submitted under
section 505(j) or 507 for the approval of a drug
that relies on the approved application of an-
other drug with the same active ingredient
to establish safety and efficacy, and—

‘‘(1) in the case of section 306, includes a
supplement to such an application for a dif-
ferent or additional use of the drug but does
not include a supplement to such an applica-
tion for other than a different or additional
use of the drug, and

‘‘(2) in the case of sections 307 and 308, in-
cludes any supplement to such an applica-
tion.

‘‘(cc) The term ‘knowingly’ or ‘knew’
means that a person, with respect to infor-
mation—

‘‘(1) has actual knowledge of the informa-
tion, or

‘‘(2) acts in deliberate ignorance or reck-
less disregard of the truth or falsity of the
information.

‘‘(dd) For purposes of section 306, the term
‘high managerial agent’—

‘‘(1) means—
‘‘(A) an officer or director of a corporation

or an association,
‘‘(B) a partner of a partnership, or
‘‘(C) any employee or other agent of a cor-

poration, association, or partnership,

having duties such that the conduct of such
officer, director, partner, employee, or agent
may fairly be assumed to represent the pol-
icy of the corporation, association, or part-
nership, and

‘‘(2) includes persons having management
responsibility for—

‘‘(A) submissions to the Food and Drug Ad-
ministration regarding the development or
approval of any drug product,

‘‘(B) production, quality assurance, or
quality control of any drug product, or

‘‘(C) research and development of any drug
product.

‘‘(ee) For purposes of sections 306 and 307,
the term ‘drug product’ means a drug subject
to regulation under section 505, 507, 512, or
802 of this Act or under section 351 of the
Public Health Service Act.’’.
SEC. 7. EFFECT ON OTHER LAWS.

No amendment made by this Act shall pre-
clude any other civil, criminal, or adminis-
trative remedy provided under Federal or
State law, including any private right of ac-
tion against any person for the same action
subject to any action or civil penalty under
an amendment made by this Act.

Amend the title so as to read: ‘‘An Act to
authorize the Secretary of Health and
Human Services to impose debarments and
to take other action to ensure the integrity
of abbreviated drug applications under the
Federal Food, Drug, and Cosmetic Act, and
for other purposes.’’.

The SPEAKER pro tempore, Mr.
NEAL of North Carolina, recognized
Mr. WAXMAN and Mr. BLILEY, each
for 20 minutes.

After debate,
The question being put, viva voce,
Will the House suspend the rules and

agree to said amendments?
The SPEAKER pro tempore, Mr.

NEAL of North Carolina, announced
that two-thirds of the Members present
had voted in the affirmative.

So, two-thirds of the Members
present having voted in favor thereof,
the rules were suspended and said
amendments were agreed to.

A motion to reconsider the vote
whereby the rules were suspended and
said amendments were agreed to was,
by unanimous consent, laid on the
table.

Ordered, That the Clerk notify the
Senate thereof.

T44.8 SUBPOENA

The SPEAKER pro tempore, Mr.
NEAL of North Carolina, laid before
the House a communication, which was
read as follows:

HOUSE OF REPRESENTATIVES,
Washington, DC.

DEAR MR. SPEAKER: This is to notify you
pursuant to Rule L (50) of the Rules of the
House that I have been served with a sub-
poena issued by the Missouri Circuit Court.

After consultation with the General Coun-
sel to the Clerk, I have determined that com-
pliance with the subpoena is consistent with
the privileges and precedents of the House.

Sincerely,
WILLIAM L. CLAY.

T44.9 SUBPOENA

The SPEAKER pro tempore, Mr.
NEAL of North Carolina, laid before
the House a communication, which was
read as follows:

HOUSE OF REPRESENTATIVES,
Washington, DC, April 22, 1992.

Hon. THOMAS S. FOLEY,
Speaker, House of Representatives, U.S. Capitol

Building, Washington, DC.
DEAR MR. SPEAKER: This is to notify you

pursuant to Rule L (50) of the Rules of the
House that I have been served with a sub-
poena duces tecum issued by the Blackford
County Circuit Court in the State of Indiana.
It requests that my office provide informa-
tional materials in a legal dispute between
two local parties.

After consultation with the General Coun-
sel to the Clerk, I have determined that com-
pliance with the subpoena is consistent with
the privileges and precedents of the House.

Sincerely,
PHIL SHARP,

Member of Congress.

T44.10 SUBPOENA

The SPEAKER pro tempore, Mr.
NEAL of North Carolina, laid before
the House a communication, which was
read as follows:

HOUSE OF REPRESENTATIVES, COM-
MITTEE ON ENERGY AND COM-
MERCE, SUBCOMMITTEE ON COM-
MERCE, CONSUMER PROTECTION,
AND COMPETITIVENESS,

Washington, DC, April 6, 1992.
Hon. THOMAS S. FOLEY,
Speaker of the House, U.S. Capitol, Washing-

ton, DC.
DEAR MR. SPEAKER: This is to notify you

pursuant to Rule L (50) of the Rules of the
House that the Subcommittee on Commerce,
Consumer Protection, and Competitiveness
of the Committee on Energy and Commerce
has been served with a subpoena issued by
the United States District Court for the
Southern District of New York for testimony
by a staff member. After consultation with
the General Counsel to the Clerk, the at-
tached letter was sent to the court, and the
subpoena was withdrawn.

Sincerely,
CARDISS COLLINS,

Chairwoman.

T44.11 SUBPOENA

The SPEAKER pro tempore, Mr.
NEAL of North Carolina, laid before
the House a communication, which was
read as follows:

HOUSE OF REPRESENTATIVES, COM-
MITTEE ON STANDARDS OF OFFI-
CIAL CONDUCT,

Washington, DC, April 24, 1992.
Hon. THOMAS S. FOLEY,
Speaker, House of Representatives, Washington,

DC.
DEAR MR. SPEAKER: This is to formally no-

tify you pursuant to Rule L (50) of the Rules
of the House that the Committee on Stand-
ards of Official Conduct has been served with
a subpoena issued by the United States Dis-
trict Court for the District of Columbia.

Sincerely,
MATTHEW F. MCHUGH,

Acting Chairman.
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T44.12 SUBPOENA

The SPEAKER pro tempore, Mr.
NEAL of North Carolina, laid before
the House a communication, which was
read as follows:

OFFICE OF THE SERGEANT AT ARMS,
HOUSE OF REPRESENTATIVES,

Washington, DC, April 24, 1992.
Hon. THOMAS S. FOLEY,
Speaker, House of Representatives, Washington,

DC.
DEAR MR. SPEAKER: This is to formally no-

tify you pursuant to Rule L (50) of the Rules
of the House that I have been served with a
subpoena issued by the United States Dis-
trict Court for the District of Columbia.

Sincerely,
WERNER W. BRANDT,

Sergeant at Arms.

T44.13 MESSAGES FROM THE PRESIDENT

Sundry messages in writing from the
President of the United States were
communicated to the House by Mr.
McCathran, one of his secretaries.

T44.14 MESSAGE FROM THE PRESIDENT—
FEDERAL COUNCIL ON THE AGING

The SPEAKER pro tempore, Mr.
NEAL of North Carolina, laid before
the House a message from the Presi-
dent, which was read as follows:
To the Congress of the United States:

In accordance with section 204(f) of
the Older Americans Act of 1965, as
amended (42 U.S.C. 3015(f)), I hereby
transmit the Annual Report for 1991 of
the Federal Council on the Aging. The
report reflects the Council’s views in
its role of examining programs serving
older Americans.

GEORGE BUSH.
THE WHITE HOUSE, April 28, 1992.
By unanimous consent, the message,

together with the accompanying pa-
pers, was referred to the Committee on
Education and Labor.

T44.15 MESSAGE FROM THE PRESIDENT—
NATIONAL ENDOWMENT FOR THE
HUMANITIES

The SPEAKER pro tempore, Mr.
NEAL of North Carolina, laid before
the House a message from the Presi-
dent, which was read as follows:
To the Congress of the United States:

In accordance with the provisions of
the National Foundation on the Arts
and Humanities Act of 1965, as amend-
ed (20 U.S.C. 959(b)), I am pleased to
transmit herewith the 26th Annual Re-
port of the National Endowment for
the Humanities for fiscal year 1991.

GEORGE BUSH.
THE WHITE HOUSE, April 28, 1992.
By unanimous consent, the message,

together with the accompanying pa-
pers, was referred to the Committee on
Education and Labor.

T44.16 MESSAGE FROM THE PRESIDENT—
JOB TRAINING 2000

The SPEAKER pro tempore, Mr.
NEAL of North Carolina, laid before
the House a message from the Presi-
dent, which was read as follows:
To the Congress of the United States:

I am pleased to transmit today for
your immediate consideration and en-

actment the ‘‘Job Training 2000 Act.’’
This legislation would reform the Fed-
eral vocational training system to
meet the Nation’s work force needs
into the 21st century by establishing:
(1) a network of local skill centers to
serve as a common point of entry to
vocational training; (2) a certification
system to ensure that only high qual-
ity vocational training programs re-
ceive Federal funds; and (3) a voucher
system for vocational training to en-
hance participant choice.

Currently, a myriad of programs ad-
ministered by a number of Federal
agencies offer vocational education and
job training at a cost of billions of dol-
lars each year. This investment in the
federally supported education and
training system should provide oppor-
tunities to acquire the vital skills to
succeed in a changing economy. Unfor-
tunately, the current reality is that
services are disjointed, and administra-
tion is inefficient. Few individuals—es-
pecially young, low-income, unskilled
people—are able to obtain crucial in-
formation on the quality of training
programs and the job opportunities and
skill requirements in the fields for
which training is available.

The Job Training 2000 Act transforms
this maze of programs into a voca-
tional training system responsive to
the needs of individuals, business, and
the national economy.

Four key principles underlie the Job
Training 2000 Act. First, the proposal is
designed to simplify and coordinate
services for individuals seeking voca-
tional training or information relating
to such training. Second, it would de-
centralize decision-making and create
a flexible service delivery structure for
public programs that reflects local
labor market conditions, Third, it
would ensure high standards of quality
and accountability for federally funded
vocational training programs. Fourth,
it would encourage greater and more
effective private sector involvement in
the vocational training programs.

The Job Training 2000 initiative
would be coordinated through the Pri-
vate Industry Councils (PICs) formed
under the Job Training Partnership
Act (JTPA). PICs are the public/private
governing boards that oversee local job
training programs in nearly 650 JTPA
service delivery areas. A majority of
PIC members are private sector rep-
resentatives. Other members are from
educational agencies, labor, commu-
nity-based organizations, the public
Employment Service, and economic de-
velopment agencies.

Under the Job Training 2000 Act, the
benefits of business community input,
now available only to JTPA, would en-
hance other Federal vocational train-
ing programs. PICs would form the
‘‘management core’’ of the Job Train-
ing 2000 system and would oversee skill
centers, certify (in conjunction with
State agencies) federally funded voca-
tional training programs, and manage
the vocational training voucher sys-
tem. Under this system, PICs would be
accountable to Governors for their ac-

tivities, who in turn would report on
performance to a Federal Vocational
Training Council.

The skill centers would be estab-
lished under this Act as a one-stop
entry point to provide workers and em-
ployers with easy access to informa-
tion about vocational training, labor
markets, and other services available
throughout the community. The skill
centers would be designated by the
local PICs after consultations within
the local community. These centers
would replace the dozens of entry
points now in each community. Centers
would present a coherent menu of op-
tions and services to individuals seek-
ing assistance: assessment of skill lev-
els and service needs, information on
occupations and earnings, career coun-
seling and planning, employability de-
velopment, information on federally
funded vocational training programs,
and referrals to agencies and programs
providing a wide range of services.

The skill centers would enter into
written agreements regarding their op-
eration with participating Federal vo-
cational training programs. The pro-
grams would agree to provide certain
core services only through the skill
centers and would transfer sufficient
resources to the skill centers to pro-
vide such services. These provisions
would ensure improved client access,
minimize duplication, and enhance the
effectiveness of vocational training
programs.

The Job Training 2000 Act also would
establish a certification system for
Federal vocational training that is
based on performance. To be eligible to
receive Federal vocational training
funds, a program would have to provide
effective training as measured by out-
comes, including job placement, reten-
tion, and earnings. The PIC, in con-
junction with the designated State
agency, would certify programs that
meet these standards. This system
would increase the availability of in-
formation to clients regarding the per-
formance of vocational training pro-
grams and ensure that Federal funds
are only used for quality programs.

For the most part, vocational train-
ing provided under JTPA, the Carl D.
Perkins Vocational Education Act
(postsecondary only), and the Food
Stamp Employment and Training Pro-
gram would be provided through a
voucher system. The voucher system
would be operated under a local agree-
ment between the PIC and covered pro-
grams. The system would provide par-
ticipants with the opportunity to
choose from among certified service
providers. The vouchers would also
contain financial incentives for suc-
cessful training outcomes. By promot-
ing choice and competition among
service providers, the establishment of
this system would enhance the quality
of vocational training.

This legislation provides an impor-
tant opportunity to improve services
to youths and adults needing to raise
their skills for the labor market by fo-
cusing on the ‘‘consumer’s’’ needs rath-
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