
HOUSE OF REPRESENTATIVES

649

1992 T44.7
information copies of various lease
prospectuses, pursuant to 40 U.S.C. 606(a); to
the Committee on Public Works and Trans-
portation.

3352. A letter from the Secretary of Veter-
ans Affairs, transmitting a draft of proposed
legislation to amend title 38, United States
Code, to clarify the authority of the Chief
Medical Director or designee regarding re-
view of the performance of probationary
title 38 health care employees; to the Com-
mittee on Veterans’ Affairs.

3353. A communication from the President
of the United States, transmitting his deci-
sion to terminate the application of title IV
of the Trade Act of 1974 (19 U.S.C. 2431 et
seq.) to the Czech and Slovak Federal Repub-
lic and the Republic of Hungary, also pro-
claim the extension of nondiscriminatory
treatment (most-favored-nation [MFN]
treatment) to the products of both countries
(H. Doc. No. 102–320); to the Committee on
Ways and Means and ordered to be printed.

3354. A letter from the President, U.S. In-
stitute of Peace, transmitting the financial
audit for fiscal year 1991, pursuant to 22
U.S.C. 4607(h); jointly, to the Committees on
Foreign Affairs and Education and Labor.

3355. A letter from the Fiscal Assistant
Secretary, Department of the Treasury,
transmitting copies of the following annual
report which are contained in the enclosed
winter issue, March 1992, of the ‘‘Treasury
Bulletin’’: Airport and Airway Trust Fund
(26 U.S.C. 9602), Asbestos Trust Fund (20
U.S.C. 4014), Black Lung Disability Trust
Fund (26 U.S.C. 9602), Harbor Maintenance
Trust Fund (26 U.S.C. 9505), Hazardous Sub-
stance Superfund (26 U.S.C. 9507), Highway
Trust Fund (26 U.S.C. 9602), Inland Water-
ways Trust (26 U.S.C. 9602), Leaking Under-
ground Storage Tank Trust Fund (26 U.S.C.
9508), Nuclear Waste Trust Fund (42 U.S.C.
1022(e)(1)), Reforestation Trust Fund (16
U.S.C. 1606a(c)(1)), Statement of Liabilities
and Other Financial Commitments of the
U.S. Government (31 U.S.C. 331(b)); jointly,
to the Committees on Ways and Means, Edu-
cation and Labor, Agriculture, Energy and
Commerce, Interior and Insular Affairs, and
Public Works and Transportation.

T44.3 MESSAGE FROM THE SENATE

A message from the Senate by Mr.
Hallen, one of its clerks, announced
that the Senate had passed with
amendments in which the concurrence
of the House is requested, bills and a
concurrent resolution of the House of
the following titles:

H.R. 429. An Act to amend certain Federal
Reclamation laws to improve enforcement of
acreage limitations, and for other purposes;

H.R. 2431. An Act to amend the Wild and
Scenic Rivers Act by designating a segment
of the Lower Merced River in California as a
component of the National Wild and Scenic
Rivers System;

H.R. 2454. An Act to authorize the Sec-
retary of Health and Human Services to im-
pose debarments and other penalties for ille-
gal activities involving the approval of ab-
breviated drug applications under the Fed-
eral Food, Drug, and Cosmetic Act, and for
other purposes; and

H. Con. Res. 287. Concurrent resolution set-
ting forth the congressional budget for the
United States Government for the fiscal
years 1993, 1994, 1995, 1996, and 1997.

The message also announced that the
Senate insisted upon its amendment to
the resolution (H. Con. Res. 287) ‘‘Con-
current resolution setting forth the
congressional budget for the U.S. Gov-
ernment for the fiscal years 1993, 1994,
1995, 1996, and 1997’’ and requested a

conference with the House on the dis-
agreeing votes of the two Houses there-
on, and appointed Mr. SASSER, Mr.
JOHNSTON, Mr. RIEGLE, Mr. EXON, Mr.
DOMENICI, Mr. SYMMS, and Mr. BOND, to
be the conferees on the part of the Sen-
ate.

The message also announced that the
Senate had passed bills of the following
titles, in which the concurrence of the
House is requested:

S. 1128. An Act to impose sanctions against
foreign persons and U.S. persons that assist
foreign countries in acquiring a nuclear ex-
plosive device or unsafeguarded special nu-
clear material, and for other purposes;

S. 2055. An Act to amend the Job Training
Partnership Act to strengthen the program
of employment and training assistance under
the act, and for other purposes; and

S. 2620. An Act to amend title VII of the
Public Health Service Act to correct a tech-
nical oversight in the Disadvantaged Minor-
ity Health Improvement Act of 1990 (Public
Law 101–527) by making schools of osteo-
pathic medicine eligible to participate in the
Centers of Excellence Program, and for other
purposes.

The message also announced that the
Senate agreed to the amendment of the
House to the bill (S. 1254) ‘‘An Act to
increase the authorized acreage limit
for the Assateague Island National
Seashore on the Maryland mainland,
and for other purposes,’’ with an
amendment.

T44.4 COMMUNICATION FROM THE
CLERK—MESSAGE FROM THE SENATE

The SPEAKER laid before the House
a communication, which was read as
follows:

WASHINGTON, DC,
April 13, 1992.

Hon. THOMAS S. FOLEY,
The Speaker, House of Representatives, Wash-

ington, DC.
DEAR MR. SPEAKER, Pursuant to the per-

mission granted in Clause 5 of Rule III of the
Rules of the U.S. House of Representatives,
the Clerk received the following message
from the Secretary of the Senate on Monday,
April 13, 1992 at 10:58 a.m.: That the Senate
agreed to House amendment to S. 838; passed
without amendment H.R. 4572 and H.J. Res.
402 and made appointments to the Mexico-
United States Interparliamentary Group
Conference.

With great respect, I am
Sincerely yours,

DONNALD K. ANDERSON,
Clerk, House of Representatives.

T44.5 ENROLLED BILL AND JOINT
RESOLUTION SIGNED

The SPEAKER announced that pur-
suant to clause 4, rule I, he signed the
following enrolled bill and joint resolu-
tion on Wednesday, April 15, 1992:

H.R. 4572. To direct the Secretary of Health
and Human Services to grant a waiver of the
requirement limiting the maximum number
of individuals enrolled with a health mainte-
nance organization who may be beneficiaries
under the Medicare or Medicaid Programs in
order to enable the Dayton Area Health
Plan, Inc. to continue to provide services
through January 1994 to individuals residing
in Montgomery County, OH, who are en-
rolled under a State plan for medical assist-
ance under title XIX of the Social Security
Act; and

H.J. Res. 402. Approving the location of a
memorial to George Mason.

T44.6 HOUR OF MEETING

On motion of Mr. MONTGOMERY, by
unanimous consent,

Ordered, That when the House ad-
journs today, it adjourn to meet at 2
o’clock p.m. on Wednesday, April 29,
1992.

T44.7 GENERIC DRUG ENFORCEMENT

Mr. WAXMAN moved to suspend the
rules and agree to the following amend-
ments of the Senate to the bill (H.R.
2454) to authorize the Secretary of
Health and Human Services to impose
debarments and other penalties for il-
legal activities involving the approval
of abbreviated drug applications under
the Federal Food, Drug, and Cosmetic
Act, and for other purposes:

Strike out all after the enacting clause and
insert:
SECTION 1. SHORT TITLE; REFERENCE; FIND-

INGS; TABLE OF CONTENTS.
(a) SHORT TITLE.—This Act may be cited as

the ‘‘Generic Drug Enforcement Act of 1992’’.
(b) REFERENCE.—Whenever in this Act an

amendment or repeal is expressed in terms of
an amendment to, or repeal of, a section or
other provision, the reference shall be con-
sidered to be made to a section or other pro-
vision of the Federal Food, Drug, and Cos-
metic Act.

(c) FINDINGS.—The Congress finds that—
(1) there is substantial evidence that sig-

nificant corruption occurred in the Food and
Drug Administration’s process of approving
drugs under abbreviated drug applications,

(2) there is a need to establish procedures
designed to restore and to ensure the integ-
rity of the abbreviated drug application ap-
proval process and to protect the public
health, and

(3) there is a need to establish procedures
to bar individuals who have been convicted
of crimes pertaining to the regulation of
drug products from working for companies
that manufacture or distribute such prod-
ucts.

(d) TABLE OF CONTENTS.—
Sec. 1. Short title; reference; findings; table

of contents.
Sec. 2. Debarment and other restrictions.

‘‘Sec. 306. Debarment, temporary denial
of approval, and suspension.

‘‘(a) Mandatory debarment.
‘‘(b) Permissive debarment.
‘‘(c) Debarment period and considerations.
‘‘(d) Termination of debarment.
‘‘(e) Publication and list of debarred persons.
‘‘(f) Temporary denial of approval.
‘‘(g) Suspension authority.
‘‘(h) Termination of suspension.
‘‘(i) Procedure.
‘‘(j) Judicial review.
‘‘(k) Certification.
‘‘(l) Applicability.’’.
Sec. 3. Civil penalties.

‘‘Sec. 307. Civil penalties.
‘‘(a) In general.
‘‘(b) Procedure.
‘‘(c) Judicial review.
‘‘(d) Recovery of penalties.
‘‘(e) Informants.’’.
Sec. 4. Authority to withdraw approval of

abbreviated drug applications.
‘‘Sec. 308. Authority to withdraw ap-

proval of abbreviated drug ap-
plications.

‘‘(a) In general.
‘‘(b) Procedure.
‘‘(c) Applicability.
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‘‘(d) Judicial review.’’.
Sec. 5. Information.
Sec. 6. Definitions.
Sec. 7. Effect on other laws.
SEC. 2. DEBARMENT AND OTHER RESTRICTIONS.

Sections 306 and 307 (21 U.S.C. 336, 337) are
redesignated as sections 309 and 310, respec-
tively, and the following is inserted after
section 305:

‘‘DEBARMENT, TEMPORARY DENIAL OF
APPROVAL, AND SUSPENSION

‘‘SEC. 306. (a) MANDATORY DEBARMENT.—
‘‘(1) CORPORATIONS, PARTNERSHIPS, AND AS-

SOCIATIONS.—If the Secretary finds that a
person other than an individual has been
convicted, after the date of the enactment of
this section, of a felony under Federal law
for conduct relating to the development or
approval, including the process for develop-
ment or approval, of any abbreviated drug
application, the Secretary shall debar such
person from submitting, or assisting in the
submission of, any such application.

‘‘(2) INDIVIDUALS.—If the Secretary finds
that an individual has been convicted of a
felony under Federal law for conduct—

‘‘(A) relating to the development or ap-
proval, including the process for develop-
ment or approval, of any drug product, or

‘‘(B) otherwise relating to the regulation of
any drug product under this Act,
the Secretary shall debar such individual
from providing services in any capacity to a
person that has an approved or pending drug
product application.

‘‘(b) PERMISSIVE DEBARMENT.—
‘‘(1) IN GENERAL.—The Secretary, on the

Secretary’s own initiative or in response to a
petition, may, in accordance with paragraph
(2), debar—

‘‘(A) a person other than an individual
from submitting or assisting in the submis-
sion of any abbreviated drug application, or

‘‘(B) an individual from providing services
in any capacity to a person that has an ap-
proved or pending drug product application.

‘‘(2) PERSONS SUBJECT TO PERMISSIVE DE-
BARMENT.—The following persons are subject
to debarment under paragraph (1):

‘‘(A) CORPORATIONS, PARTNERSHIPS, AND AS-
SOCIATIONS.—Any person other than an indi-
vidual that the Secretary finds has been con-
victed—

‘‘(i) for conduct that—
‘‘(I) relates to the development or ap-

proval, including the process for the develop-
ment or approval, of any abbreviated drug
application; and

‘‘(II) is a felony under Federal law (if the
person was convicted before the date of the
enactment of this section), a misdemeanor
under Federal law, or a felony under State
law, or

‘‘(ii) of a conspiracy to commit, or aiding
or abetting, a criminal offense described in
clause (i) or a felony described in subsection
(a)(1),

if the Secretary finds that the type of con-
duct which served as the basis for such con-
viction undermines the process for the regu-
lation of drugs.

‘‘(B) INDIVIDUALS.—
‘‘(i) Any individual whom the Secretary

finds has been convicted of—
‘‘(I) a misdemeanor under Federal law or a

felony under State law for conduct relating
to the development or approval, including
the process for development or approval, of
any drug product or otherwise relating to
the regulation of drug products under this
Act, or

‘‘(II) a conspiracy to commit, or aiding or
abetting, such criminal offense or a felony
described in subsection (a)(2),

if the Secretary finds that the type of con-
duct which served as the basis for such con-
viction undermines the process for the regu-
lation of drugs.

‘‘(ii) Any individual whom the Secretary
finds has been convicted of—

‘‘(I) a felony which is not described in sub-
section (a)(2) or clause (i) of this subpara-
graph and which involves bribery, payment
of illegal gratuities, fraud, perjury, false
statement, racketeering, blackmail, extor-
tion, falsification or destruction of records,
or interference with, obstruction of an inves-
tigation into, or prosecution of, any criminal
offense, or

‘‘(II) a conspiracy to commit, or aiding or
abetting, such felony,
if the Secretary finds, on the basis of the
conviction of such individual and other in-
formation, that such individual has dem-
onstrated a pattern of conduct sufficient to
find that there is reason to believe that such
individual may violate requirements under
this Act relating to drug products.

‘‘(iii) Any individual whom the Secretary
finds materially participated in acts that
were the basis for a conviction for an offense
described in subsection (a) or in clause (i) or
(ii) for which a conviction was obtained, if
the Secretary finds, on the basis of such par-
ticipation and other information, that such
individual has demonstrated a pattern of
conduct sufficient to find that there is rea-
son to believe that such individual may vio-
late requirements under this Act relating to
drug products.

‘‘(iv) Any high managerial agent whom the
Secretary finds—

‘‘(I) worked for, or worked as a consultant
for, the same person as another individual
during the period in which such other indi-
vidual took actions for which a felony con-
viction was obtained and which resulted in
the debarment under subsection (a)(2), or
clause (i), of such other individual,

‘‘(II) had actual knowledge of the actions
described in subclause (I) of such other indi-
vidual, or took action to avoid such actual
knowledge, or failed to take action for the
purpose of avoiding such actual knowledge,

‘‘(III) knew that the actions described in
subclause (I) were violative of law, and

‘‘(IV) did not report such actions, or did
not cause such actions to be reported, to an
officer, employee, or agent of the Depart-
ment or to an appropriate law enforcement
officer, or failed to take other appropriate
action that would have ensured that the
process for the regulation of drugs was not
undermined, within a reasonable time after
such agent first knew of such actions,

if the Secretary finds that the type of con-
duct which served as the basis for such other
individual’s conviction undermines the proc-
ess for the regulation of drugs.

‘‘(3) STAY OF CERTAIN ORDERS.—An order of
the Secretary under clause (iii) or (iv) of
paragraph (2)(B) shall not take effect until 30
days after the order has been issued.

‘‘(c) DEBARMENT PERIOD AND CONSIDER-
ATIONS.—

‘‘(1) EFFECT OF DEBARMENT.—The Sec-
retary—

‘‘(A) shall not accept or review (other than
in connection with an audit under this sec-
tion) any abbreviated drug application sub-
mitted by or with the assistance of a person
debarred under subsection (a)(1) or (b)(2)(A)
during the period such person is debarred,

‘‘(B) shall, during the period of a debar-
ment under subsection (a)(2) or (b)(2)(B),
debar an individual from providing services
in any capacity to a person that has an ap-
proved or pending drug product application
and shall not accept or review (other than in
connection with an audit under this section)
an abbreviated drug application from such
individual, and

‘‘(C) shall, if the Secretary makes the find-
ing described in paragraph (6) or (7) of sec-
tion 307(a), assess a civil penalty in accord-
ance with section 307.

‘‘(2) DEBARMENT PERIODS.—
‘‘(A) IN GENERAL.—The Secretary shall

debar a person under subsection (a) or (b) for
the following periods:

‘‘(i) The period of debarment of a person
(other than an individual) under subsection
(a)(1) shall not be less than 1 year or more
than 10 years, but if an act leading to a sub-
sequent debarment under subsection (a) oc-
curs within 10 years after such person has
been debarred under subsection (a)(1), the pe-
riod of debarment shall be permanent.

‘‘(ii) The debarment of an individual under
subsection (a)(2) shall be permanent.

‘‘(iii) The period of debarment of any per-
son under subsection (b)(2) shall not be more
than 5 years.

The Secretary may determine whether de-
barment periods shall run concurrently or
consecutively in the case of a person
debarred for multiple offenses.

‘‘(B) NOTIFICATION.—Upon a conviction for
an offense described in subsection (a) or (b)
or upon execution of an agreement with the
United States to plead guilty to such an of-
fense, the person involved may notify the
Secretary that the person acquiesces to de-
barment and such person’s debarment shall
commence upon such notification.

‘‘(3) CONSIDERATIONS.—In determining the
appropriateness and the period of a debar-
ment of a person under subsection (b) and
any period of debarment beyond the mini-
mum specified in subparagraph (A)(i) of
paragraph (2), the Secretary shall consider
where applicable—

‘‘(A) the nature and seriousness of any of-
fense involved,

‘‘(B) the nature and extent of management
participation in any offense involved, wheth-
er corporate policies and practices encour-
aged the offense, including whether inad-
equate institutional controls contributed to
the offense,

‘‘(C) the nature and extent of voluntary
steps to mitigate the impact on the public of
any offense involved, including the recall or
the discontinuation of the distribution of
suspect drugs, full cooperation with any in-
vestigations (including the extent of disclo-
sure to appropriate authorities of all wrong-
doing), the relinquishing of profits on drug
approvals fraudulently obtained, and any
other actions taken to substantially limit
potential or actual adverse effects on the
public health,

‘‘(D) whether the extent to which changes
in ownership, management, or operations
have corrected the causes of any offense in-
volved and provide reasonable assurances
that the offense will not occur in the future,

‘‘(E) whether the person to be debarred is
able to present adequate evidence that cur-
rent production of drugs subject to abbre-
viated drug applications and all pending ab-
breviated drug applications are free of fraud
or material false statements, and

‘‘(F) prior convictions under this Act or
under other Acts involving matters within
the jurisdiction of the Food and Drug Ad-
ministration.

‘‘(d) TERMINATION OF DEBARMENT.—
‘‘(1) APPLICATION.—Any person that is

debarred under subsection (a) (other than a
person permanently debarred) or any person
that is debarred under subsection (b) may
apply to the Secretary for termination of the
debarment under this subsection. Any infor-
mation submitted to the Secretary under
this paragraph does not constitute an
amendment or supplement to pending or ap-
proved abbreviated drug applications.

‘‘(2) DEADLINE.—The Secretary shall grant
or deny any application respecting a debar-
ment which is submitted under paragraph (1)
within 180 days of the date the application is
submitted.

‘‘(3) ACTION BY THE SECRETARY.—
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‘‘(A) CORPORATIONS.—
‘‘(i) CONVICTION REVERSAL.—If the convic-

tion which served as the basis for the debar-
ment of a person under subsection (a)(1) or
(b)(2)(A) is reversed, the Secretary shall
withdraw the order of debarment.

‘‘(ii) APPLICATION.—Upon application sub-
mitted under paragraph (1), the Secretary
shall terminate the debarment of a person if
the Secretary finds that—

‘‘(I) changes in ownership, management, or
operations have fully corrected the causes of
the offense involved and provide reasonable
assurances that the offense will not occur in
the future, and

‘‘(II) sufficient audits, conducted by the
Food and Drug Administration or by inde-
pendent experts acceptable to the Food and
Drug Administration, demonstrate that
pending applications and the development of
drugs being tested before the submission of
an application are free of fraud or material
false statements.

In the case of persons debarred under sub-
section (a)(1), such termination shall take ef-
fect no earlier than the expiration of one
year from the date of the debarment.

‘‘(B) INDIVIDUALS.—
‘‘(i) CONVICTION REVERSAL.—If the convic-

tion which served as the basis for the debar-
ment of an individual under subsection (a)(2)
or clause (i), (ii), (iii), or (iv) of subsection
(b)(2)(B) is reversed, the Secretary shall
withdraw the order of debarment.

‘‘(ii) APPLICATION.—Upon application sub-
mitted under paragraph (1), the Secretary
shall terminate the debarment of an individ-
ual who has been debarred under subsection
(b)(2)(B) if such termination serves the inter-
ests of justice and adequately protects the
integrity of the drug approval process.

‘‘(4) SPECIAL TERMINATION.—
‘‘(A) APPLICATION.—Any person that is

debarred under subsection (a)(1) (other than
a person permanently debarred under sub-
section (c)(2)(A)(i)) or any individual who is
debarred under subsection (a)(2) may apply
to the Secretary for special termination of
debarment under this subsection. Any infor-
mation submitted to the Secretary under
this subparagraph does not constitute an
amendment or supplement to pending or ap-
proved abbreviated drug applications.

‘‘(B) CORPORATIONS.—Upon an application
submitted under subparagraph (A), the Sec-
retary may take the action described in sub-
paragraph (D) if the Secretary, after an in-
formal hearing, finds that—

‘‘(i) the person making the application
under subparagraph (A) has demonstrated
that the felony conviction which was the
basis for such person’s debarment involved
the commission of an offense which was not
authorized, requested, commanded, per-
formed, or recklessly tolerated by the board
of directors or by a high managerial agent
acting on behalf of the person within the
scope of the board’s or agent’s office or em-
ployment,

‘‘(ii) all individuals who were involved in
the commission of the offense or who knew
or should have known of the offense have
been removed from employment involving
the development or approval of any drug sub-
ject to sections 505 or 507,

‘‘(iii) the person fully cooperated with all
investigations and promptly disclosed all
wrongdoing to the appropriate authorities,
and

‘‘(iv) the person acted to mitigate any im-
pact on the public of any offense involved,
including the recall, or the discontinuation
of the distribution, of any drug with respect
to which the Secretary requested a recall or
discontinuation of distribution due to con-
cerns about the safety or efficacy of the
drug.

‘‘(C) INDIVIDUALS.—Upon an application
submitted under subparagraph (A), the Sec-
retary may take the action described in sub-
paragraph (D) if the Secretary, after an in-
formal hearing, finds that such individual
has provided substantial assistance in the in-
vestigations or prosecutions of offenses
which are described in subsection (a) or (b)
or which relate to any matter under the ju-
risdiction of the Food and Drug Administra-
tion.

‘‘(D) SECRETARIAL ACTION.—The action re-
ferred to in subparagraphs (B) and (C) is—

‘‘(i) in the case of a person other than an
individual—

‘‘(I) terminating the debarment imme-
diately, or

‘‘(II) limiting the period of debarment to
less than one year, and

‘‘(ii) in the case of an individual, limiting
the period of debarment to less than perma-
nent but to no less than 1 year,

whichever best serves the interest of justice
and protects the integrity of the drug ap-
proval process.

‘‘(e) PUBLICATION AND LIST OF DEBARRED
PERSONS.—The Secretary shall publish in the
Federal Register the name of any person
debarred under subsection (a) or (b), the ef-
fective date of the debarment, and the period
of the debarment. The Secretary shall also
maintain and make available to the public a
list, updated no less often than quarterly, of
such persons, of the effective dates and mini-
mum periods of such debarments, and of the
termination of debarments.

‘‘(f) TEMPORARY DENIAL OF APPROVAL.—
‘‘(1) IN GENERAL.—The Secretary, on the

Secretary’s own initiative or in response to a
petition, may, in accordance with paragraph
(3), refuse by order, for the period prescribed
by paragraph (2), to approve any abbreviated
drug application submitted by any person—

‘‘(A) if such person is under an active Fed-
eral criminal investigation in connection
with an action described in subparagraph
(B),

‘‘(B) if the Secretary finds that such per-
son—

‘‘(i) has bribed or attempted to bribe, has
paid or attempted to pay an illegal gratuity,
or has induced or attempted to induce an-
other person to bribe or pay an illegal gratu-
ity to any officer, employee, or agent of the
Department of Health and Human Services
or to any other Federal, State, or local offi-
cial in connection with any abbreviated drug
application, or has conspired to commit, or
aided or abetted, such actions, or

‘‘(ii) has knowingly made or caused to be
made a pattern or practice of false state-
ments or misrepresentations with respect to
material facts relating to any abbreviated
drug application, or the production of any
drug subject to an abbreviated drug applica-
tion, to any officer, employee, or agent of
the Department of Health and Human Serv-
ices, or has conspired to commit, or aided or
abetted, such actions, and

‘‘(C) if a significant question has been
raised regarding—

‘‘(i) the integrity of the approval process
with respect to such abbreviated drug appli-
cation, or

‘‘(ii) the reliability of data in or concern-
ing such person’s abbreviated drug applica-
tion.

Such an order may be modified or termi-
nated at any time.

‘‘(2) APPLICABLE PERIOD.—
‘‘(A) IN GENERAL.—Except as provided in

subparagraph (B), a denial of approval of an
application of a person under paragraph (1)
shall be in effect for a period determined by
the Secretary but not to exceed 18 months
beginning on the date the Secretary finds
that the conditions described in subpara-

graphs (A), (B), and (C) of paragraph (1) exist.
The Secretary shall terminate such denial—

‘‘(i) if the investigation with respect to
which the finding was made does not result
in a criminal charge against such person, if
criminal charges have been brought and the
charges have been dismissed, or if a judg-
ment of acquittal has been entered, or

‘‘(ii) if the Secretary determines that such
finding was in error.

‘‘(B) EXTENSION.—If, at the end of the pe-
riod described in subparagraph (A), the Sec-
retary determines that a person has been
criminally charged for an action described in
subparagraph (B) of paragraph (1), the Sec-
retary may extend the period of denial of ap-
proval of an application for a period not to
exceed 18 months. The Secretary shall termi-
nate such extension if the charges have been
dismissed, if a judgment of acquittal has
been entered, or if the Secretary determines
that the finding described in subparagraph
(A) was in error.

‘‘(3) INFORMAL HEARING.—Within 10 days of
the date an order is issued under paragraph
(1), the Secretary shall provide such person
with an opportunity for an informal hearing,
to be held within such 10 days, on the deci-
sion of the Secretary to refuse approval of an
abbreviated drug application. Within 60 days
of the date on which such hearing is held,
the Secretary shall notify the person given
such hearing whether the Secretary’s refusal
of approval will be continued, terminated, or
otherwise modified. Such notification shall
be final agency action.

‘‘(g) SUSPENSION AUTHORITY.—
‘‘(1) IN GENERAL.—If—
‘‘(A) the Secretary finds—
‘‘(i) that a person has engaged in conduct

described in subparagraph (B) of subsection
(f)(1) in connection with 2 or more drugs
under abbreviated drug applications, or

‘‘(ii) that a person has engaged in flagrant
and repeated, material violations of good
manufacturing practice or good laboratory
practice in connection with the develop-
ment, manufacturing, or distribution of one
or more drugs approved under an abbreviated
drug application during a 2-year period,
and—

‘‘(I) such violations may undermine the
safety and efficacy of such drugs, and

‘‘(II) the causes of such violations have not
been corrected within a reasonable period of
time following notice of such violations by
the Secretary, and

‘‘(B) such person is under an active inves-
tigation by a Federal authority in connec-
tion with a civil or criminal action involving
conduct described in subparagraph (A),

the Secretary shall issue an order suspending
the distribution of all drugs the development
or approval of which was related to such con-
duct described in subparagraph (A) or sus-
pending the distribution of all drugs ap-
proved under abbreviated drug applications
of such person if the Secretary finds that
such conduct may have affected the develop-
ment or approval of a significant number of
drugs which the Secretary is unable to iden-
tify. The Secretary shall exclude a drug from
such order if the Secretary determines that
such conduct was not likely to have influ-
enced the safety or efficacy of such drug.

‘‘(2) PUBLIC HEALTH WAIVER.—The Sec-
retary shall, on the Secretary’s own initia-
tive or in response to a petition, waive the
suspension under paragraph (1) (involving an
action described in paragraph (1)(A)(i)) with
respect to any drug if the Secretary finds
that such waiver is necessary to protect the
public health because sufficient quantities of
the drug would not otherwise be available.
The Secretary shall act on any petition seek-
ing action under this paragraph within 180
days of the date the petition is submitted to
the Secretary.
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‘‘(h) TERMINATION OF SUSPENSION.—The

Secretary shall withdraw an order of suspen-
sion of the distribution of a drug under sub-
section (g) if the person with respect to
whom the order was issued demonstrates in
a petition to the Secretary—

‘‘(1)(A) on the basis of an audit by the Food
and Drug Administration or by experts ac-
ceptable to the Food and Drug Administra-
tion, or on the basis of other information,
that the development, approval, manufactur-
ing, and distribution of such drug is in sub-
stantial compliance with the applicable re-
quirements of this Act, and

‘‘(B) changes in ownership, management,
or operations—

‘‘(i) fully remedy the patterns or practices
with respect to which the order was issued,
and

‘‘(ii) provide reasonable assurances that
such actions will not occur in the future, or

‘‘(2) the initial determination was in error.
The Secretary shall act on a submission of a
petition under this subsection within 180
days of the date of its submission and the
Secretary may consider the petition concur-
rently with the suspension proceeding. Any
information submitted to the Secretary
under this subsection does not constitute an
amendment or supplement to a pending or
approved abbreviated drug application.

‘‘(i) PROCEDURE.—The Secretary may not
take any action under subsection (a), (b), (c),
(d)(3), (g), or (h) with respect to any person
unless the Secretary has issued an order for
such action made on the record after oppor-
tunity for an agency hearing on disputed
issues of material fact. In the course of any
investigation or hearing under this sub-
section, the Secretary may administer oaths
and affirmations, examine witnesses, receive
evidence, and issue subpoenas requiring the
attendance and testimony of witnesses and
the production of evidence that relates to
the matter under investigation.

‘‘(j) JUDICIAL REVIEW.—
‘‘(1) IN GENERAL.—Except as provided in

paragraph (2), any person that is the subject
of an adverse decision under subsection (a),
(b), (c), (d), (f), (g), or (h) may obtain a re-
view of such decision by the United States
Court of Appeals for the District of Columbia
or for the circuit in which the person resides,
by filing in such court (within 60 days follow-
ing the date the person is notified of the Sec-
retary’s decision) a petition requesting that
the decision be modified or set aside.

‘‘(2) EXCEPTION.—Any person that is the
subject of an adverse decision under clause
(iii) or (iv) of subsection (b)(2)(B) may obtain
a review of such decision by the United
States District Court for the District of Co-
lumbia or a district court of the United
States for the district in which the person
resides, by filing in such court (within 30
days following the date the person is notified
of the Secretary’s decision) a complaint re-
questing that the decision be modified or set
aside. In such an action, the court shall de-
termine the matter de novo.

‘‘(k) CERTIFICATION.—Any application for
approval of a drug product shall include—

‘‘(1) a certification that the applicant did
not and will not use in any capacity the
services of any person debarred under sub-
section (a) or (b), in connection with such ap-
plication, and

‘‘(2) if such application is an abbreviated
drug application, a list of all convictions, de-
scribed in subsections (a) and (b) which oc-
curred within the previous 5 years, of the ap-
plicant and affiliated persons responsible for
the development or submission of such appli-
cation.

‘‘(l) APPLICABILITY.—
‘‘(1) CONVICTION.—For purposes of this sec-

tion, a person is considered to have been con-
victed of a criminal offense—

‘‘(A) when a judgment of conviction has
been entered against the person by a Federal
or State court, regardless of whether there is
an appeal pending,

‘‘(B) when a plea of guilty or nolo
contendere by the person has been accepted
by a Federal or State court, or

‘‘(C) when the person has entered into par-
ticipation in a first offender, deferred adju-
dication, or other similar arrangement or
program where judgment of conviction has
been withheld.

‘‘(2) EFFECTIVE DATES.—Subsection (a),
subparagraph (A) of subsection (b)(2), and
clauses (i) and (ii) of subsection (b)(2)(B)
shall not apply to a conviction which oc-
curred more than 5 years before the initi-
ation of an agency action proposed to be
taken under subsection (a) or (b). Clauses
(iii) and (iv) of subsection (b)(2)(B) and sub-
sections (f) and (g) shall not apply to an act
or action which occurred more than 5 years
before the initiation of an agency action pro-
posed to be taken under subsection (b), (f), or
(g). Clause (iv) of subsection (b)(2)(B) shall
not apply to an action which occurred before
June 1, 1992. Subsection (k) shall not apply
to applications submitted to the Secretary
before June 1, 1992.’’.
SEC. 3. CIVIL PENALTIES.

Chapter III, as amended by section 2, is
amended by adding after section 306 the fol-
lowing:

‘‘CIVIL PENALTIES

‘‘SEC. 307. (a) IN GENERAL.—Any person
that the Secretary finds—

‘‘(1) knowingly made or caused to be made,
to any officer, employee, or agent of the De-
partment of Health and Human Services, a
false statement or misrepresentation of a
material fact in connection with an abbre-
viated drug application,

‘‘(2) bribed or attempted to bribe or paid or
attempted to pay an illegal gratuity to any
officer, employee, or agent of the Depart-
ment of Health and Human Services in con-
nection with an abbreviated drug applica-
tion,

‘‘(3) destroyed, altered, removed, or se-
creted, or procured the destruction, alter-
ation, removal, or secretion of, any material
document or other material evidence which
was the property of or in the possession of
the Department of Health and Human Serv-
ices for the purpose of interfering with that
Department’s discharge of its responsibil-
ities in connection with an abbreviated drug
application,

‘‘(4) knowingly failed to disclose, to an of-
ficer or employee of the Department of
Health and Human Services, a material fact
which such person had an obligation to dis-
close relating to any drug subject to an ab-
breviated drug application,

‘‘(5) knowingly obstructed an investigation
of the Department of Health and Human
Services into any drug subject to an abbre-
viated drug application,

‘‘(6) is a person that has an approved or
pending drug product application and has
knowingly—

‘‘(A) employed or retained as a consultant
or contractor, or

‘‘(B) otherwise used in any capacity the
services of,

a person who was debarred under section 306,
or

‘‘(7) is an individual debarred under section
306 and, during the period of debarment, pro-
vided services in any capacity to a person
that had an approved or pending drug prod-
uct application,
shall be liable to the United States for a civil
penalty for each such violation in an amount
not to exceed $250,000 in the case of an indi-
vidual and $1,000,000 in the case of any other
person.

‘‘(b) PROCEDURE.—
‘‘(1) IN GENERAL.—
‘‘(A) ACTION BY THE SECRETARY.—A civil

penalty under subsection (a) shall be as-
sessed by the Secretary on a person by an
order made on the record after an oppor-
tunity for an agency hearing on disputed
issues of material fact and the amount of the
penalty. In the course of any investigation
or hearing under this subparagraph, the Sec-
retary may administer oaths and affirma-
tions, examine witnesses, receive evidence,
and issue subpoenas requiring the attend-
ance and testimony of witnesses and the pro-
duction of evidence that relates to the mat-
ter under investigation.

‘‘(B) ACTION BY THE ATTORNEY GENERAL.—In
lieu of a proceeding under subparagraph (A),
the Attorney General may, upon request of
the Secretary, institute a civil action to re-
cover a civil money penalty in the amount
and for any of the acts set forth in sub-
section (a). Such an action may be instituted
separately from or in connection with any
other claim, civil or criminal, initiated by
the Attorney General under this Act.

‘‘(2) AMOUNT.—In determining the amount
of a civil penalty under paragraph (1), the
Secretary or the court shall take into ac-
count the nature, circumstances, extent, and
gravity of the act subject to penalty, the
person’s ability to pay, the effect on the per-
son’s ability to continue to do business, any
history of prior, similar acts, and such other
matters as justice may require.

‘‘(3) LIMITATION ON ACTIONS.—No action
may be initiated under this section—

‘‘(A) with respect to any act described in
subsection (a) that occurred before the date
of the enactment of this Act, or

‘‘(B) more than 6 years after the date when
facts material to the act are known or rea-
sonably should have been known by the Sec-
retary but in no event more than 10 years
after the date the act took place.

‘‘(c) JUDICIAL REVIEW.—Any person that is
the subject of an adverse decision under sub-
section (b)(1)(A) may obtain a review of such
decision by the United States Court of Ap-
peals for the District of Columbia or for the
circuit in which the person resides, by filing
in such court (within 60 days following the
date the person is notified of the Secretary’s
decision) a petition requesting that the deci-
sion be modified or set aside.

‘‘(d) RECOVERY OF PENALTIES.—The Attor-
ney General may recover any civil penalty
(plus interest at the currently prevailing
rates from the date the penalty became
final) assessed under subsection (b)(1)(A) in
an action brought in the name of the United
States. The amount of such penalty may be
deducted, when the penalty has become final,
from any sums then or later owing by the
United States to the person against whom
the penalty has been assessed. In an action
brought under this subsection, the validity,
amount, and appropriateness of the penalty
shall not be subject to judicial review.

‘‘(e) INFORMANTS.—The Secretary may
award to any individual (other than an offi-
cer or employee of the Federal Government
or a person who materially participated in
any conduct described in subsection (a)) who
provides information leading to the imposi-
tion of a civil penalty under this section an
amount not to exceed—

‘‘(1) $250,000, or
‘‘(2) one-half of the penalty so imposed and

collected,
whichever is less. The decision of the Sec-
retary on such award shall not be review-
able.’’.
SEC. 4. AUTHORITY TO WITHDRAW APPROVAL OF

ABBREVIATED DRUG APPLICATIONS.
Chapter III, as amended by sections 2 and

3, is amended by adding after section 307 the
following:
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‘‘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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