October 7, 1997

There are going to be two bills on the
suspension calendar that I worked on
very hard for the last several years.

The first bill is a comprehensive FDA
reform bill to reform the Food and
Drug Administration. It is the cul-
mination of a series of 3 years of work
on a bipartisan basis to bring the
American people the safest food and
the most technologically advanced
drugs and medical devices in the world.

The second bill is the suspension bill
that will ratify low-level nuclear waste
compact between my State, Texas, and
the great States of Maine and
Vermont. Again, this bill is a culmina-
tion of 5 years of work between those
States’ Governors and State delega-
tions on a bipartisan basis.

So we are going to have two bills on
the floor today, both good public pol-
icy, and I would encourage all of my
colleagues to vote for them.

———

FOOD AND DRUG ADMINISTRATION
REGULATORY MODERNIZATION
ACT OF 1997

Mr. BLILEY. Mr. Speaker, I move to
suspend the rules and pass the bill
(H.R. 1411) to amend the Federal Food,
Drug, and Cosmetic Act and the Public
Health Service Act to facilitate the de-
velopment and approval of new drugs
and biological products, and for other
purposes, as amended.

The Clerk read as follows:

H.R. 1411

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

SECTION 1. SHORT TITLE; REFERENCES; TABLE
OF CONTENTS.

(a) SHORT TITLE.—This Act may be cited as
the ‘“Food and Drug Administration Regu-
latory Modernization Act of 1997°.

(b) REFERENCES.—Except as otherwise
specified, whenever in this Act an amend-
ment is expressed in terms of an amendment
to a section or other provision, the reference
shall be considered to be made to that sec-
tion or other provision of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 321 et
seq.).

(c) TABLE OF CONTENTS.—The table of con-
tents for this Act is as follows:

Sec. 1. Short title; references; table of con-
tents.

TITLE I-IMPROVING REGULATION OF
DRUGS

Fees relating to drugs.

Pediatric studies of drugs.

Expediting study and approval of
fast track drugs.

Expanded access to investigational
therapies.

Information program on clinical
trials for serious or life-threat-
ening diseases.

Dissemination of information on
new uses.

Studies and reports.

Approval of supplemental applica-
tions for approved products.
Health care economic information.

Clinical investigations.

Manufacturing changes for drugs.

Streamlining clinical research on
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Data requirements for drugs.

Content and review of applications.
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Scientific advisory panels.

Dispute resolution.

Informal agency statements.

Positron emission tomography.

Requirements for radiopharmaceu-
ticals.

Modernization of regulation.

Pilot and small scale manufacture.

Insulin and antibiotics.

FDA mission and annual report.

Information system.

Education and training.

Centers for education and research
on drugs.

Harmonization.

Environmental impact review.

National uniformity.

FDA study of mercury compounds
in drugs and food.

Notification of discontinuance of a
life saving product.

TITLE II-IMPROVING REGULATION OF
DEVICES

Sec. 201. Dispute resolution.

Sec. 202. Investigational device exemptions;
expanded access.

Special review for certain devices.

Expanding humanitarian use of de-
vices.

Device standards.

Scope of review.

Premarket notification.

Classification panels.

Premarket approval.

Accreditation for accredited per-
sons.

Preamendment devices.

Device tracking.

Postmarket surveillance.

Harmonization.

Reports.

Practice of medicine.

Clarification of definition.

Labeling and advertising regarding
compliance with statutory re-
quirements.

FDA mission and annual report.

Sec. 220. Information system.

Sec. 221. Noninvasive blood glucose meter.

Sec. 222. Rule of construction.

TITLE III-IMPROVING REGULATION OF
FOOD

Flexibility for regulations regard-
ing claims.

Petitions for claims.

Health claims for food products.

Nutrient content claims.

Referral statements.

Disclosure of irradiation.

Irradiation petition.

Glass and ceramic ware.

Food contact substances.

Sec. 310. Margarine.

Sec. 311. Effective date.

TITLE I—-IMPROVING REGULATION OF

DRUGS

SEC. 101. FEES RELATING TO DRUGS.

(a) FINDINGS.—Congress finds that—

(1) prompt approval of safe and effective
new drugs and other therapies is critical to
the improvement of the public health so that
patients may enjoy the benefits provided by
these therapies to treat and prevent illness
and disease;

(2) the public health will be served by mak-
ing additional funds available for the pur-
pose of augmenting the resources of the Food
and Drug Administration that are devoted to
the process for review of human drug appli-
cations;

(3) the provisions added by the Prescrip-
tion Drug User Fee Act of 1992 have been suc-
cessful in substantially reducing review
times for human drug applications and
should be—

(A) reauthorized for an additional 5 years,
with certain technical improvements; and
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(B) carried out by the Food and Drug Ad-
ministration with new commitments to im-
plement more ambitious and comprehensive
improvements in regulatory processes of the
Food and Drug Administration; and

(4) the fees authorized by amendments
made in this title will be dedicated toward
expediting the drug development process and
the review of human drug applications as set
forth in the goals identified in the letters of

, and , from the
Secretary of Health and Human Services to
the chairman of the Committee on Com-
merce of the House of Representatives and
the chairman of the Committee on Labor and
Human Resources of the Senate, as set forth
at Cong. Rec. (daily ed.

, 1997).

(b) DEFINITIONS.—Section 735 (21 U.S.C.
379g) is amended—

(1) in the second sentence of paragraph
1)—

(A) by striking ‘‘Service Act, and’’ and in-
serting ‘“‘Service Act,”’; and

(B) by striking ‘‘September 1, 1992.”” and in-
serting the following: ‘‘September 1, 1992,
does not include an application for a licen-
sure of a biological product for further man-
ufacturing use only, and does not include an
application or supplement submitted by a
State or Federal Government entity for a
drug that is not distributed commercially.
Such term does include an application for li-
censure, as described in subparagraph (D), of
a large volume biological product intended
for single dose injection for intravenous use
or infusion.”’;

(2) in the second sentence of paragraph
—

(A) by striking ‘‘Service Act, and”’ and in-
serting ‘‘Service Act,”’; and

(B) by striking ‘‘September 1, 1992.”’ and in-
serting the following: ‘‘September 1, 1992,
does not include a biological product that is
licensed for further manufacturing use only,
and does not include a drug that is not dis-
tributed commercially and is the subject of
an application or supplement submitted by a
State or Federal Government entity. Such
term does include a large volume biological
product intended for single dose injection for
intravenous use or infusion.’’;

(3) in paragraph (4), by striking ‘“‘without”’
and inserting ‘‘without substantial’’;

(4) by amending the first sentence of para-
graph (5) to read as follows:

¢“(5) The term ‘prescription drug establish-
ment’ means a foreign or domestic place of
business which is at one general physical lo-
cation consisting of one or more buildings all
of which are within 5 miles of each other and
at which one or more prescription drug prod-
ucts are manufactured in final dosage
form.”.

(5) in paragraph (7)(A)—

(A) by striking ‘‘employees under con-
tract’ and all that follows through ‘‘Admin-
istration,” the second time it occurs and in-
serting ‘‘contractors of the Food and Drug
Administration,’”’; and

(B) by striking ‘‘and committees,” and in-
serting ‘‘and committees and to contracts
with such contractors,’’;

(6) in paragraph (8)—

(A) in subparagraph (A)—

(i) by striking ‘“August of”’ and inserting
“April of ”’; and

(ii) by striking ‘‘August 1992’ and inserting
“April 1997";

(B) in subparagraph (B), by striking ‘1992
and inserting “1997”’; and

(C) by striking the second sentence; and

(7 by adding at the end the following:

‘“(9) The term ‘affiliate’ means a business
entity that has a relationship with a second
business entity if, directly or indirectly—
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‘““(A) one business entity controls, or has
the power to control, the other business enti-
ty; or

‘(B) a third party controls, or has power to
control, both of the business entities.””.

(c) AUTHORITY TO ASSESS AND USE DRUG
FEES.—

(1) TYPES OF FEES.—Section 736(a) (21
U.S.C. 379n(a)) is amended—

(A) by striking ‘‘Beginning in fiscal year
1993 and inserting ‘‘Beginning in fiscal year
1998”’;

(B) in paragraph (1)—

(i) by striking subparagraph (B) and insert-
ing the following:

‘(B) PAYMENT.—The fee required by sub-
paragraph (A) shall be due upon submission
of the application or supplement.”’;

(ii) in subparagraph (D)—

(I) in the subparagraph heading, by strik-

ing ‘‘NOT ACCEPTED’’ and inserting ‘RE-
FUSED’’;

(IT) by striking ‘50 percent’ and inserting
“75 percent’’;

(ITI) by striking ‘‘subparagraph (B)(i)”’ and
inserting ‘‘subparagraph (B)’’; and

(IV) by striking ‘“‘not accepted’ and insert-
ing ‘“‘refused’’; and

(iii) by adding at the end the following:

‘“(E) EXCEPTION FOR DESIGNATED ORPHAN
DRUG OR INDICATION.—A human drug applica-
tion for a prescription drug product that has
been designated as a drug for a rare disease
or condition pursuant to section 526 shall not
be subject to a fee under subparagraph (A),
unless the human drug application includes
indications for other than rare diseases or
conditions. A supplement proposing to in-
clude a new indication for a rare disease or
condition in a human drug application shall
not be subject to a fee under subparagraph
(A), if the drug has been designated pursuant
to section 526 as a drug for a rare disease or
condition with regard to the indication pro-
posed in such supplement.

‘“(F') EXCEPTION FOR SUPPLEMENTS FOR PEDI-
ATRIC INDICATIONS.—A supplement to a
human drug application for an indication for
use in pediatric populations shall not be as-
sessed a fee under subparagraph (A).

‘“(G) REFUND OF FEE IF APPLICATION WITH-
DRAWN.—If an application or supplement is
withdrawn after the application or supple-
ment is filed, the Secretary may waive and
refund the fee or a portion of the fee if no
substantial work was performed on the appli-
cation or supplement after the application or
supplement was filed. The Secretary shall
have the sole discretion to waive and refund
a fee or a portion of the fee under this sub-
paragraph. A determination by the Secretary
concerning a waiver or refund under this
paragraph shall not be reviewable.”’;

(C) by striking paragraph (2) and inserting
in lieu the following:

‘(2) PRESCRIPTION DRUG ESTABLISHMENT
FEE.—

‘““(A) IN GENERAL.—Except as provided in
subparagraph (B), each person that is named
as the applicant in a human drug applica-
tion, and after September 1, 1992, had pend-
ing before the Secretary a human drug appli-
cation or supplement, shall be assessed an
annual fee established in subsection (b) for
each prescription drug establishment listed
in its approved human drug application as an
establishment that manufactures the pre-
scription drug product named in the applica-
tion. The annual establishment fee shall be
assessed in each fiscal year in which the pre-
scription drug product named in the applica-
tion is assessed a fee under paragraph (3) un-
less the prescription drug establishment list-
ed in the application does not engage in the
manufacture of the prescription drug prod-
uct during the fiscal year. The establishment
fee shall be payable on or before January 31
of each year. Each such establishment shall
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be assessed only one fee per establishment,
notwithstanding the number of prescription
drug products manufactured at the establish-
ment. In the event an establishment is listed
in a human drug application by more than 1
applicant, the establishment fee for the fis-
cal year shall be divided equally and assessed
among the applicants whose prescription
drug products are manufactured by the es-
tablishment during the fiscal year and as-
sessed product fees under paragraph (3).

‘(B) EXCEPTION.—If, during the fiscal year,
an applicant initiates or causes to be initi-
ated the manufacture of a prescription drug
product at an establishment listed in its
human drug application—

‘(i) that did not manufacture the product
in the previous fiscal year; and

‘“(ii) for which the full establishment fee
has been assessed in the fiscal year at a time
before manufacture of the prescription drug
product was begun;

the applicant will not be assessed a share of
the establishment fee for the fiscal year in
which the manufacture of the product
began.”.

(D) in paragraph (3)—

(i) in subparagraph (A)—

(I) in clause (i), by striking ‘‘is listed’’ and
inserting ‘‘has been submitted for listing’’;
and

(IT) by striking ‘“‘Such fee shall be paid”
and all that follows through ‘‘section 510.”
and inserting the following: ‘“Such fee shall
be payable for the fiscal year in which the
product is first submitted for listing under
section 510, or for relisting under section 510
if the product has been withdrawn from list-
ing and relisted. After such fee is paid for
that fiscal year, such fee shall be payable on
or before January 31 of each year. Such fee
shall be paid only once for each product for
a fiscal year in which the fee is payable.”’;
and

(ii) in subparagraph (B), by striking
¢56056(j).”” and inserting the following: ‘‘505(j),
under an abbreviated application filed under
section 507, or under an abbreviated new
drug application pursuant to regulations in
effect prior to the implementation of the
Drug Price Competition and Patent Term
Restoration Act of 1984.”".

(2) FEE AMOUNTS.—Section 736(b) (21 U.S.C.
379n(b)) is amended to read as follows:

‘“(b) FEE AMOUNTS.—Except as provided in
subsections (c), (d), (f), and (g), the fees re-
quired under subsection (a) shall be deter-
mined and assessed as follows:

‘(1) APPLICATION AND SUPPLEMENT FEES.—

‘‘(A) FuLL FEES.—The application fee under
subsection (a)(1)(A)@) shall be $250,704 in fis-
cal year 1998, $256,338 in each of fiscal years
1999 and 2000, $267,606 in fiscal year 2001, and
$258,451 in fiscal year 2002.

‘B) OTHER FEES.—The fee under sub-
section (a)(1)(A)(ii) shall be $125,352 in fiscal
year 1998, $128,169 in each of fiscal years 1999
and 2000, $133,803 in fiscal year 2001, and
$129,226 in fiscal year 2002.

‘“(2) FEE REVENUES FOR ESTABLISHMENT
FEES.—The total fee revenues to be collected
in establishment fees under subsection (a)(2)
shall be $35,600,000 in fiscal year 1998,
$36,400,000 in each of fiscal years 1999 and
2000, $38,000,000 in fiscal year 2001, and
$36,700,000 in fiscal year 2002.

“(3) TOTAL FEE REVENUES FOR PRODUCT
FEES.—The total fee revenues to be collected
in product fees under subsection (a)(3) in a
fiscal year shall be equal to the total fee rev-
enues collected in establishment fees under
subsection (a)(2) in that fiscal year.”.

(3) INCREASES AND ADJUSTMENTS.—Section
736(c) (21 U.S.C. 379h(c)) is amended—

(A) in the subsection heading, by striking
‘“‘INCREASES AND’’;

(B) in paragraph (1)—
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(i) by striking ‘(1) REVENUE’’ and all that
follows through ‘‘increased by the Sec-
retary’”’ and inserting the following: ‘(1) IN-
FLATION ADJUSTMENT.—The fees and total fee
revenues established in subsection (b) shall
be adjusted by the Secretary’’;

(ii) in subparagraph (A), by striking
crease’ and inserting ‘‘change’’;

(iii) in subparagraph (B), by striking ‘‘in-
crease’ and inserting ‘‘change’’; and

(iv) by adding at the end the following
flush sentence:

“The adjustment made each fiscal year by
this subsection will be added on a com-
pounded basis to the sum of all adjustments
made each fiscal year after fiscal year 1997
under this subsection.”’;

(C) in paragraph (2), by striking ‘‘October
1, 1992, and all that follows through ‘‘such
schedule.” and inserting the following: ‘‘Sep-
tember 30, 1997, adjust the establishment and
product fees described in subsection (b) for
the fiscal year in which the adjustment oc-
curs so that the revenues collected from each
of the categories of fees described in para-
graphs (2) and (3) of subsection (b) shall be
set to be equal to the revenues collected
from the category of application and supple-
ment fees described in paragraph (1) of sub-
section (b).””; and

(D) in paragraph (3), by striking ‘para-
graph (2)”’ and inserting ‘‘this subsection”.

(4) FEE WAIVER OR REDUCTION.—Section
736(d) (21 U.S.C. 379h(d)) is amended—

(A) by redesignating paragraphs (1), (2), (3),
and (4) as subparagraphs (A), (B), (C), and
(D), respectively and indenting appro-
priately;

(B) by striking ‘‘The Secretary shall grant
a’’ and all that follows through ‘‘finds that—
” and inserting the following:

‘(1 IN GENERAL.—The Secretary shall
grant a waiver from or a reduction of one or
more fees assessed under subsection (a)
where the Secretary finds that—"’;

(C) in subparagraph (C) (as so redesignated
by subparagraph (A)), by striking ¢, or” and
inserting a comma;

(D) in subparagraph (D) (as so redesignated
by subparagraph (A)), by striking the period
and inserting ‘‘, or’’;

(E) by inserting after subparagraph (D) (as
so redesignated by subparagraph (A)) the fol-
lowing:

“(E) the applicant is a small business sub-
mitting its first human drug application to
the Secretary for review.”’; and

(F) by striking ‘“‘In making the finding in
paragraph (3),” and all that follows through
‘“‘standard costs.” and inserting the fol-
lowing:

‘“(2) USE OF STANDARD COSTS.—In making
the finding in paragraph (1)(C), the Secretary
may use standard costs.

‘“(3) RULES RELATING TO SMALL BUSI-
NESSES.—

‘“‘(A) DEFINITION.—In paragraph (1)(E), the
term ‘small business’ means an entity that
has fewer than 500 employees, including em-
ployees of affiliates.

‘“(B) WAIVER OF APPLICATION FEE.—The
Secretary shall waive under paragraph (1)(E)
the application fee for the first human drug
application that a small business or its affil-
iate submits to the Secretary for review.
After a small business or its affiliate is
granted such a waiver, the small business or
its affiliate shall pay—

‘(i) application fees for all subsequent
human drug applications submitted to the
Secretary for review in the same manner as
an entity that does not qualify as a small
business; and

‘‘(ii) all supplement fees for all supple-
ments to human drug applications submitted
to the Secretary for review in the same man-
ner as an entity that does not qualify as a
small business.”’.
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(5) ASSESSMENT OF FEES.—Section 736(f)(1)
(21 U.S.C. 3191 (f)(1)) is amended—

(A) by striking ‘‘fiscal year 1993 and in-
serting ‘‘fiscal year 1997"’; and

(B) by striking ‘‘fiscal year 1992’ and in-
serting ‘‘fiscal year 1997 (excluding the
amount of fees appropriated for such fiscal
year)”’.

(6) CREDITING AND AVAILABILITY OF FEES.—
Section 736(g) (21 U.S.C. 379h(g)) is amend-
ed—

(A) in paragraph (1), by adding at the end
the following: ‘‘Such sums as may be nec-
essary may be transferred from the Food and
Drug Administration salaries and expenses
appropriation account without fiscal year
limitation to such appropriation account for
salaries and expenses with such fiscal year
limitation. The sums transferred shall be
available solely for the process for the re-
view of human drug applications within the
meaning of section 735(6).”";

(B) in paragraph (2)—

(i) in subparagraph (A), by striking ‘“Acts”’
and inserting ‘‘Acts, or otherwise made
available for obligation,’’; and

(ii) in subparagraph (B), by striking ‘‘over
such costs for fiscal year 1992 and inserting
‘“‘over such costs, excluding costs paid from
fees collected under this section, for fiscal
year 1997°’; and

(C) by striking paragraph (3) and inserting
the following:

‘“(3) AUTHORIZATION OF APPROPRIATIONS.—
There is authorized to be appropriated for
fees under this section—

““(A) $106,800,000 for fiscal year 1998;

“(B) $109,200,000 for fiscal year 1999;

¢“(C) $109,200,000 for fiscal year 2000;

‘(D) $114,000,000 for fiscal year 2001; and

““(E) $110,100,000 for fiscal year 2002,

as adjusted to reflect adjustments in the
total fee revenues made under this section
and changes in the total amounts collected
by application, supplement, establishment,
and product fees.

‘“(4) OFFSET.—Any amount of fees collected
for a fiscal year which exceeds the amount of
fees specified in appropriation Acts for such
fiscal year shall be credited to the appropria-
tion account of the Food and Drug Adminis-
tration as provided in paragraph (1), and
shall be subtracted from the amount of fees
that would otherwise be authorized to be col-
lected under appropriation Acts for a subse-
quent fiscal year.”.

(7) REQUIREMENT FOR WRITTEN REQUESTS
FOR WAIVERS, REDUCTIONS, AND FEES.—Sec-
tion 736 (21 U.S.C. 379h) is amended—

(A) by redesignating subsection (i) as sub-
section (j); and

(B) by inserting after subsection (h) the
following:

‘(i) WRITTEN REQUESTS FOR WAIVERS, RE-
DUCTIONS, AND REFUNDS.—To qualify for con-
sideration for a waiver or reduction under
subsection (d), or for a refund of any fee col-
lected in accordance with subsection (a), a
person shall submit to the Secretary a writ-
ten request for such waiver, reduction, or re-
fund not later than 180 days after such fee is
due.”.

(8) SPECIAL RULE FOR WAIVER, REFUNDS, AND
EXCEPTIONS.—Any requests for waivers, re-
funds, or exceptions for fees assessed prior to
the date of enactment of this Act shall be
submitted in writing to the Secretary of
Health and Human Services within 1 year
after the date of enactment of this Act.

(d) ANNUAL REPORTS.—

(1) PERFORMANCE REPORT.—Beginning with
fiscal year 1998, not later than 60 days after
the end of each fiscal year during which fees
are collected under part 2 of subchapter C of
chapter VII of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 379g et seq.), the Sec-
retary of Health and Human Services shall
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prepare and submit to the Committee on
Commerce of the House of Representatives
and the Committee on Labor and Human Re-
sources of the Senate a report concerning
the progress of the Food and Drug Adminis-
tration in achieving the goals identified in
the letter described in subsection (a)(4) dur-
ing such fiscal year and the future plans of
the Food and Drug Administration for meet-
ing the goals.

(2) FISCAL REPORT.—Beginning with fiscal
year 1998, not later than 120 days after the
end of each fiscal year during which fees are
collected under the part described in sub-
section (a), the Secretary of Health and
Human Services shall prepare and submit to
the Committee on Commerce of the House of
Representatives and the Committee on
Labor and Human Resources of the Senate a
report on the implementation of the author-
ity for such fees during such fiscal year and
the use, by the Food and Drug Administra-
tion, of the fees collected during such fiscal
year for which the report is made.

(e) EFFECTIVE DATE.—The amendments
made by this section shall take effect Octo-
ber 1, 1997.

(f) TERMINATION OF EFFECTIVENESS.—The
amendments made by subsections (b) and (c)
cease to be effective October 1, 2002, and sub-
section (d) ceases to be effective 120 days
after such date.

SEC. 102. PEDIATRIC STUDIES OF DRUGS.

Chapter V (21 U.S.C. 351 et seq.) is amended
by inserting after section 505 the following:

‘“‘PEDIATRIC STUDIES OF DRUGS

‘““‘SEC. b05A. (a) MARKET EXCLUSIVITY FOR
NEwW DRuUGS.—If, prior to approval of an ap-
plication that is submitted under section
505(b)(1), the Secretary determines that in-
formation relating to the use of a drug in the
pediatric population may produce health
benefits in that population, the Secretary
makes a written request for pediatric studies
(which shall include a timeframe for com-
pleting such studies), and such studies are
completed within any such timeframe and
the reports thereof submitted in accordance
with subsection (d)(2) or accepted in accord-
ance with subsection (d)(3)—

“(1)(A) the period during which an applica-
tion may not be submitted under subsections
(©)3)(D)(i) and (G)(4)(D)({i) of section 505
shall be five years and six months rather
than five years, and the references in sub-
sections (¢)(3)(D)(ii) and (j)(4)(D)(ii) of sec-
tion 505 to four years, to forty-eight months,
and to seven and one-half years shall be
deemed to be four and one-half years, fifty-
four months, and eight years, respectively;
or

‘(B) the period of market exclusivity
under subsections (¢)(3)(D)(iii) and (iv) and
(j))(4)(D)(iii) and (iv) of section 505 shall be
three years and six months rather than three
years; and

‘“(2)(A) if the drug is the subject of—

‘(i) a listed patent for which a certifi-
cation has been submitted under subsections
(b)(2)(A)({i) or (j)(2)(A)(vii)(II) of section 505
and for which pediatric studies were sub-
mitted prior to the expiration of the patent
(including any patent extensions); or

‘“(ii) a listed patent for which a certifi-
cation has been submitted under subsections
(b)(2)(A)({ii) or ()(2)(A)(vii)AII) of section
505,
the period during which an application may
not be approved under section 505(c)(3) or
section 505(j)(4)(B) shall be extended by a pe-
riod of six months after the date the patent
expires (including any patent extensions); or

‘(B) if the drug is the subject of a listed
patent for which a certification has
been submitted under subsection
(b)(2)(A)({iv) or (jH)(2)(A)(vii)(IV) of section 505,
and in the patent infringement litigation re-
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sulting from the certification the court de-
termines that the patent is valid and would
be infringed, the period during which an ap-
plication may not be approved under section
505(c)(3) or section 505(j)(4)(B) shall be ex-
tended by a period of six months after the
date the patent expires (including any patent
extensions).

*“(b) SECRETARY T0 DEVELOP LIST OF DRUGS
FOR WHICH ADDITIONAL PEDIATRIC INFORMA-
TION MAY BE BENEFICIAL.—Not later than 180
days after the date of enactment of this sec-
tion, the Secretary, after consultation with
experts in pediatric research shall develop,
prioritize, and publish an initial list of ap-
proved drugs for which additional pediatric
information may produce health benefits in
the pediatric population. The Secretary shall
annually update the list.

“(c) MARKET EXCLUSIVITY FOR ALREADY-
MARKETED DRUGS.—If the Secretary makes a
written request to the holder of an approved
application under section 505(b)(1) for pedi-
atric studies (which shall include a time-
frame for completing such studies) con-
cerning a drug identified in the list described
in subsection (b), the holder agrees to the re-
quest, the studies are completed within any
such timeframe and the reports thereof are
submitted in accordance with subsection
(d)(2) or accepted in accordance with sub-
section (d)(3)—

““(1)(A) the period during which an applica-
tion may not be submitted under subsection
(c)B)(D)(ii) or (j)(4)(D)(i) of section 505 shall
be five years and six months rather than five
years, and the references in subsections
(©)3)(D)(ii) and (j)(4)(D)(ii) of section 505 to
four years, to forty-eight months, and to
seven and one-half years shall be deemed to
be four and one-half years, fifty-four months,
and eight years, respectively; or

‘““(B) the period of market exclusivity
under subsections (¢)(3)(D)(iii) and (iv) and
(7))(4)(D)(iii) and (iv) of section 505 shall be
three years and six months rather than three
years; and

“(2)(A) if the drug is the subject of—

‘(i) a listed patent for which a certifi-
cation has been submitted under subsection
(b)(2)(A)({i) or (H(2)(A)(Vii)(II) of section 505
and for which pediatric studies were sub-
mitted prior to the expiration of the patent
(including any patent extensions); or

‘(ii) a listed patent for which a certifi-
cation has been submitted under subsection
(b)(2)(A)({ii) or (G)(2)(A)(vii)(III) of section
505,
the period during which an application may
not be approved under section 505(c)(3) or
section 505(j)(4)(B) shall be extended by a pe-
riod of six months after the date the patent
expires (including any patent extensions); or

“(B) if the drug is the subject of a listed
patent for which a certification has been
submitted under subsection (b)(2)(A)({iv) or
(D)(A)(vii)(IV) of section 505, and in the
patent infringement litigation resulting
from the certification the court determines
that the patent is valid and would be in-
fringed, the period during which an applica-
tion may not be approved under section
505(c)(3) or section 505(j)(4)(B) shall be ex-
tended by a period of six months after the
date the patent expires (including any patent
extensions).

¢‘(d) CONDUCT OF PEDIATRIC STUDIES.—

‘(1) AGREEMENT FOR STUDIES.—The Sec-
retary may, pursuant to a written request
for studies, after consultation with—

‘“(A) the sponsor of an application for an
investigational new drug under section 505(i);

‘“(B) the sponsor of an application for a
drug under section 505(b)(1); or

‘“(C) the holder of an approved application
for a drug under section 505(b)(1),

agree with the sponsor or holder for the con-
duct of pediatric studies for such drug.
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‘(2) WRITTEN PROTOCOLS TO MEET THE STUD-
IES REQUIREMENT.—If the sponsor or holder
and the Secretary agree upon written proto-
cols for the studies, the studies requirement
of subsection (a) or (c) is satisfied upon the
completion of the studies and submission of
the reports thereof in accordance with the
original written request and the written
agreement referred to in paragraph (1). Not
later than 60 days after the submission of the
report of the studies, the Secretary shall de-
termine if such studies were or were not con-
ducted in accordance with the original writ-
ten request and the written agreement and
reported in accordance with the require-
ments of the Secretary for filing and so no-
tify the sponsor or holder.

‘(3) OTHER METHODS TO MEET THE STUDIES
REQUIREMENT.—If the sponsor or holder and
the Secretary have not agreed in writing on
the protocols for the studies, the studies re-
quirement of subsection (a) or (c) is satisfied
when such studies have been completed and
the reports accepted by the Secretary. Not
later than 90 days after the submission of the
reports of the studies, the Secretary shall ac-
cept or reject such reports and so notify the
sponsor or holder. The Secretary’s only re-
sponsibility in accepting or rejecting the re-
ports shall be to determine, within the 90
days, whether the studies fairly respond to
the written request, whether such studies
have been conducted in accordance with
commonly accepted scientific principles and
protocols, and whether such studies have
been reported in accordance with the re-
quirements of the Secretary for filing.

‘“(e) DELAY OF EFFECTIVE DATE FOR CER-
TAIN APPLICATIONS; PERIOD OF MARKET EX-
CLUSIVITY.—If the Secretary determines that
the acceptance or approval of an application
under section 505(b)(2) or 505(j) for a drug
may occur after submission of reports of pe-
diatric studies under this section, which
were submitted prior to the expiration of the
patent (including any patent extension) or
market exclusivity protection, but before
the Secretary has determined whether the
requirements of subsection (d) have been sat-
isfied, the Secretary shall delay the accept-
ance or approval under section 505(b)(2) or
505(j), respectively, until the determination
under subsection (d) is made, but such delay
shall not exceed 90 days. In the event that
requirements of this section are satisfied,
the applicable period of market exclusivity
referred to in subsection (a) or (c) shall be
deemed to have been running during the pe-
riod of delay.

¢“(f) NOTICE OF DETERMINATIONS ON STUDIES
REQUIREMENT.—The Secretary shall publish
a notice of any determination that the re-
quirements of subsection (d) have been met
and that submissions and approvals under
section 505(b)(2) or (j) for a drug will be sub-
ject to the provisions of this section.

‘‘(g) DEFINITIONS.—As used in this section,
the term ‘pediatric studies’ or ‘studies’
means at least one clinical investigation
(that, at the Secretary’s discretion, may in-
clude pharmacokinetic studies) in pediatric
age groups in which a drug is anticipated to
be used.

“(h) LIMITATION.—The holder of an ap-
proved application for a new drug that has
already received six months of market exclu-
sivity under subsection (a) or (¢c) may, if oth-
erwise eligible, obtain six months of market
exclusivity under subsection (c¢)(1)(B) for a
supplemental application, except that the
holder is not eligible for exclusivity under
subsection (c)(2).

‘(i) RELATIONSHIP TO REGULATIONS.—Not-
withstanding any other provision of law, if
any pediatric study is required pursuant to
regulations promulgated by the Secretary,
such study shall be deemed to satisfy the re-
quirement for market exclusivity pursuant
to this section.
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‘“(j) SUNSET.—No period of market exclu-
sivity shall be granted under this section
based on studies commenced after January 1,
2002. The Secretary shall conduct a study
and report to Congress not later than Janu-
ary 1, 2001, based on the experience under the
program. The study and report shall examine
all relevant issues, including—

‘(1) the effectiveness of the program in im-
proving information about important pedi-
atric uses for approved drugs;

‘“(2) the adequacy of the incentive provided
under this section;

‘“(3) the economic impact of the program
on taxpayers and consumers, including the
impact of the lack of lower cost generic
drugs on lower income patients; and

‘“(4) any suggestions for modification that
the Secretary deems appropriate.”.

SEC. 103. EXPEDITING STUDY AND APPROVAL OF
FAST TRACK DRUGS.

(a) IN GENERAL.—Chapter VII is amended

by adding at the end the following:

‘““‘SUBCHAPTER D—FAST TRACK PRODUCTS
“SEC. 741. FAST TRACK PRODUCTS.

‘“‘(a) DESIGNATION OF DRUG AS A FAST
TRACK PRODUCT.—

‘(1) IN GENERAL.—The Secretary shall fa-
cilitate the development and expedite the re-
view of new drugs that are intended for the
treatment of serious or life-threatening con-
ditions and that demonstrate the potential
to address unmet medical needs for such con-
ditions. In this section, such products shall
be known as ‘fast track products’.

‘“(2) REQUEST FOR DESIGNATION.—The spon-
sor of a drug may request the Secretary to
designate the drug as a fast track product. A
request for the designation may be made
concurrently with, or at any time after, sub-
mission of an application for the investiga-
tion of the drug under section 505(i) or sec-
tion 351(a)(3) of the Public Health Service
Act.

““(3) DESIGNATION.—Within 30 calendar days
after the receipt of a request under para-
graph (2), the Secretary shall determine
whether the drug that is the subject of the
request meets the criteria described in para-
graph (1). If the Secretary finds that the
drug meets the criteria, the Secretary shall
designate the drug as a fast track product
and shall take such actions as are appro-
priate to expedite the development and re-
view of the application for approval of such
product.

“(b) APPROVAL OF APPLICATION FOR A FAST
TRACK PRODUCT.—

‘(1) IN GENERAL.—The Secretary may ap-
prove an application for approval of a fast
track product under section 505(b) or section
351 of the Public Health Service Act (21
U.S.C. 262) upon a determination that the
product has an effect on a clinical endpoint
or on a surrogate endpoint that is reasonably
likely to predict clinical benefit.

‘(2) LIMITATION.—Approval of a fast track
product under this subsection may be subject
to the requirements—

‘““(A) that the sponsor conduct appropriate
post-approval studies to validate the surro-
gate endpoint or otherwise confirm the ef-
fect on the clinical endpoint; and

‘(B) that the sponsor submit copies of all
promotional materials related to the fast
track product during the preapproval review
period and, following approval and for such
period thereafter as the Secretary deems ap-
propriate, at least 30 days prior to dissemi-
nation of the materials.

“(3) EXPEDITED WITHDRAWAL OF AP-
PROVAL.—The Secretary may withdraw ap-
proval of a fast track product using expe-
dited procedures (as prescribed by the Sec-
retary in regulations which shall include an
opportunity for an informal hearing), if—
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‘““(A) the sponsor fails to conduct any re-
quired post-approval study of the fast track
drug with due diligence;

‘“(B) a post-approval study of the fast track
product fails to verify clinical benefit of the
product;

““(C) other evidence demonstrates that the
fast track product is not safe or effective
under the conditions of use; or

‘(D) the sponsor disseminates false or mis-
leading promotional materials with respect
to the product.

“(c) REVIEW OF INCOMPLETE APPLICATIONS
FOR APPROVAL OF A FAST TRACK PRODUCT.—

‘(1 IN GENERAL.—If the Secretary deter-
mines, after preliminary evaluation of clin-
ical data submitted by the sponsor, that a
fast track product may be effective the Sec-
retary shall evaluate for filing, and may
commence review of portions of, an applica-
tion for the approval of the product before
the sponsor submits a complete application.
The Secretary shall commence such review
only if the applicant (A) provides a schedule
for submission of information necessary to
make the application complete, and (B) pays
any fee that may be required under section
736.

‘(2) EXCEPTION.—Any time period for re-
view of human drug applications that has
been agreed to by the Secretary and that has
been set forth in goals identified in letters of
the Secretary (relating to the use of fees col-
lected under section 736 to expedite the drug
development process and the review of
human drug applications) shall not apply to
an application submitted under paragraph (1)
until the date on which the application is
complete.

‘(d) AWARENESS EFFORTS.—The Secretary
shall—

‘(1) develop and disseminate to physicians,
patient organizations, pharmaceutical and
biotechnology companies, and other appro-
priate persons a description of the provisions
applicable to fast track products established
under this section; and

‘“(2) establish a program to encourage the
development of surrogate endpoints that are
reasonably likely to predict clinical benefit
for serious or life-threatening conditions for
which there exist significant unmet medical
needs.”.

(b) GUIDANCE.—Within 1 year after the date
of enactment of this Act, the Secretary shall
issue guidance for fast track products (as de-
fined in section 741(a)(1) of the Federal Food,
Drug, and Cosmetic Act) that describes the
policies and procedures that pertain to sec-
tion 741 of such Act.

SEC. 104. EXPANDED ACCESS TO INVESTIGA-
TIONAL THERAPIES.

Chapter V (21 U.S.C. 351 et seq.) is amended
by adding at the end the following:

‘‘SUBCHAPTER D—UNAPPROVED THERAPIES

AND DIAGNOSTICS
“SEC. 551. EXPANDED ACCESS TO UNAPPROVED
THERAPIES AND DIAGNOSTICS.

‘(a) EMERGENCY SITUATIONS.—The Sec-
retary may, under appropriate conditions de-
termined by the Secretary, authorize the
shipment of investigational drugs (as defined
in regulations prescribed by the Secretary)
for the diagnosis or treatment of a serious
disease or condition in emergency situations.

*“(b) INDIVIDUAL PATIENT ACCESS TO INVES-
TIGATIONAL PRODUCTS INTENDED FOR SERIOUS
DISEASES.—Any person, acting through a
physician licensed in accordance with State
law, may request from a manufacturer or
distributor, and any manufacturer or dis-
tributor may provide to such physician after
compliance with the provisions of this sub-
section, an investigational drug (as defined
in regulations prescribed by the Secretary)
for the diagnosis or treatment of a serious
disease or condition if—



October 7, 1997

‘(1) the licensed physician determines that
the person has no comparable or satisfactory
alternative therapy available to diagnose or
treat the disease or condition involved, and
that the risk to the person from the inves-
tigational drug is not greater than the risk
from the disease or condition;

‘“(2) the Secretary determines that there is
sufficient evidence of safety and effective-
ness to support the use of the investigational
drug in the case described in paragraph (1);

‘“(3) the Secretary determines that provi-
sion of the investigational drug will not
interfere with the initiation, conduct, or
completion of clinical investigations to sup-
port marketing approval; and

‘“(4) the sponsor, or clinical investigator, of
the investigational drug submits to the Sec-
retary a clinical protocol consistent with the
provisions of section 505(i) and any regula-
tions promulgated under section 505(i) de-
scribing the use of investigational drugs in a
single patient or a small group of patients.

‘‘(c) TREATMENT INDsS.—Upon submission
by a sponsor or a physician of a protocol in-
tended to provide widespread access to an in-
vestigational drug for eligible patients, the
Secretary shall permit such investigational
drug to be made available for expanded ac-
cess under a treatment investigational new
drug application if the Secretary determines
that—

‘(1) under the treatment investigational
new drug application, the investigational
drug is intended for use in the diagnosis or
treatment of a serious or immediately life-
threatening disease or condition;

‘“(2) there is no comparable or satisfactory
alternative therapy available to diagnose or
treat that stage of disease or condition in
the population of patients to which the in-
vestigational drug is intended to be adminis-
tered;

““(3)(A) the investigational drug is under
investigation in a controlled clinical trial
for the use described in paragraph (1) under
an effective investigational new drug appli-
cation; or

‘“(B) all clinical trials necessary for ap-
proval of that use of the investigational drug
have been completed;

‘“(4) the sponsor of the controlled clinical
trials is actively pursuing marketing ap-
proval of the investigational drug for the use
described in paragraph (1) with due diligence;

‘“(6) the provision of the investigational
drug will not interfere with the enrollment
of patients in ongoing clinical investigations
under section 505(i);

‘(6) in the case of serious diseases, there is
sufficient evidence of safety and effective-
ness to support the use described in para-
graph (1); and

(7 in the case of immediately life-threat-
ening diseases, the available scientific evi-
dence, taken as a whole, provides a reason-
able basis to conclude that the product may
be effective for its intended use and would
not expose patients to an unreasonable and
significant risk of illness or injury.

A protocol submitted under this subsection
shall be subject to the provisions of section
505(i) and regulations promulgated under sec-
tion 505(i). The Secretary may inform na-
tional, State, and local medical associations
and societies, voluntary health associations,
and other appropriate persons about the
availability of an investigational drug under
expanded access protocols submitted under
this subsection. The information provided by
the Secretary, in accordance with the pre-
ceding sentence, shall be of the same type of
information that is required by section
402(j)(3) of the Public Health Service Act.
‘(d) TERMINATION.—The Secretary may, at
any time, with respect to a sponsor, physi-
cian, manufacturer, or distributor described
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in this section, terminate expanded access

provided under this section for an investiga-

tional drug if the requirements under this
section are no longer met.”.

SEC. 105. INFORMATION PROGRAM ON CLINICAL
TRIALS FOR SERIOUS OR LIFE-
THREATENING DISEASES.

(a) IN GENERAL.—Section 402 of the Public
Health Service Act (42 U.S.C. 282) is amend-
ed—

(1) by redesignating subsections (j) and (k)
as subsections (k) and (1), respectively; and

(2) by inserting after subsection (i), the fol-
lowing:

‘“(3)(1) The Secretary, acting through the
Director of the National Institutes of Health,
shall establish, maintain, and operate a pro-
gram with respect to information on re-
search relating to the treatment, detection,
and prevention of serious or life-threatening
diseases and conditions. The program shall,
with respect to the agencies of the Depart-
ment of Health and Human Services, be inte-
grated and coordinated, and, to the extent
practicable, coordinated with other data
banks containing similar information.

“(2)(A) After consultation with the Com-
missioner of Food and Drugs, the directors of
the appropriate agencies of the National In-
stitutes of Health (including the National Li-
brary of Medicine), and the Director of the
Centers for Disease Control and Prevention,
the Secretary shall, in carrying out para-
graph (1), establish a data bank of informa-
tion on clinical trials for drugs for serious or
life-threatening diseases and conditions.

‘(B) In carrying out subparagraph (A), the
Secretary shall collect, catalog, store, and
disseminate the information described in
such subparagraph. The Secretary shall dis-
seminate such information through informa-
tion systems, which shall include toll-free
telephone communications, available to indi-
viduals with serious or life-threatening dis-
eases and conditions, to other members of
the public, to health care providers, and to
researchers.

“(3) The data bank shall include the fol-
lowing:

“(A) A registry of clinical trials (whether
federally or privately funded) of experi-
mental treatments for serious or life-threat-
ening diseases and conditions under regula-
tions promulgated pursuant to sections 505
of the Federal Food, Drug, and Cosmetic Act
that provides a description of the purpose of
each experimental drug, either with the con-
sent of the protocol sponsor, or when a trial
to test effectiveness begins. Information pro-
vided shall consist of eligibility criteria, a
description of the location of trial sites, and
a point of contact for those wanting to enroll
in the trial, and shall be in a form that can
be readily understood by members of the
public. Such information must be forwarded
to the data bank by the sponsor of the trial
not later than 21 days after trials to test
clinical effectiveness have begun.

“(B) Information pertaining to experi-
mental treatments for serious or life-threat-
ening diseases and conditions that may be
available—

‘(i) under a treatment investigational new
drug application that has been submitted to
the Food and Drug Administration under
section 551(c) of the Federal Food, Drug, and
Cosmetic Act; or

‘“(ii) as a Group C cancer drug (as defined
by the National Cancer Institute).

The data bank may also include information
pertaining to the results of clinical trials of
such treatments, with the consent of the
sponsor, including information concerning
potential toxicities or adverse effects associ-
ated with the use or administration of such
experimental treatments.

‘“(4) The data bank shall not include infor-
mation relating to an investigation if the
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sponsor has provided a detailed certification
to the Secretary that disclosure of such in-
formation would substantially interfere with
the timely enrollment of subjects in the in-
vestigation, unless the Secretary, after the
receipt of the certification, provides the
sponsor with a detailed written determina-
tion that such disclosure would not substan-
tially interfere with such enrollment.

‘“(6) For the purpose of carrying out this
subsection, there are authorized to be appro-
priated such sums as may be necessary. Fees
collected under section 736 of the Federal
Food, Drug, and Cosmetic Act shall not be
used in carrying out this subsection.”.

(b) COLLABORATION AND REPORT.—

(1) IN GENERAL.—The Secretary of Health
and Human Services, the Director of the Na-
tional Institutes of Health, and the Commis-
sioner of Food and Drugs shall collaborate to
determine the feasibility of including device
investigations within the scope of the reg-
istry requirements set forth in section 402(j)
of the Public Health Service Act.

(2) REPORT.—Not later than 2 years after
the date of enactment of this section, the
Secretary of Health and Human Services
shall prepare and submit to the Committee
on Labor and Human Resources of the Sen-
ate and the Committee on Commerce of the
House of Representatives a report—

(A) of the public health need, if any, for in-
clusion of device investigations within the
scope of the registry requirements set forth
in section 402(j) of the Public Health Service
Act;

(B) on the adverse impact, if any, on device
innovation and research in the United States
if information relating to such device inves-
tigation is required to be publicly disclosed;
and

(C) on such other issues relating to such
section 402(j) as the Secretary may deem ap-
propriate.

SEC. 106. DISSEMINATION OF INFORMATION ON
NEW USES.

(a) IN GENERAL.—Chapter VII (2 U.S.C. 371
et seq.), as amended by section 103, is amend-
ed by adding at the end the following:

‘“SUBCHAPTER E—DISSEMINATION OF
TREATMENT INFORMATION
“SEC. 745. REQUIREMENTS FOR DISSEMINATION
OF TREATMENT INFORMATION ON
DRUGS.

‘“(a) IN GENERAL.—Notwithstanding sec-
tions 301(d), 502(f), and 505 and section 351 of
the Public Health Service Act (42 U.S.C. 262),
a manufacturer may disseminate to—

‘(1) a health care practitioner,

‘‘(2) a pharmacy benefit manager,

‘“(3) a health insurance issuer,

‘“(4) a group health plan, or

‘“(b) a Federal or State governmental agen-
cy,
written information concerning the safety,
effectiveness, or benefit of a use not de-
scribed in the approved labeling of a drug if
the manufacturer meets the requirements of
subsection (b).

““(b) SPECIFIC REQUIREMENTS.—A manufac-
turer may disseminate information about a
new use of a drug under subsection (a) only
if—

‘(1) there is in effect for such drug an ap-
plication filed under section 505(b) or a bio-
logics license issued under section 351 of the
Public Health Service Act;

‘“(2) the information meets the require-
ments of section 746;

‘“(3) the information to be disseminated is
not derived from clinical research conducted
by another manufacturer or if it was derived
from research conducted by another manu-
facturer, the manufacturer disseminating
the information has the permission of such
other manufacturer to make the dissemina-
tion;
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‘“(4) the manufacturer has, 60 days before
such dissemination, submitted to the Sec-
retary—

‘““(A) a copy of the information to be dis-
seminated; and

‘(B) any clinical trial information the
manufacturer has relating to the safety or
effectiveness of the new use, any reports of
clinical experience pertinent to the safety of
the new use, and a summary of such informa-
tion;

‘‘(5) the manufacturer has complied with
the requirements of section 748 (relating to
certification that the manufacturer will sub-
mit a supplemental application with respect
to such use);

‘(6) the manufacturer includes along with
the information to be disseminated under
this subsection—

‘““(A) a prominently displayed statement
that discloses—

‘(i) that the information concerns a use of
a drug that has not been approved by the
Food and Drug Administration;

‘“(ii) if applicable, that the information is
being disseminated at the expense of the
manufacturer;

‘“(iii) if applicable, the name of any au-
thors of the information who are employees
of, consultants to, or have received com-
pensation from, the manufacturer, or who
have a significant financial interest in the
manufacturer;

‘“(iv) the official labeling for the drug and
all updates with respect to the labeling;

‘“(v) if applicable, a statement that there
are products or treatments that have been
approved for the use that is the subject of
the information being disseminated pursuant
to subsection (a)(1); and

‘“‘(vi) the identification of any person that
has provided funding for the conduct of a
study relating to the new use of a drug for
which such information is being dissemi-
nated; and

‘“(B) a bibliography of other articles from a
scientific reference publication or scientific
or medical journal that have been previously
published about the use of the drug covered
by the information disseminated (unless the
information already includes such bibliog-
raphy).

“(c) ADDITIONAL INFORMATION.—If the Sec-
retary determines, after providing notice of
such determination and an opportunity for a
meeting with respect to such determination,
that the information submitted by a manu-
facturer under subsection (b)(3)(B), with re-
spect to the use of a drug for which the man-
ufacturer intends to disseminate informa-
tion, fails to provide data, analyses, or other
written matter that is objective and bal-
anced, the Secretary may require the manu-
facturer to disseminate—

‘(1) additional objective and scientifically
sound information that pertains to the safe-
ty or effectiveness of the use and is nec-
essary to provide objectivity and balance, in-
cluding any information that the manufac-
turer has submitted to the Secretary or,
where appropriate, a summary of such infor-
mation or any other information that the
Secretary has authority to make available
to the public; and

‘“(2) an objective statement of the Sec-
retary, based on data or other scientifically
sound information available to the Sec-
retary, that bears on the safety or effective-
ness of the new use of the drug.

“SEC. 746. INFORMATION AUTHORIZED TO BE
DISSEMINATED.

‘‘(a) AUTHORIZED INFORMATION.—A manu-
facturer may disseminate the information on
the new use of a drug under section 745 only
if the information—

‘(1) is in the form of an unabridged—

‘“(A) reprint or copy of an article, peer-re-
viewed by experts qualified by scientific
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training or experience to evaluate the safety
or effectiveness of the drug, which was pub-
lished in a scientific or medical journal (as
defined in section 750(6)), which is about a
clinical investigation with respect to the
drug, and which would be considered to be
scientifically sound by such experts; or

‘(B) reference publication, described in
subsection (b), that includes information
about a clinical investigation with respect to
the drug that would be considered to be sci-
entifically sound by experts qualified by sci-
entific training or experience to evaluate the
safety or effectiveness of the drug that is the
subject of such a clinical investigation; and

‘“(2) is not false or misleading and would
not pose a significant risk to the public
health.

‘‘(b) REFERENCE PUBLICATION.—A reference
publication referred to in subsection (a)(1)(B)
is a publication that—

“(1) has not been written, edited, ex-
cerpted, or published specifically for, or at
the request of, a manufacturer of a drug;

‘(2) has not been edited or significantly in-
fluenced by a such a manufacturer;

‘“(3) is not solely distributed through such
a manufacturer but is generally available in
bookstores or other distribution channels
where medical textbooks are sold;

‘“(4) does not focus on any particular drug
of a manufacturer that disseminates infor-
mation under section 745 and does not have
a primary focus on new uses of drugs that
are marketed or under investigation by a
manufacturer supporting the dissemination
of information; and

‘“(6) presents materials that are not false
or misleading.

“SEC. 747. ESTABLISHMENT OF LIST OF ARTICLES
AND PUBLICATIONS DISSEMINATED
AND LIST OF PROVIDERS THAT RE-
CEIVED ARTICLES AND REFERENCE
PUBLICATIONS.

‘“(a) IN GENERAL.—A manufacturer may
disseminate information under section 745
only if the manufacturer prepares and sub-
mits to the Secretary biannually—

‘(1) a list containing the titles of the arti-
cles and reference publications relating to
the new use of drugs that were disseminated
by the manufacturer to a person described in
section 745(a) for the 6-month period pre-
ceding the date on which the manufacturer
submits the list to the Secretary; and

‘“(2) a list that identifies the categories of
providers (as described in section 745(a)) that
received the articles and reference publica-
tions for the 6-month period described in
paragraph (1).

‘“(b) RECORDS.—A manufacturer that dis-
seminates information under section 745
shall keep records that may be used by the
manufacturer when, pursuant to section 749,
such manufacturer is required to take cor-
rective action and shall be made available to
the Secretary, upon request, for purposes of
ensuring or taking corrective action pursu-
ant to such section. Such records, at the Sec-
retary’s discretion, may identify the recipi-
ent of information provided pursuant to sec-
tion 745 or the categories of such recipients.
“SEC. 748. REQUIREMENT REGARDING SUBMIS-

SION OF SUPPLEMENTAL APPLICA-
TION FOR NEW USE; EXEMPTION
FROM REQUIREMENT.

‘“(a) IN GENERAL.—A manufacturer may
disseminate information under section 745 on
a new use only if—

‘(1) the manufacturer meets the condition
described in subsection (b) or in subsection
(c); or

‘“(2) there is in effect for the manufacturer
an exemption under subsection (d) from the
requirement of paragraph (1).

“(b) SUPPLEMENTAL APPLICATION; CONDI-
TION IN CASE OF COMPLETED STUDIES.—For
purposes of subsection (a)(1), a manufacturer
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may disseminate information on a new use if
the manufacturer has submitted to the Sec-
retary an application containing a certifi-
cation that—

‘(1) the studies needed for the submission
of a supplemental application for the new
use have been completed; and

‘“(2) the supplemental application will be
submitted to the Secretary not later than 6
months after the date of the initial dissemi-
nation of information under section 745.

‘(c) SUPPLEMENTAL APPLICATION; CONDI-
TION IN CASE OF PLANNED STUDIES.—

‘(1) IN GENERAL.—For purposes of sub-
section (a)(1), a manufacturer may dissemi-
nate information on a new use if—

‘“(A) the manufacturer has submitted to
the Secretary an application containing—

‘(i) a proposed protocol and schedule for
conducting the studies needed for the sub-
mission of a supplemental application for
the new use; and

‘“(ii) a certification that the supplemental
application will be submitted to the Sec-
retary not later than 36 months after the
date of the initial dissemination of informa-
tion under section 745 (or, as applicable, not
later than such date as the Secretary may
specify pursuant to an extension under this
paragraph or paragraph (3)); and

‘“(B) the Secretary has determined that the
proposed protocol is adequate and that the
schedule for completing such studies is rea-
sonable.

The Secretary may grant a longer period of
time for a manufacturer to submit a supple-
mental application if the Secretary deter-
mines that the studies needed to submit such
an application cannot be completed and sub-
mitted within 36 months.

‘“(2) PROGRESS REPORTS ON STUDIES.—A
manufacturer that submits to the Secretary
an application under paragraph (1) shall sub-
mit to the Secretary periodic reports de-
scribing the status of the studies involved.

‘“(3) EXTENSION OF TIME REGARDING
PLANNED STUDIES.—The period of 36 months
authorized in paragraph (1)(A)(ii) for the
completion of studies may be extended by
the Secretary if the manufacturer involved
submits to the Secretary a written request
for the extension and the Secretary deter-
mines that the manufacturer has acted with
due diligence to conduct the studies in a
timely manner. Such extension may not pro-
vide more than 24 additional months.

‘“(d) EXEMPTION FROM REQUIREMENT OF
SUPPLEMENTAL APPLICATION.—

‘(1 IN GENERAL.—For purposes of sub-
section (a)(2), a manufacturer may dissemi-
nate information on a new use if—

‘“(A) the manufacturer has submitted to
the Secretary an application for an exemp-
tion from meeting the requirement of sub-
section (a)(1); and

““(B)(1) the Secretary has approved the ap-
plication in accordance with paragraph (2);
or

‘‘(ii) the application is deemed under para-
graph (3)(A) to have been approved (unless
such approval is terminated pursuant to
paragraph (3)(B)).

‘“(2) CONDITIONS FOR APPROVAL.—The Sec-
retary may approve an application under
paragraph (1) for an exemption only if the
Secretary determines that—

““(A) it would be economically prohibitive
with respect to such drug for the manufac-
turer to incur the costs necessary for the
submission of a supplemental application for
reasons, as defined by the Secretary, such as
the lack of availability under law of any pe-
riod during which the manufacturer would
have exclusive marketing rights with respect
to the new use involved or that the popu-
lation expected to benefit from approval of
the supplemental application is small; or
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“(B) it would be unethical to conduct the
studies necessary for the supplemental appli-
cation for a reason such as the new use in-
volved is the standard of medical care for a
health condition.

‘“(3) TIME FOR CONSIDERATION OF APPLICA-
TION; DEEMED APPROVAL.—

‘“‘(A) IN GENERAL.—The Secretary shall ap-
prove or deny an application under para-
graph (1) for an exemption not later than 60
days after the receipt of the application. If
the Secretary does not comply with the pre-
ceding sentence, the application is deemed to
be approved.

‘(B) TERMINATION OF DEEMED APPROVAL.—If
pursuant to a deemed approval under sub-
paragraph (A) a manufacturer disseminates
written information under section 745 on a
new use, the Secretary may at any time ter-
minate such approval and under section
749(b)(3) order the manufacturer to cease dis-
seminating the information.

‘‘(e) REQUIREMENTS REGARDING APPLICA-
TIONS.—Applications under this section shall
be submitted in the form and manner pre-
scribed by the Secretary.

“(f) TRANSITION RULE.—For purposes of
this section, in any case in which a manufac-
turer has submitted to the Secretary a sup-
plemental application for which action by
the Secretary is pending as of the date of the
enactment of the Food and Drug Administra-
tion Regulatory Modernization Act of 1997,
the application is deemed to be a supple-
mental application submitted under sub-
section (b).

“SEC. 749. CORRECTIVE ACTIONS; CESSATION OF
DISSEMINATION.

‘‘(a) POSTDISSEMINATION DATA REGARDING
SAFETY AND EFFECTIVENESS.—

‘(1) CORRECTIVE ACTIONS.—With respect to
data received by the Secretary after the dis-
semination of information under section 745
by a manufacturer has begun (whether re-
ceived pursuant to paragraph (2) or other-
wise), if the Secretary determines that the
data indicate that the new use involved may
not be effective or may present a significant
risk to public health, the Secretary shall,
after consultation with the manufacturer,
take such action regarding the dissemina-
tion of the information as the Secretary de-
termines to be appropriate for the protection
of the public health, which may include or-
dering that the manufacturer cease the dis-
semination of the information.

‘“(2) RESPONSIBILITIES OF MANUFACTURERS
TO SUBMIT DATA.—After a manufacturer dis-
seminates information pursuant to section
745, the manufacturer shall submit to the
Secretary a notification of any additional
knowledge of the manufacturer on clinical
research or other data that relate to the
safety or effectiveness of the new use in-
volved. If the manufacturer is in possession
of the data, the notification shall include the
data. The Secretary shall by regulation es-
tablish the scope of the responsibilities of
manufacturers under this paragraph, includ-
ing such limits on the responsibilities as the
Secretary determines to be appropriate.

““(b) CESSATION OF DISSEMINATION.—

‘(1) FAILURE OF MANUFACTURER TO COMPLY
WITH REQUIREMENTS.—The Secretary may
order a manufacturer to cease the dissemina-
tion of information pursuant to section 745 if
the Secretary determines that the informa-
tion being disseminated does not comply
with the requirements established in this
subchapter. Such an order may be issued
only after the Secretary has provided notice
to the manufacturer of the intent of the Sec-
retary to issue the order and has provided an
opportunity for a meeting with respect to
such intent unless paragraph (2)(B) applies.
If the failure of the manufacturer con-
stitutes a minor violation of this subchapter,
the Secretary shall delay issuing the order

CONGRESSIONAL RECORD —HOUSE

and provide to the manufacturer an oppor-
tunity to correct the violation.

‘(2) SUPPLEMENTAL APPLICATIONS.—The
Secretary may order a manufacturer to
cease the dissemination of information pur-
suant to section 745 if the Secretary deter-
mines that—

‘“(A) in the case of a manufacturer to
which section 748(b) applies, the Secretary
determines that the supplemental applica-
tion received under such section does not
contain adequate information for approval of
the new use with respect to which the appli-
cation was submitted; or

‘B) in the case of a manufacturer to
which section 748(c) applies, the Secretary
determines, after an informal hearing, that
the manufacturer is not acting with due dili-
gence to complete the studies involved.

¢“(3) TERMINATION OF DEEMED APPROVAL OF
EXEMPTION REGARDING SUPPLEMENTAL APPLI-
CATIONS.—If under section 748(d)(3) the Sec-
retary terminates a deemed approval of an
exemption, the Secretary may order the
manufacturer involved to cease dissemi-
nating the information. A manufacturer
shall comply with an order under the pre-
ceding sentence not later than 60 days after
the receipt of the order.

““(c) CORRECTIVE ACTIONS BY MANUFACTUR-
ERS.—

‘(1) IN GENERAL.—In any case in which
under this section the Secretary orders a
manufacturer to cease disseminating infor-
mation, the Secretary may order the manu-
facturer to take action to correct the infor-
mation that has been disseminated, except
as provided in paragraph (2).

¢“(2) TERMINATION OF DEEMED APPROVAL OF
EXEMPTION REGARDING SUPPLEMENTAL APPLI-
CATIONS.—In the case of an order under sub-
section (b)(3) to cease disseminating infor-
mation, the Secretary may not order the
manufacturer involved to take action to cor-
rect the information that has been dissemi-
nated unless the Secretary determines that
the new use described in the information
would pose a significant risk to the public
health.

“SEC. 750. DEFINITIONS.

““For purposes of this subchapter:

‘(1) The term ‘health care practitioner’
means a physician, or other individual who
is a provider of health care, who is licensed
under the law of a State to prescribe drugs.

‘“(2) The terms ‘health insurance issuer’
and ‘group health plan’ have the meaning
given such terms under section 2791 of the
Public Health Service Act.

‘“(3) The term ‘manufacturer’ means a per-
son who manufactures a drug, or who is li-
censed by such person to distribute or mar-
ket the drug.

‘“(4) The term ‘new use’, with respect to a
drug, means a use that is not included in the
approved labeling of the drug.

‘“(5) The term ‘pharmacy benefit manager’
means an organization that—

“(A) manages pharmaceutical
through—

‘(i) pharmacy benefit administration, in-
cluding claims processing adjudication,
pharmacy networks, mail service, and data
reporting;

‘“(ii) formulary management and con-
tracting, including evaluating drugs for for-
mulary status, negotiations of contracts
with manufacturers, and disbursement of re-
bates; and

‘(iii) wutilization management, including
communicating and enforcing therapy guide-
lines and drug use principles to physicians,
pharmacists, and patients; and

‘“(B) serves 2 principal types of customers
which are—

‘(i) employers, both private- and public-
sector, who use either self-funded health ben-
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efits through a third party administrator’s
insurance carrier or use traditional indem-
nity coverage, using providers from a pre-
ferred provider network or in a fee-for-serv-
ice capacity; and

¢‘(ii) health maintenance organizations.

‘(6) The term ‘scientific or medical jour-
nal’ means a scientific or medical publica-
tion—

‘“(A) that is published by an organization—

‘(i) that has an editorial board;

‘‘(ii) that utilizes experts, who have dem-
onstrated expertise in the subject of an arti-
cle under review by the organization and
who are independent of the organization, to
review and objectively select, reject, or pro-
vide comments about proposed articles; and

¢“(iii) that has a publicly stated policy, to
which the organization adheres, of full dis-
closure of any conflict of interest or biases
for all authors or contributors involved with
the journal or organization;

‘“(B) whose articles are peer-reviewed and
published in accordance with the regular
peer-review procedures of the organization;

‘(C) that is generally recognized to be of
national scope and reputation;

‘(D) that is indexed in the Index Medicus
of the National Library of Medicine of the
National Institutes of Health; and

‘“(BE) that is not in the form of a special
supplement that has been funded in whole or
in part by 1 or more manufacturers.

“SEC. 751. RULES OF CONSTRUCTION.

‘‘(a) UNSOLICITED REQUEST.—Nothing in
section 745 shall be construed as prohibiting
a manufacturer from disseminating informa-
tion in response to an unsolicited request
from a health care practitioner.

““(b) DISSEMINATION OF INFORMATION ON
DRUGS NOT EVIDENCE OF INTENDED USE.—
Notwithstanding subsection (a), (f), or (o) of
section 502, or any other provision of law, the
dissemination of information relating to a
new use of a drug, in accordance with section
745, shall not be construed by the Secretary
as evidence of a new intended use of the drug
that is different from the intended use of the
drug set forth in the official labeling of the
drug. Such dissemination shall not be con-
sidered by the Secretary as labeling, adulter-
ation, or misbranding of the drug.

‘‘(c) PATENT PROTECTION.—Nothing in sec-
tion 745 shall affect patent rights in any
manner.

‘“(d) AUTHORIZATION FOR DISSEMINATION OF
ARTICLES AND FEES FOR REPRINTS OF ARTI-
CLES.—Nothing in section 745 shall be con-
strued as prohibiting an entity that pub-
lishes a scientific journal (as defined in sec-
tion 750(6)) from requiring authorization
from the entity to disseminate an article
published by such entity or charging fees for
the purchase of reprints of published articles
from such entity.”.

(b) PROHIBITED AcT.—Section 301 (21 U.S.C.
331) is amended by adding at the end the fol-
lowing:

‘“(x) The dissemination of information in
violation of section 745.”".

(c) REGULATIONS.—Not later than 1 year
after the date of enactment of this Act, the
Secretary of Health and Human Services
shall promulgate regulations to implement
the amendments made by this section.

(d) EFFECTIVE DATE.—The amendments
made by this section shall take effect 1 year
after the date of enactment of this Act, or
upon the Secretary’s issuance of final regula-
tions pursuant to subsection (c), whichever
is sooner.

(e) SUNSET.—The amendments made by
this section cease to be effective September
30, 2006, or 7 years after the date on which
the Secretary promulgates the regulations
described in subsection (c¢), whichever is
later.
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SEC. 107. STUDIES AND REPORTS.

(a) IN GENERAL.—The Comptroller General
of the United States shall conduct a study—

(1) to determine the impact of the amend-
ments made by section 7 on the resources of
the Department of Health and Human Serv-
ices; and

(2) of the scientific issues raised as a result
of the amendments made by section 7, in-
cluding issues relating to—

(A) the effectiveness of such amendments
with respect to the provision of useful sci-
entific information to health care practi-
tioners;

(B) the quality of the information being
disseminated pursuant to such amendments;

(C) the quality and usefulness of the infor-
mation provided, in accordance with such
amendments, by the Secretary or by a manu-
facturer at the request of the Secretary; and

(D) the impact of such amendments on re-
search in the area of new uses of drugs, indi-
cations for new uses, or dosages of drugs for
new uses, particularly the impact on pedi-
atric indications and rare diseases.

(b) REPORT.—Not later than January 1,
2002, the Comptroller General of the United
States shall prepare and submit to the Com-
mittee on Labor and Human Resources of the
Senate and the Committee on Commerce of
the House of Representatives a report of the
results of the study under subsection (a).
SEC. 108. APPROVAL OF SUPPLEMENTAL APPLI-

CATIONS FOR APPROVED PROD-
UCTS.

(a) PERFORMANCE STANDARDS.—Not later
than 180 days after the date of enactment of
this Act, the Secretary shall publish in the
Federal Register performance standards for
the prompt review of supplemental applica-
tions submitted for approved drugs under the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 321 et seq.) or section 351 of the Public
Health Service Act (42 U.S.C. 262).

(b) GUIDANCE TO INDUSTRY.—Not later than
180 days after the date of enactment of this
Act, the Secretary shall issue final guidances
to clarify the requirements for, and facili-
tate the submission of data to support, the
approval of supplemental applications for
the approved articles described in subsection
(a). The guidances shall—

(1) clarify circumstances in which pub-
lished matter may be the basis for approval
of a supplemental application;

(2) specify data requirements that will
avoid duplication of previously submitted
data by recognizing the availability of data
previously submitted in support of an origi-
nal application; and

(3) define supplemental applications that
are eligible for priority review.

(c) RESPONSIBILITIES OF CENTERS.—The
Secretary shall designate an individual in
each center within the Food and Drug Ad-
ministration which is responsible for the re-
view of applications for approval of drugs
for—

(1) encouraging the prompt review of sup-
plemental applications for approved articles;
and

(2) working with sponsors to facilitate the
development and submission of data to sup-
port supplemental applications.

(d) COLLABORATION.—The Secretary shall
implement programs and policies that will
foster collaboration between the Food and
Drug Administration, the National Insti-
tutes of Health, professional medical and sci-
entific societies, and other persons, to iden-
tify published and unpublished studies that
may support a supplemental application, and
to encourage sponsors to make supplemental
applications or conduct further research in
support of a supplemental application based,
in whole or in part, on such studies.
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SEC. 109. HEALTH CARE ECONOMIC INFORMA-
TION.

Section 502(a) (21 U.S.C. 352(a)) is amended
by adding at the end the following: ‘‘Health
care economic information provided to a for-
mulary committee, or other similar entity,
in the course of the committee or the entity
carrying out its responsibilities for the se-
lection of drugs for managed care or other
similar organizations, shall not be consid-
ered to be false or misleading if the health
care economic information directly relates
to an indication approved under section 505
or 507 or section 351(a) of the Public Health
Service Act (42 U.S.C. 262(a)) for such drug
and is based on competent and reliable sci-
entific evidence. The requirements set forth
in section 505(a), 507, or section 351(a) of the
Public Health Service Act (42 U.S.C. 262(a))
shall not apply to health care economic in-
formation provided to such a committee or
entity in accordance with this paragraph. In-
formation that is relevant to the substan-
tiation of the health care economic informa-
tion presented pursuant to this paragraph
shall be made available to the Secretary
upon request. In this paragraph, the term
‘health care economic information’ means
any analysis that identifies, measures, or
compares the economic consequences, in-
cluding the costs of the represented health
outcomes, of the use of a drug to the use of
another drug, to another health care inter-
vention, or to no intervention.”.

SEC. 110. CLINICAL INVESTIGATIONS.

(a) CLARIFICATION OF THE NUMBER OF RE-
QUIRED CLINICAL INVESTIGATIONS FOR AP-
PROVAL.—Section 505(d) (21 U.S.C. 355(d)) is
amended by adding at the end the following:
“If the Secretary determines, based on rel-
evant science, that data from one adequate
and well-controlled clinical investigation
and confirmatory evidence (obtained prior to
or after such investigation) are sufficient to
establish effectiveness, the Secretary may
consider such data and evidence to con-
stitute substantial evidence for purposes of
the preceding sentence.”.

(b) WOMEN AND MINORITIES.—Section
505(b)(1) (21 U.S.C. 355(b)(1)) is amended by
adding at the end the following: ‘“The Sec-
retary shall, in consultation with the Direc-
tor of the National Institutes of Health, re-
view and develop guidance, as appropriate,
on the inclusion of women and minorities in
clinical trials required by clause (A).”’.

SEC. 111. MANUFACTURING CHANGES FOR
DRUGS.

(a) IN GENERAL.—Chapter VII (21 U.S.C. 371
et seq.), as amended by section 106, is amend-
ed by adding at the end the following sub-
chapter:

‘“SUBCHAPTER F—MANUFACTURING CHANGES
“SEC. 755. MANUFACTURING CHANGES.

‘‘(a) IN GENERAL.—With respect to a drug
for which there is in effect an approved ap-
plication under section 505 or 512 or a license
under section 351 of the Public Health Serv-
ice Act, a change from the manufacturing
process approved pursuant to such applica-
tion or license may be made, and the drug as
made with the change may be distributed,
if—

‘(1) the holder of the approved application
or license (referred to in this section as a
‘holder’) has validated the effects of the
change in accordance with subsection (b);
and

‘“(2)(A) in the case of a major manufac-
turing change, the holder has complied with
the requirements of subsection (c¢); or

‘“(B) in the case of a change that is not a
major manufacturing change, the holder
complies with the applicable requirements of
subsection (d).

“(b) VALIDATION OF EFFECTS OF CHANGES.—
For purposes of subsection (a)(1), a drug
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made with a manufacturing change (whether
a major manufacturing change or otherwise)
may be distributed only if, before distribu-
tion of the drug as so made, the holder in-
volved validates the effects of the change on
the identity, strength, quality, purity, and
potency of the drug as the identity, strength,
quality, purity, and potency may relate to
the safety, bioequivalence, bioavailability,
or effectiveness of the drug.

“(c) MAJOR MANUFACTURING CHANGES.—

(1) REQUIREMENT OF SUPPLEMENTAL APPLI-
CATION.—For purposes of subsection (a)(2)(A),
a drug made with a major manufacturing
change may be distributed only if, before the
distribution of the drug as so made, the hold-
er involved submits to the Secretary a sup-
plemental application for such change and
the Secretary approves the application. The
application shall contain such information
as the Secretary determines to be appro-
priate, and shall include the information de-
veloped under subsection (b) by the holder in
validating the effects of the change.

‘(2) CHANGES QUALIFYING AS MAJOR
CHANGES.—For purposes of subsection
(a)(2)(A), a major manufacturing change is a
manufacturing change that—

“(A) is determined by the Secretary to
have substantial potential to adversely af-
fect the identity, strength, quality, purity,
or potency of the drug as they may relate to
the safety, bioequivalence, bioavailability,
or effectiveness of a drug; and

‘(B)(1) is made in the qualitative or quan-
titative formulation of the drug involved or
in the specifications in the approved applica-
tion or license referred to in subsection (a)
for the drug (unless exempted by the Sec-
retary from the requirements of this sub-
section);

‘‘(ii) is determined by the Secretary by reg-
ulation or guidance to require completion of
an appropriate clinical study demonstrating
equivalence of the drug to the drug as manu-
factured without the change; or

‘“(iii) is determined by the Secretary by
regulation or guidance to have a substantial
potential to adversely affect the safety or ef-
fectiveness of the drug.

¢(d) OTHER MANUFACTURING CHANGES.—

‘(1 IN GENERAL.—For purposes of sub-
section (a)(2)(B), the Secretary may regulate
drugs made with manufacturing changes
that are not major manufacturing changes
as follows:

‘“(A) The Secretary may authorize holders
to distribute such drugs without prior ap-
proval by the Secretary.

‘(B) The Secretary may require that, prior
to the distribution of such drugs, holders
submit to the Secretary supplemental appli-
cations for such changes.

“(C) The Secretary may establish cat-
egories of such changes and designate cat-
egories to which subparagraph (A) applies
and categories to which subparagraph (B) ap-
plies.

¢“(2) CHANGES NOT REQUIRING SUPPLEMENTAL
APPLICATION.—

““(A) SUBMISSION OF REPORT.—A holder
making a manufacturing change to which
paragraph (1)(A) applies shall submit to the
Secretary a report on the change, which
shall contain such information as the Sec-
retary determines to be appropriate, and
which shall include the information devel-
oped under subsection (b) by the holder in
validating the effects of the change. The re-
port shall be submitted by such date as the
Secretary may specify.

“(B) AUTHORITY REGARDING ANNUAL RE-
PORTS.—In the case of a holder that during a
single year makes more than one manufac-
turing change to which paragraph (1)(A) ap-
plies, the Secretary may in carrying out sub-
paragraph (A) authorize the holder to com-
ply with such subparagraph by submitting a
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single report for the year that provides the
information required in such subparagraph
for all the changes made by the holder dur-
ing the year.

¢“(3) CHANGES REQUIRING SUPPLEMENTAL AP-
PLICATION.—

““(A) SUBMISSION OF SUPPLEMENTAL APPLI-
CATION.—The supplemental application re-
quired under paragraph (1)(B) for a manufac-
turing change shall contain such informa-
tion as the Secretary determines to be ap-
propriate, which shall include the informa-
tion developed under subsection (b) by the
holder in validating the effects of the
change.

“(B) AUTHORITY FOR DISTRIBUTION.—In the
case of a manufacturing change to which
paragraph (1)(B) applies:

‘(i) The holder involved may commence
distribution of the drug involved 30 days
after the Secretary receives the supple-
mental application under such paragraph,
unless the Secretary notifies the holder
within such 30-day period that prior approval
of the application is required before distribu-
tion may be commenced.

‘(i) The Secretary may designate a cat-
egory of such changes for the purpose of pro-
viding that, in the case of a change that is in
such category, the holder involved may com-
mence distribution of the drug involved upon
the receipt by the Secretary of a supple-
mental application for the change.

‘“(iii) If the Secretary disapproves the sup-
plemental application, the Secretary may
order the manufacturer to cease the distribu-
tion of the drugs that have been made with
the manufacturing change.”.

(b) TRANSITION RULE.—The amendment
made by subsection (a) takes effect upon the
effective date of regulations promulgated by
the Secretary of Health and Human Services
to implement such amendment, or upon the
expiration of the 24-month period beginning
on the date of the enactment of this Act,
whichever occurs first.

SEC. 112. STREAMLINING CLINICAL RESEARCH
ON DRUGS.

Section 505(i) (21 U.S.C. 355(i)) is amended
by adding ‘(1) before ‘‘The Secretary’’, by
redesignating paragraphs (1), (2), and (3) as
subparagraphs (A), (B), and (C), respectively,
by striking the last two sentences, and by
adding the following new paragraphs:

‘“(2) Subject to paragraph (3), a clinical in-
vestigation of a new drug may begin 30 days
after the Secretary has received from the
manufacturer or sponsor of the investigation
a submission containing such information
about the drug and the clinical investiga-
tion, including —

‘“(A) information on design of the inves-
tigation and adequate reports of basic infor-
mation, certified by the applicant to be ac-
curate reports, necessary to assess the safety
of the drug for use in clinical investigation;
and

‘(B) adequate information on the chem-
istry and manufacturing of the drug, con-
trols available for the drug, and primary
data tabulations from animal or human
studies.

“(3)(A) At any time, the Secretary may
prohibit the sponsor of an investigation from
conducting the investigation (referred to in
this paragraph as a ‘clinical hold’) if the Sec-
retary makes a determination described in
subparagraph (B). The Secretary shall speci-
fy the basis for the clinical hold, including
the specific information available to the Sec-
retary which served as the basis for such
clinical hold, and confirm such determina-
tion in writing.

‘“(B) For purposes of subparagraph (A), a
determination described in this subpara-
graph with respect to a clinical hold is
that—

‘‘(i) the drug involved represents an unrea-
sonable risk to the safety of the persons who
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are the subject of the clinical investigation,
taking into account the qualifications of the
clinical investigators, information about the
drug, the design of the clinical investigation,
the condition for which the drug is to be in-
vestigated, and the health status of the sub-
jects involved; or

‘“(ii) the clinical hold should be issued for
such other reasons as the Secretary may by
regulation establish (including reasons es-
tablished by regulation before the date of the
enactment of the Food and Drug Administra-
tion Regulatory Modernization Act of 1997).
Such regulations shall provide that such ex-
emption shall be conditioned upon the manu-
facturer, or the sponsor of the investigation,
requiring that experts using such drugs for
investigational purposes certify to such
manufacturer or sponsor that they will in-
form any human beings to whom such drugs,
or any controls used in connection there-
with, are being administered, or their rep-
resentatives, that such drugs are being used
for investigational purposes and will obtain
the consent of such human beings or their
representatives, except where they deem it
not feasible or, in their professional judg-
ment, contrary to the best interests of such
human beings. Nothing in this subsection
shall be construed to require any clinical in-
vestigator to submit directly to the Sec-
retary reports on the investigational use of
drugs.

‘(C) Any request to the Secretary from the
sponsor of an investigation that a clinical
hold be removed shall receive a decision, in
writing and specifying the reasons therefor,
within 30 days after receipt of such request.
Any such request shall include sufficient in-
formation to support the removal of such
clinical hold.”.

SEC. 113. DATA REQUIREMENTS FOR DRUGS.

Within 12 months after the date of enact-
ment of this Act, the Secretary of the Health
and Human Services, acting through the
Commissioner of Food and Drugs, shall issue
guidance that describes, for certain types of
studies, when abbreviated study reports may
be submitted, in lieu of full reports, with a
new drug application under section 505 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355) and with a biologics license appli-
cation under section 351 of the Public Health
Service Act (42 U.S.C. 262). Such guidance
shall describe the kinds of studies for which
abbreviated reports are appropriate and the
appropriate abbreviated report formats.

SEC. 114. CONTENT AND REVIEW OF APPLICA-
TIONS.

(a) SECTION 505(b).—Section 505(b) (21
U.S.C. 355(b)) is amended by adding at the
end the following:

‘“(4)(A) The Secretary shall issue guidance
for the review of applications submitted
under paragraph (1) relating to promptness,
technical excellence, lack of bias and con-
flict of interest, and knowledge of regulatory
and scientific standards which shall apply
equally to all individuals who review such
applications.

‘“(B) The Secretary shall meet with a spon-
sor of an investigation or an applicant for
approval under this section or section 351 of
the Public Health Service Act if the sponsor
or applicant makes a reasonable request for
a meeting, for the purpose of reaching agree-
ment on the design and size of clinical trials.
Minutes of any such meeting shall be pre-
pared by the Secretary and made available
to the sponsor or applicant upon request.

“(C) Agreement regarding the parameters
of the design and size of clinical trials of a
new drug that are reached between the Sec-
retary and a sponsor or applicant shall be re-
duced to writing and made part of the ad-
ministrative record by the Secretary. Such
agreement shall not be changed after the
testing begins, except—
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‘(i) with the written agreement of the
sponsor or applicant; or

‘‘(ii) pursuant to a decision, made in ac-
cordance with subparagraph (D) by the direc-
tor of the division in which the drug is re-
viewed, that a substantial scientific issue es-
sential to determining the safety or effec-
tiveness of the drug has been identified after
the testing has begun.

‘(D) A decision under subparagraph (C)(ii)
by the director shall be in writing and the
Secretary shall provide to the sponsor or ap-
plicant an opportunity for a meeting at
which the director and the sponsor or appli-
cant will be present and at which the direc-
tor documents the scientific issue involved.

‘“(E) The written decisions of the reviewing
division shall be binding upon, and may not
directly or indirectly be changed by, the
field or compliance division personnel unless
such field or compliance division personnel
demonstrate to the reviewing division why
such decision should be modified. For pur-
poses of this paragraph, the reviewing divi-
sion is the division responsible for the review
of an application for approval of a drug (in-
cluding all scientific and medical matters,
chemistry, manufacturing, and controls).

“(F) No action by the reviewing division
may be delayed because of the unavailability
of information from or action by field per-
sonnel unless the reviewing division deter-
mines that a delay is necessary to assure the
marketing of a safe and effective drug.”.

(b) SECTION 505(j).—

(1) AMENDMENT.—Section 505(j) (21 U.S.C
365(j)) is amended by redesignating para-
graphs (3) through (8) as paragraphs (4)
through (9), respectively, and by adding after
paragraph (2) the following:

“(3)(A) The Secretary shall issue guidance
for the review of applications submitted
under paragraph (1) relating to promptness,
technical excellence, lack of bias and con-
flict of interest, and knowledge of regulatory
and scientific standards which shall apply
equally to all individuals who review such
applications.

‘“(B) The Secretary shall meet with an ap-
plicant for approval of a drug under this sub-
section if the applicant makes a reasonable
request for a meeting for the purpose of
reaching agreement on the design and size of
studies needed for approval of such applica-
tion. Minutes of any such meeting shall be
prepared by the Secretary and made avail-
able to the sponsor or applicant.

“(C) Agreements regarding the parameters
of design and size of bioavailability and bio-
equivalence trials of a drug under this sub-
section that are reached between the Sec-
retary and a sponsor or applicant shall be re-
duced to writing and made part of the ad-
ministrative record by the Secretary. Such
agreement shall not be changed after the
testing begins, except—

‘(i) with the written agreement of the
sponsor or applicant; or

‘‘(ii) pursuant to a decision, made in ac-
cordance with subparagraph (D) by the direc-
tor of the division in which the drug is re-
viewed, that a substantial scientific issue es-
sential to determining the safety or effec-
tiveness of the drug has been identified after
the testing has begun.

‘(D) A decision under subparagraph (C)(ii)
by the director shall be in writing and the
Secretary shall provide to the sponsor or ap-
plicant an opportunity for a meeting at
which the director and the sponsor or appli-
cant will be present and at which the direc-
tor documents the scientific issue involved.

‘“(E) The written decisions of the reviewing
division shall be binding upon, and may not
directly or indirectly be changed by, the
field or compliance office personnel unless
such field or compliance office personnel
demonstrate to the reviewing division why
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such decision should be modified. For pur-
poses of this paragraph, the reviewing divi-
sion is the division responsible for the review
of an application under this subsection (in-
cluding scientific matters, chemistry, manu-
facturing, and controls).

‘“(F) No action by the reviewing division
may at any time be delayed because of the
unavailability of information from or action
by field personnel unless the reviewing divi-
sion determines that a delay is necessary to
assure the marketing of a safe and effective
drug.”.

(2) CONFORMING AMENDMENTS.—Section
5056(j) (21 U.S.C. 355(j)), as amended by para-
graph (1), is amended—

(A) in paragraph (2)(A)(i), by striking ““(6)”
and inserting *“(7)’;

(B) in paragraph (4), by striking ‘‘(4)” and
inserting ““(5)"’;

(C) in paragraph (4)(I), by striking “(5)”
and inserting ‘“(6)”’; and

(D) in paragraph (7)(C), by striking ‘(5)”
each place it occurs and inserting “(6)”’.

SEC. 115. SCIENTIFIC ADVISORY PANELS.

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

‘“(n)(1) For the purpose of providing expert
scientific advice and recommendations to
the Secretary regarding a clinical investiga-
tion of a drug or the approval for marketing
of a drug under section 505 or section 351 of
the Public Health Service Act, the Secretary
shall establish panels of experts or use pan-
els of experts established before the date of
the enactment of this subsection, or both.

‘“(2) The Secretary may delegate the ap-
pointment and oversight authority granted
under section 904 to a director of a center or
successor entity within the Food and Drug
Administration.

‘“(83) The Secretary shall make appoint-
ments to each panel established under para-
graph (1) so that each panel shall consist of—

““(A) members who are qualified by train-
ing and experience to evaluate the safety and
effectiveness of the drugs to be referred to
the panel and who, to the extent feasible,
possess skill and experience in the develop-
ment, manufacture, or utilization of such
drugs;

‘“(B) members with diverse expertise in
such fields as clinical and administrative
medicine, pharmacy, pharmacology,
pharmacoeconomics, biological and physical
sciences, and other related professions;

‘(C) a representative of consumer interests
and a representative of interests of the drug
manufacturing industry not directly affected
by the matter to be brought before the panel;
and

‘(D) 2 or more members who are specialists
or have other expertise in the particular dis-
ease or condition for which the drug under
review is proposed to be indicated.

Scientific, trade, and consumer organiza-
tions shall be afforded an opportunity to
nominate individuals for appointment to the
panels. No individual who is in the regular
full-time employ of the United States and
engaged in the administration of this Act
may be a voting member of any panel. The
Secretary shall designate one of the mem-
bers of each panel to serve as chairman
thereof.

‘“(4) Each member of a panel shall publicly
disclose all conflicts of interest that member
may have with the work to be undertaken by
the panel. No member of a panel may vote on
any matter where the member or the imme-
diate family of such member could gain fi-
nancially from the advice given to the Sec-
retary. The Secretary may grant a waiver of
any conflict of interest upon public disclo-
sure of such conflict of interest if such waiv-
er is necessary to afford the panel essential
expertise, except that the Secretary may not
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grant a waiver for a member of a panel when
the member’s own scientific work is in-
volved.

‘() The Secretary shall provide education
and training to each new panel member be-
fore such member participates in a panel’s
activities, including education regarding re-
quirements under this Act and related regu-
lations of the Secretary, and the administra-
tive processes and procedures related to
panel meetings.

‘“(6) Panel members (other than officers or
employees of the United States), while at-
tending meetings or conferences of a panel or
otherwise engaged in its business, shall be
entitled to receive compensation for each
day so engaged, including traveltime, at
rates to be fixed by the Secretary, but not to
exceed the daily equivalent of the rate in ef-
fect for positions classified above grade GS-
15 of the General Schedule. While serving
away from their homes or regular places of
business, panel members may be allowed
travel expenses (including per diem in lieu of
subsistence) as authorized by section 5703 of
title 5, United States Code, for persons in the
Government service employed intermit-
tently.

“(T) The Secretary shall ensure that sci-
entific advisory panels meet regularly and at
appropriate intervals so that any matter to
be reviewed by such panel can be presented
to the panel not more than 60 days after the
matter is ready for such review. Meetings of
the panel may be held using electronic com-
munication to convene the meeting.

“(8) Within 60 days after a scientific advi-
sory panel makes recommendations on any
matter under its review, the Food and Drug
Administration official responsible for the
matter shall review the conclusions and rec-
ommendations of the panel, and notify the
affected persons of the final decision on the
matter, or of the reasons that no such deci-
sion has been reached. Each such final deci-
sion shall be documented including the ra-
tionale for the decision.

“(9) A scientific advisory panel under this
subsection shall not be subject to the annual
chartering and annual report requirements
of the Federal Advisory Committee Act.”.
SEC. 116. DISPUTE RESOLUTION.

Chapter V (21 U.S.C. 351 et seq.), as amend-
ed by section 102, is amended by inserting
after section 505A the following:

“DISPUTE RESOLUTION

‘‘SEC. 506. If, regarding an obligation under
this Act, there is a scientific controversy be-
tween the Secretary and a person who is a
sponsor, applicant, or manufacturer and no
specific provision of this Act or regulation
promulgated under this Act provides a right
of review of the matter in controversy, the
Secretary shall, by regulation, establish a
procedure under which such sponsor, appli-
cant, or manufacturer may request a review
of such controversy by an appropriate sci-
entific advisory panel under section 505(n).
Such review shall take place in a timely
manner. The Secretary shall promulgate
such regulations within 180 days of the date
of the enactment of the Food and Drug Ad-
ministration Regulatory Modernization Act
of 1997.”.

SEC. 117. INFORMAL AGENCY STATEMENTS.

Section 701 (21 U.S.C. 371) is amended by
adding at the end the following:

“(h)(1)(A) The Secretary shall develop
guidance documents with public participa-
tion and ensure that the existence of such
documents and the documents themselves
are made available to the public both in
written form and through electronic means.
Such documents shall not create or confer
any rights for or on any person, although
they present the views of the Secretary on
matters under the jurisdiction of the Food
and Drug Administration.
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‘“(B) Although guidance documents shall
not be binding on the Secretary, the Sec-
retary shall ensure that employees of the
Food and Drug Administration do not devi-
ate from such guidances without appropriate
justification and supervisory concurrence.

“(C) For guidance documents that set forth
initial interpretations of statute or regula-
tion, changes in interpretation or policy that
are of more than a minor nature, complex
scientific issues, or highly controversial
issues, the Secretary shall ensure public par-
ticipation prior to implementation of any
guidance documents, unless the Secretary
determines that for reasons of the public
health need, such prior public participation
is not feasible. In such cases, the Secretary
shall provide for public comment upon im-
plementation, and take such comment into
account.

‘(D) For guidance documents that set
forth existing practices or minor changes in
policy, the Secretary shall provide for public
comment upon implementation.

“(2) In developing guidance documents, the
Secretary shall ensure uniform nomen-
clature and uniform internal procedures for
approval of such documents. The Secretary
shall ensure that guidance documents and
revisions of such documents are properly
dated and indicate the nonbinding nature of
the documents.

““(3) The Secretary, through the Food and
Drug Administration, shall maintain elec-
tronically and publish periodically in the
Federal Register a list of guidance docu-
ments. Such list shall be updated quarterly.
All such documents shall be made available
to the public.

‘‘(4) The Secretary shall report to the Com-
mittee on Commerce of the House of Rep-
resentatives and the Committee on Labor
and Human Resources of the Senate no later
than July 1, 2000, on the implementation of
these practices.”.

SEC. 118. POSITRON EMISSION TOMOGRAPHY.

(a) REGULATION OF COMPOUNDED POSITRON
EMISSION TOMOGRAPHY DRUGS.—

(1) DEFINITION.—Section 201 (21 U.S.C. 321)
is amended by adding at the end the fol-
lowing:

‘“(ii) The term ‘compounded positron emis-
sion tomography drug’—

‘(1) means a drug that—

‘“(A) exhibits spontaneous disintegration of
unstable nuclei by the emission of positrons
and is used for the purpose of providing dual
photon positron emission tomographic diag-
nostic images; and

‘(B) has been compounded by or on the
order of a practitioner who is licensed by a
State to compound or order compounding for
a drug described in subparagraph (A), and is
compounded in accordance with that State’s
law, for a patient or for research, teaching,
or quality control; and

‘(2) includes any nonradioactive reagent,
reagent Kkit, ingredient, nuclide generator,
accelerator, target material, electronic syn-
thesizer, or other apparatus or computer pro-
gram to be used in the preparation of such a
drug.”.

(b) ADULTERATION.—

(1) IN GENERAL.—Section 501(a)(2) (21 U.S.C.
361(a)(2)) is amended by striking ‘‘; or (3)”
and inserting the following: ‘‘; or (C) if it is
a compounded positron emission tomography
drug and the methods used in, or the facili-
ties and controls used for, its compounding,
processing, packing, or holding do not con-
form to or are not operated or administered
in conformity with the positron emission to-
mography compounding standards and the
official monographs of the United States
Pharmacopeia to assure that such drug
meets the requirements of this Act as to
safety and has the identity and strength, and
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meets the quality and purity characteristics,
that it purports or is represented to possess;
or (3)”.

(2) SUNSET.—Section 501(a)(2)(C) of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 351(a)(2)(C)) shall not apply 4 years
after the date of enactment of this Act or 2
years after the date on which the Secretary
of Health and Human Services establishes
the requirements described in subsection
(¢)(1)(B), whichever is later.

(¢) REQUIREMENTS FOR REVIEW OF AP-
PROVAL PROCEDURES AND CURRENT GOOD
MANUFACTURING PRACTICES FOR POSITRON
EMISSION TOMOGRAPHY.—

(1) PROCEDURES AND REQUIREMENTS.—

(A) IN GENERAL.—In order to take account
of the special characteristics of compounded
positron emission tomography drugs and the
special techniques and processes required to
produce these drugs, not later than 2 years
after the date of enactment of this Act, the
Secretary of Health and Human Services
shall establish—

(i) appropriate procedures for the approval
of compounded positron emission tomog-
raphy drugs pursuant to section 505 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355); and

(ii) appropriate current good manufac-
turing practice requirements for such drugs.

(B) CONSIDERATIONS AND CONSULTATION.—In
establishing the procedures and require-
ments required by subparagraph (A), the Sec-
retary of Health and Human Services shall
take due account of any relevant differences
between not-for-profit institutions that com-
pound the drugs for their patients and com-
mercial manufacturers of the drugs. Prior to
establishing the procedures and require-
ments, the Secretary of Health and Human
Services shall consult with patient advocacy
groups, professional associations, manufac-
turers, and physicians and scientists licensed
to make or use compounded positron emis-
sion tomography drugs.

(2) SUBMISSION OF NEW DRUG APPLICATIONS
AND ABBREVIATED NEW DRUG APPLICATIONS.—

(A) IN GENERAL.—Except as provided in
subparagraph (B), the Secretary of Health
and Human Services shall not require the
submission of new drug applications or ab-
breviated new drug applications under sub-
section (b) or (j) of section 505 (21 U.S.C. 355),
for compounded positron emission tomog-
raphy drugs that are not adulterated drugs
described in section 501(a)(2)(C) of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C.
3561(a)(2)(C)) (as amended by subsection (b)),
for a period of 4 years after the date of enact-
ment of this Act, or for 2 years after the date
on which the Secretary establishes proce-
dures and requirements under paragraph (1),
whichever is later.

(B) EXCEPTION.—Nothing in this Act shall
prohibit the voluntary submission of such
applications or the review of such applica-
tions by the Secretary of Health and Human
Services. Nothing in this Act shall con-
stitute an exemption for a compounded
positron emission tomography drug from the
requirements of regulations issued under sec-
tion 505(i) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355(i)) for such drugs.

(d) REVOCATION OF CERTAIN INCONSISTENT
DOCUMENTS.—Within 30 days after the date of
enactment of this Act, the Secretary of
Health and Human Services shall publish in
the Federal Register a notice terminating
the application of the following notices and
rule, to the extent the notices and rule re-
late to compounded positron emission to-
mography drugs:

(1) A notice entitled ‘“Regulation of
Positron Emission Tomographic Drug Prod-
ucts: Guidance; Public Workshop’’, published
in the Federal Register on February 27, 1995.
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(2) A notice entitled ‘‘Guidance for Indus-
try: Current Good Manufacturing Practices
for Positron Emission Tomographic (PET)
Drug Products; Availability’, published in
the Federal Register on April 22, 1997.

(3) A final rule entitled ‘‘Current Good
Manufacturing Practice for Finished Phar-
maceuticals; Positron Emission Tomog-
raphy’’, published in the Federal Register on
April 22, 1997.

(e) DEFINITION.—As used in this section,
the term ‘‘compounded positron emission to-
mography drug’ has the meaning given the
term in section 201 of the Federal Food, Drug
and Cosmetic Act (21 U.S.C. 321).
SEC. 119. REQUIREMENTS FOR

PHARMACEUTICALS.

(a) REQUIREMENTS.—

(1) REGULATIONS.—

(A) PROPOSED REGULATIONS.—Not later
than 180 days after the date of enactment of
this Act, the Secretary of Health and Human
Services, after consultation with patient ad-
vocacy groups, associations, physicians li-
censed to use radiopharmaceuticals, and the
regulated industry, shall issue proposed reg-
ulations governing the approval of radio-
pharmaceuticals designed for diagnosis and
monitoring of diseases and conditions. The
regulations shall provide that the determina-
tion of the safety and effectiveness of such a
radiopharmaceutical under section 505 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355) or section 351 of the Public Health
Service Act (42 U.S.C. 262) shall include con-
sideration of the proposed use of the radio-
pharmaceutical in the practice of medicine,
the pharmacological and toxicological activ-
ity of the radiopharmaceutical (including
any carrier or ligand component of the radio-
pharmaceutical), and the estimated absorbed
radiation dose of the radiopharmaceutical.

(B) FINAL REGULATIONS.—Not later than 18
months after the date of enactment of this
Act, the Secretary shall promulgate final
regulations governing the approval of the
radiopharmaceuticals.

(2) SPECIAL RULE.—In the case of a radio-
pharmaceutical intended to be used for diag-
nostic or monitoring purposes, the indica-
tions for which such radiopharmaceutical is
approved for marketing may, in appropriate
cases, refer to manifestations of disease
(such as biochemical, physiological, ana-
tomic, or pathological processes) common
to, or present in, one or more disease states.

(b) DEFINITION.—In this section, the term
‘“‘radiopharmaceutical’’ means—

(1) an article—

(A) that is intended for use in the diagnosis
or monitoring of a disease or a manifestation
of a disease in humans; and

(B) that exhibits spontaneous disintegra-
tion of unstable nuclei with the emission of
nuclear particles or photons; or

(2) any nonradioactive reagent kit or nu-
clide generator that is intended to be used in
the preparation of any such article.

SEC. 120. MODERNIZATION OF REGULATION.

(a) LICENSES.—

(1) IN GENERAL.—Section 351(a) of the Pub-
lic Health Service (42 U.S.C. 262(a)) is amend-
ed to read as follows:

‘“(a)(1) No person shall introduce or deliver
for introduction into interstate commerce
any biological product unless—

‘“(A) a biologics license is in effect for the
biological product; and

‘“(B) each package of the biological product
is plainly marked with—

‘(i) the proper name of the biological prod-
uct contained in the package;

‘(i) the name, address, and applicable li-
cense number of the manufacturer of the bio-
logical product; and

‘‘(iii) the expiration date of the biological
product.
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‘““(2)(A) The Secretary shall establish, by
regulation, requirements for the approval,
suspension, and revocation of biologics li-
censes.

‘“(B) The Secretary shall approve a bio-
logics license application—

‘(i) on the basis of a demonstration that—

‘“(I) the biological product that is the sub-
ject of the application is safe, pure, and po-
tent; and

‘“(IT) the facility in which the biological
product is manufactured, processed, packed,
or held meets standards designed to assure
that the biological product continues to be
safe, pure, and potent; and

‘“(ii) if the applicant (or other appropriate
person) consents to the inspection of the fa-
cility that is the subject of the application,
in accordance with subsection (c).

‘“(3) The Secretary shall prescribe require-
ments under which a biological product un-
dergoing investigation shall be exempt from
the requirements of paragraph (1).”.

(2) ELIMINATION OF EXISTING LICENSE RE-
QUIREMENT.—Section 351(d) of the Public
Health Service Act (42 U.S.C. 262(d)) is
amended—

(A) by striking *“(d)(1)”’ and all that follows
through ‘‘of this section.”’;

(B) in paragraph (2)—

(i) by striking ‘“(2)(A) Upon’ and inserting
“(d)(1) Upon’ and

(ii) by redesignating subparagraph (B) as
paragraph (2); and

(C) in paragraph (2) (as so redesignated by
subparagraph (B)(ii))—

(i) by striking ‘‘subparagraph (A)”’ and in-
serting ‘‘paragraph (1)’; and

(ii) by striking ‘‘this subparagraph’ each
place it appears and inserting ‘‘this para-
graph”.

(b) LABELING.—Section 351(b) of the Public
Health Service Act (42 U.S.C. 262(b)) is
amended to read as follows:

‘“(b) No person shall falsely label or mark
any package or container of any biological
product or alter any label or mark on the
package or container of the biological prod-
uct so as to falsify the label or mark.”.

(c) INSPECTION.—Section 351(c) of the Pub-
lic Health Service Act (42 U.S.C. 262(c)) is
amended by striking ‘‘virus, serum,’’ and all
that follows and inserting ‘‘biological prod-
uct.”.

(d) DEFINITION; APPLICATION.—Section 351
of the Public Health Service Act (42 U.S.C.
262) is amended by adding at the end the fol-
lowing:

‘(i) In this section, the term ‘biological
product’ means a virus, therapeutic serum,
toxin, antitoxin, vaccine, blood, blood com-
ponent or derivative, allergenic product, or
analogous product, or arsphenamine or de-
rivative of arsphenamine (or any other tri-
valent organic arsenic compound), applicable
to the prevention, treatment, or cure of a
disease or condition of human beings.”’.

(e) CONFORMING AMENDMENT.—Section
503(g2)(4) (21 U.S.C. 353(g)(4)) is amended—

(1) in subparagraph (A)—

(A) by striking ‘‘section 351(a)”’ and insert-
ing ‘‘section 351(i)”’; and

(B) by striking ‘262(a)”’
€262(1)"’; and

(2) in subparagraph (B)(iii), by striking
“product or establishment license under sub-
section (a) or (d)” and inserting ‘‘biologics li-
cense application under subsection (a)”.

(f) SPECIAL RULE.—The Secretary of Health
and Human Services shall take measures to
minimize differences in the review and ap-
proval of products required to have approved
biologics license applications under section
361 of the Public Health Service Act (42
U.S.C. 262) and products required to have ap-
proved new drug applications under section

and inserting
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505(b)(1) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 355(b)(1)).

(g) EXAMINATIONS AND PROCEDURES.—Para-
graph (3) of section 353(d) of the Public
Health Service Act (42 U.S.C. 263a(d)) is
amended to read as follows:

“(3) EXAMINATIONS AND PROCEDURES.—The
examinations and procedures identified in
paragraph (2) are laboratory examinations
and procedures which have been approved by
the Food and Drug Administration for home
use or which, as determined by the Sec-
retary, are simple laboratory examinations
and procedures which have an insignificant
risk of an erroneous result, including those
which—

‘““(A) employ methodologies that are so
simple and accurate as to render the likeli-
hood of erroneous results by the user neg-
ligible, or

“(B) the Secretary has determined pose no
unreasonable risk of harm to the patient if
performed incorrectly.”.

SEC. 121. PILOT AND SMALL SCALE MANUFAC-
TURE.

(a) HUMAN DRUGS.—Section 505(c) (21 U.S.C.
365(c)) is amended by adding at the end
thereof the following:

‘“(4) 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 approval prior to scaling
up to a larger facility, unless the Secretary
makes a determination that a full scale pro-
duction facility is necessary to ensure the
safety or effectiveness of the drug.”.

(b) ANIMAL DRUGS.—Section 512(c) (21
U.S.C. 360b(c)) is amended by adding at the
end the following:

‘“(4) 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 approval prior to scaling
up to a larger facility, unless the Secretary
makes a determination that a full scale pro-
duction facility is necessary to ensure the
safety or effectiveness of the drug.”.

SEC. 122. INSULIN AND ANTIBIOTICS.

(a) CERTIFICATION OF DRUGS CONTAINING IN-
SULIN.—

(1) AMENDMENT.—Section 506 (21 TU.S.C.
356), as in effect before the date of the enact-
ment of this Act, is repealed.

(2) CONFORMING AMENDMENTS.—

(A) Section 301(j) (21 U.S.C. 331()) is
amended by striking ‘506, 507,”.

(B) Subsection (k) of section 502 (21 U.S.C.
352) is repealed.

(C) Sections 301(i)(1), 510(G)(1)(A), and
510(j))(1)(D) (21 U.S.C. 331(i)(1), 360()(1)(A),
360(j)(1)(D)) are each amended by striking ‘,
506, 507,”.

(D) Section 801(d)(1) (21 U.S.C. 381(d)(1)) is
amended by inserting after ‘‘503(b)’’ the fol-
lowing: ‘‘or composed wholly or partly of in-
sulin”.

(E) Section 8126(h)(2) of title 38, United
States Code, is amended by inserting ‘‘or’ at
the end of subparagraph (B), by striking °;
or” at the end of subparagraph (C) and in-
serting a period, and by striking subpara-
graph (D).

(b) CERTIFICATION OF ANTIBIOTICS.—

(1) AMENDMENT.—Section 507 (21 U.S.C. 357)
is repealed.

(2) CONFORMING AMENDMENTS.—

(A) Section 201(aa) (21 U.S.C. 321(aa)) is
amended by striking out ‘‘or 507, section
201(dd) (21 U.S.C. 321(dd)) is amended by
striking ‘5607,””, and section 201(ff)(3)(A) (21
U.S.C. 321(ff)(3)(A)) is amended by striking ‘,
certified as an antibiotic under section 507,”’.

(B) Section 301(e) (21 U.S.C. 331(e)) is
amended by striking ‘507(d) or (g),”".

(C) Section 306()(4)(B)({ii) (21 TU.S.C.
335a(d)(4)(B)(ii)) is amended by striking ‘‘or
507,
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(D) Section 502 (21 U.S.C. 352) is amended
by striking subsection (1).

(E) Section 520(1) (21 U.S.C. 360j(1)) is
amended by striking paragraph (4) and by
striking ‘‘or Antibiotic Drugs’ in the sub-
section heading.

(F) Section 525(a) (21 U.S.C. 360aa(a)) is
amended by inserting ‘‘or’” at the end of
paragraph (1), by striking paragraph (2), and
by redesignating paragraph (3) as paragraph
(2).

(G) Section 525(a) (21 U.S.C. 360aa(a)) is
amended by striking °‘, certification of such
drug for such disease or condition under sec-
tion 507,”.

(H) Section 526(a)(1) (21 U.S.C. 360bb) is
amended by striking ‘‘the submission of an
application for certification of the drug
under section 507,”’, by inserting ‘‘or’’ at the
end of subparagraph (A), by striking sub-
paragraph (B), and by redesignating subpara-
graph (C) as subparagraph (B).

(I) Section 526(b) (21 U.S.C. 360bb(b)) is
amended—

(i) in paragraph (1), by striking *‘, a certifi-
cate was issued for the drug under section
507,”’; and

(ii) in paragraph (2) by striking ‘‘, a certifi-
cate has not been issued for the drug under
section 507, and by striking ¢, approval of
an application for certification under section
507,”.

(J) Section 527(a) (21 U.S.C. 360cc(a)) is
amended by inserting ‘‘or” at the end of
paragraph (1), by striking paragraph (2), by
redesignating paragraph (3) as paragraph (2),
and by striking ‘‘, issue another certificate
under section 507,”’.

(K) Section 527(b) (21 U.S.C. 360cc(b)) is
amended by striking ‘¢, if a certification is
issued under section 507 for such a drug, or’’,
“of the issuance of the certification under
section 507,”’, and ‘‘issue another -certifi-
cation under section 507, or’’.

(L) Section 704(a)(1) (21 U.S.C. 374(a)(1)) is
amended by striking ‘‘, section 507 (d) or
().

(M) Section 735(1) (21 U.S.C. 379g(1)(C)) is
amended by inserting ‘‘or’’ at the end of sub-
paragraph (B), by striking subparagraph (C),
and by redesignating subparagraph (D) as
subparagraph (C).

(N) Subparagraphs (A)(ii) and (B) of sec-
tions 5(b)(1) of the Orphan Drug Act (21
U.S.C. 360ee(b)(1)(A), 360ee(b)(1)(B)) are each
amended by striking ‘‘or 507°.

(0) Section 45C(b)(2)(A)(@i)(II) of the Inter-
nal Revenue Code of 1986 is amended by
striking ‘‘or 507.

(P) Section 156(f)(4)(B) of title 35, United
States Code, is amended by striking ‘507,”
each place it occurs.

(c) EXPORTATION.—Section 802 (21 U.S.C.
382) is amended by adding at the end thereof
the following:

‘(i) Insulin and antibiotic drugs may be ex-
ported without regard to the requirements in
this section if the insulin and antibiotic
drugs meet the requirements of section
801(e)(1).”.

(d) ErFECT.—The amendments made by
subsection (b) shall not apply with respect to
any application for a drug that contains an
active ingredient (including any ester or salt
of the active ingredient) that was an anti-
biotic drug within the meaning of section 507
of such Act and was the subject of an ap-
proved or pending application under such
section 507 for certification or exemption
from certification before the date of the en-
actment of this Act.

SEC. 123. FDA MISSION AND ANNUAL REPORT.

(a) MISSION.—Section 903 (21 U.S.C. 393) is
amended by redesignating subsections (b)
and (c) as subsections (c¢c) and (d), respec-
tively, and by adding after subsection (a) the
following:
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“‘(b) Mi1ssiIoN.—The Food and Drug Admin-
istration shall promote the public health by
promptly and efficiently reviewing clinical
research and taking appropriate action on
the marketing of regulated products in a
timely manner, and with respect to such
products shall protect the public health by
ensuring that—

‘(1) foods are safe, wholesome, sanitary,
and properly labeled;

‘(2) human and veterinary drugs are safe
and effective;

‘“(3) there is reasonable assurance of safety
and effectiveness of devices intended for
human use;

‘“(4) cosmetics are safe and properly la-
beled; and

¢“(5) public health and safety are protected

from electronic product radiation.
The Food and Drug Administration shall
participate with other countries to reduce
the burden of regulation, harmonize regu-
latory requirements, and achieve appro-
priate reciprocal arrangements.”’.

(b) ANNUAL REPORT.—Section 903 (21 U.S.C.
393), as amended by subsection (a), is amend-
ed by adding at the end the following:

‘‘(e) ANNUAL REPORT.—The Secretary shall,
simultaneously with the submission each
year of the budget for the Food and Drug Ad-
ministration, submit to the Committee on
Commerce of the House of Representatives
and the Committee on Labor and Human Re-
sources of the Senate an annual report which
shall—

‘(1) review the performance of the Food
and Drug Administration in meeting its mis-
sion and the development of Food and Drug
Administration policies to implement such
mission;

““(2) review the performance of the Food
and Drug Administration in meeting its own
performance standards, including its own
outcome measurements, and statutory dead-
lines for the approval of products or for
other purposes contained in this Act;

‘(3) describe the staffing and resources of
the Food and Drug Administration;

“(4)(A) 1list each bilateral and multi-
national meeting held by the Food and Drug
Administration to address methods and ap-
proaches to reduce the burden of regulation,
to harmonize regulation, and to seek appro-
priate reciprocal arrangements, (B) describe
the goals, activities, and accomplishments of
the Food and Drug Administration in such
meetings, and (C) list issues that the Food
and Drug Administration is considering or
has presented for each such meeting.”.

SEC. 124. INFORMATION SYSTEM.

Chapter IX is amended by adding at the
end the following section:
“SEC. 906. INFORMATION SYSTEM.

““The Secretary shall establish and main-
tain an information system to track the sta-
tus and progress of each application or sub-
mission (including a petition, notification,
or other similar form of request) submitted
to the Food and Drug Administration re-
questing agency action.”.

SEC. 125. EDUCATION AND TRAINING.

Chapter IX, as amended by section 124, is
amended by adding at the end the following
sections:

“SEC. 907. EDUCATION.

““The Secretary shall conduct training and
education programs for the employees of the
Food and Drug Administration relating to
the regulatory responsibilities and policies
established by this Act, including programs
for scientific training and training in admin-
istrative process and procedure and integrity
issues.”.

SEC. 126. CENTERS FOR EDUCATION AND RE-
SEARCH ON DRUGS.

Chapter IX, as amended by section 125, is
amended by adding at the end the following
section:
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“SEC. 908. DEMONSTRATION PROGRAM REGARD-
ING CENTERS FOR EDUCATION AND
RESEARCH ON DRUGS.

‘“‘(a) IN GENERAL.—The Secretary, acting
through the Commissioner of Food and
Drugs, shall establish a demonstration pro-
gram for the purpose of making one or more
grants for the establishment and operation
of one or more centers to carry out the ac-
tivities specified in subsection (b).

‘“(b) REQUIRED ACTIVITIES.—The activities
referred to in subsection (a) are the fol-
lowing:

‘(1) The conduct of state-of-the-art clin-
ical and laboratory research for the fol-
lowing purposes:

‘“(A) To increase awareness of new uses of
drugs and the unforeseen risks of new uses of
drugs.

‘(B) To provide objective clinical informa-
tion to the following entities:

‘(i) Health care practitioners or other pro-
viders of health care goods or services.

‘‘(ii) Pharmacy benefit managers.

‘“(iii) Health maintenance organizations or
other managed health care organizations.

‘‘(iv) Health care insurers or governmental
agencies.

‘(C) To improve the quality of health care
while reducing the cost of health care
through the prevention of adverse effects of
drugs and the consequences of such effects,
such as unnecessary hospitalizations.

‘“(2) The conduct of research on the com-
parative effectiveness and safety of drugs.

‘“(3) Such other activities as the Secretary
determines to be appropriate, except that
the grant may not be expended to assist the
Secretary in the review of new drugs.

‘“(c) APPLICATION FOR GRANT.—A grant
under subsection (a) may be made only if an
application for the grant is submitted to the
Secretary and the application is in such
form, is made in such manner, and contains
such agreements, assurances, and informa-
tion as the Secretary determines to be nec-
essary to carry out this section.

‘(d) PEER REVIEW.—A grant under sub-
section (a) may be made only if the applica-
tion for the grant has undergone appropriate
technical and scientific peer review.

‘“(e) AUTHORIZATION OF APPROPRIATIONS.—
For the purpose of carrying out this section,
there are authorized to be appropriated
$2,000,000 for fiscal year 1998, and $3,000,000
for fiscal year 1999.”.

SEC. 127. HARMONIZATION.

Section 803 (21 U.S.C. 383) is amended by
adding at the end the following:

‘“(c) The Secretary shall participate in
meetings with representatives of other coun-
tries to discuss methods and approaches to
reduce the burden of regulation and har-
monize regulatory requirements if the Sec-
retary determines that such harmonization
continues consumer protections consistent
with the purposes of this Act. The Secretary
shall report to the Committee on Commerce
of the House of Representatives and the
Committee on Labor and Human Resources
of the Senate at least 60 days before exe-
cuting any bilateral or multilateral agree-
ment under subsection (b).”.

SEC. 128. ENVIRONMENTAL IMPACT REVIEW.

Chapter VII, as amended by section 111, is
amended by adding at the end the following:

‘““SUBCHAPTER G—ENVIRONMENTAL IMPACT

REVIEW
“SEC. 761. ENVIRONMENTAL IMPACT REVIEW.

“Notwithstanding any other provision of
law, an environmental impact statement
prepared in accordance with the regulations
published at part 25 of 21 C.F.R. (as in effect
on August 31, 1997) in connection with an ac-
tion carried out under (or a recommendation
or report relating to) this Act, shall be con-
sidered to meet the requirements for a de-
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tailed statement under section 102(2)(C) of

the National Environmental Policy Act.”.

SEC. 129. NATIONAL UNIFORMITY.

(a) NONPRESCRIPTION DRUGS.—Chapter VII
(21 U.S.C. 371 et seq.), as amended by section
128, is amended by adding at the end the fol-
lowing:

‘““SUBCHAPTER H—NATIONAL UNIFORMITY FOR
NONPRESCRIPTION DRUGS FOR HUMAN USE
AND PREEMPTION FOR LABELING OR PACK-
AGING OF COSMETICS

“SEC. 771. NATIONAL UNIFORMITY FOR NON-

PRESCRIPTION DRUGS FOR HUMAN
USE.

‘‘(a) IN GENERAL.—Except as provided in
subsection (b), (c)(1), (d), (e), or (f), no State
or political subdivision of a State may estab-
lish or continue in effect any requirement—

‘(1) that relates to the regulation of a drug
intended for human use that is not subject to
the requirements of section 503(b)(1); and

‘“(2) that is different from or in addition to,
or that is otherwise not identical with, a re-
quirement under this Act, the Poison Pre-
vention Packaging Act of 1970 (15 U.S.C. 1471
et seq.), or the Fair Packaging and Labeling
Act (15 U.S.C. 1451 et seq.).

‘“(b) EXEMPTION.—Upon application of a
State or political subdivision thereof, the
Secretary may by regulation, after notice
and opportunity for written and oral presen-
tation of views, exempt from subsection (a),
under such conditions as may be prescribed
in such regulation, a State or political sub-
division requirement that—

‘(1) protects an important public interest
that would otherwise be unprotected;

‘“(2) would not cause any drug to be in vio-
lation of any applicable requirement or pro-
hibition under Federal law; and

‘“(3) would not unduly burden interstate
commerce.

““(c) SCOPE.—

‘(1) IN GENERAL.—This section shall not
apply to—

‘““(A) any State or political subdivision re-
quirement that relates to the practice of
pharmacy; or

‘“(B) any State or political subdivision re-
quirement that a drug be dispensed only
upon the prescription of a practitioner li-
censed by law to administer such drug.

‘(2) SAFETY OR EFFECTIVENESS.—For pur-
poses of subsection (a), a requirement that
relates to the regulation of a drug shall be
deemed to include any requirement relating
to public information or any other form of
public communication relating to a warning
of any kind for a drug.

““(d) EXCEPTIONS.—

‘(1) IN GENERAL.—In the case of a drug de-
scribed in subsection (a)(1) that is not the
subject of an application approved under sec-
tion 505 or 507 or a final regulation promul-
gated by the Secretary establishing condi-
tions under which the drug is generally rec-
ognized as safe and effective and not mis-
branded, subsection (a) shall apply only with
respect to a requirement of a State or polit-
ical subdivision of a State that relates to the
same subject as, but is different from or in
addition to, or that is otherwise not iden-
tical with—

‘““(A) a regulation in effect with respect to
the drug pursuant to a statute described in
subsection (a)(2); or

“(B) any other requirement in effect with
respect to the drug pursuant to an amend-
ment to such a statute made on or after the
date of enactment of this section.

‘“(2) STATE INITIATIVES.—This section shall
not apply to a State public initiative enacted
prior to the date of enactment of this sec-
tion.

‘“(e) No EFFECT ON PRODUCT LIABILITY
LAW.—Nothing in this section shall be con-
strued to modify or otherwise affect any ac-
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tion or the liability of any person under the
product liability law of any State.

“(f) STATE ENFORCEMENT AUTHORITY.—
Nothing in this section shall prevent a State
or political subdivision thereof from enforc-
ing, under any relevant civil or other en-
forcement authority, a requirement that is
identical to a requirement of this Act.”.

(b) INSPECTIONS.—Section 704(a)(1) (21
U.S.C. 374(a)(1)) is amended by striking ‘‘pre-
scription drugs’ each place it appears and
inserting ‘‘prescription drugs, nonprescrip-
tion drugs intended for human use,”.

(c) MISBRANDING.—Paragraph (1) of section
502(e) (21 U.S.C. 352(e)(1)) is amended to read
as follows:

“(D(A) If it is a drug, unless its label bears,
to the exclusion of any other nonproprietary
name (except the applicable systematic
chemical name or the chemical formula)—

‘(i) the established name (as defined in
subparagraph (3)) of the drug, if there is such
a name;

‘‘(ii) the established name and quantity or,
if deemed appropriate by the Secretary, the
proportion of each active ingredient, includ-
ing the quantity, kind, and proportion of any
alcohol, and also including whether active or
not the established name and quantity or if
deemed appropriate by the Secretary, the
proportion of any bromides, ether, chloro-

form, acetanilide, acetophenetidin,
amidopyrine, antipyrine, atropine, hyoscine,
hyoscyamine, arsenic, digitalis, digitalis

glucosides, mercury, ouabain, strophanthin,
strychnine, thyroid, or any derivative or
preparation of any such substances, con-
tained therein, except that the requirement
for stating the quantity of the active ingre-
dients, other than the quantity of those spe-
cifically named in this subclause, shall not
apply to nonprescription drugs not intended
for human use; and

‘“(iii) the established name of each inactive
ingredient listed in alphabetical order on the
outside container of the retail package and,
if deemed appropriate by the Secretary, on
the immediate container, as prescribed in
regulation promulgated by the Secretary,
but nothing in this clause shall be deemed to
require that any trade secret be divulged, ex-
cept that the requirements of this subclause
with respect to alphabetical order shall
apply only to nonprescription drugs that are
not also cosmetics and this subclause shall
not apply to nonprescription drugs not in-
tended for human use.

‘“(B) For any prescription drug the estab-
lished name of such drug or ingredient, as
the case may be, on such label (and on any
labeling on which a name for such drug or in-
gredient is used) shall be printed promi-
nently and in type at least half as large as
that used thereon for any proprietary name
or designation for such drug or ingredient,
except that to the extent that compliance
with the requirements of clause (A)(ii) or
(iii) or this subparagraph is impracticable,
exemptions shall be established by regula-
tions promulgated by the Secretary.”.

(d) CosMETICS.—Subchapter H of chapter
VII, as amended by subsection (a), is further
amended by adding at the end the following:
“SEC. 772. PREEMPTION FOR LABELING OR PACK-

AGING OF COSMETICS.

‘“(a) IN GENERAL.—Except as provided in
subsection (b), (d), or (e), a State or political
subdivision of a State shall not impose or
continue in effect any requirement for label-
ing or packaging of a cosmetic that is dif-
ferent from or in addition to, or that is oth-
erwise not identical with a requirement that
is specifically applicable to a particular cos-
metic or class of cosmetics under this Act,
the Poison Prevention Packaging Act of 1970
(156 U.S.C. 1471 et seq.), or the Fair Packaging
and Labeling Act (15 U.S.C. 1451 et seq.).

‘“‘(b) EXEMPTION.—Upon application of a
State or political subdivision thereof, the
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Secretary may by regulation after notice
and opportunity for written and oral presen-
tation of views, exempt from subsection (a),
under such conditions as may be prescribed
in such regulation, a State or political sub-
division requirement for labeling and pack-
aging that—

‘(1) protects an important public interest
that would otherwise be unprotected;

‘(2) would not cause a cosmetic to be in
violation of any applicable requirements or
prohibition under Federal law; and

‘“(3) would not unduly burden interstate
commerce.

‘‘(¢) ScopE.—For purposes of subsection (a),
a reference to a State requirement that re-
lates to the packaging or labeling of a cos-
metic means any specific requirement relat-
ing to the same aspect of such cosmetic as a
requirement specifically applicable to that
particular cosmetic or class of cosmetics
under this Act for packaging or labeling, in-
cluding any State requirement relating to
public information or any other form of pub-
lic communication.

‘““(d) No EFFECT ON PRODUCT LIABILITY
LAW.—Nothing in this section shall be con-
strued to modify or otherwise affect any ac-
tion or the liability of any person under the
product liability law of any State.

‘‘(e) STATE INITIATIVE.—This section shall
not apply to a State requirement adopted by
a State public initiative or referendum en-
acted prior to September 1, 1997.”.

SEC. 130. FDA STUDY OF MERCURY COMPOUNDS
IN DRUGS AND FOOD.

(a) LIST AND ANALYSIS.—The Secretary of
Health and Human Services shall, through
the Food and Drug Administration—

(1) compile a list of drugs and foods that
contain intentionally introduced mercury
compounds, and

(2) provide a quantitative and qualitative
analysis of the mercury compounds in the
list under paragraph (1).

The Secretary shall compile the list required
by paragraph (1) within 2 years after the date
of the enactment of this section and shall
provide the analysis required by paragraph
(2) within 2 years of such date of enactment.

(b) STUDY.—The Secretary of Health and
Human Services, acting through the Food
and Drug Administration, shall conduct a
study of the effect on humans of the use of
mercury compounds in nasal sprays. Such
study shall include data from other studies
that have been made of such use.

(c) STUDY OF MERCURY SALES.—

(1) STuDY.—The Secretary of Health and
Human Services, acting through the Food
and Drug Administration and subject to ap-
propriations, shall conduct, or shall contract
with the Institute of Medicine of the Na-
tional Academy of Sciences to conduct, a
study of the effect on humans of the use of
elemental, organic or inorganic mercury
when offered for sale as a drug or dietary
supplement. Such study shall, among other
things, evaluate—

(A) the scope of mercury use as a drug or
dietary supplement; and

(B) the adverse effects on health of chil-
dren and other sensitive populations result-
ing from exposure to, or ingestion or inhala-
tion of, mercury when so used.

In conducting such study, the Secretary
shall consult with the Administrator of the
Environmental Protection Agency, the Chair
of the Consumer Product Safety Commis-
sion, and the Administrator of the Agency
for Toxic Substances and Disease Registry,
and, to the extent the Secretary believes
necessary or appropriate, with any other
Federal or private entity.

(2) REGULATIONS.—If, in the opinion of the
Secretary, the use of elemental, organic or
inorganic mercury offered for sale as a drug
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or dietary supplement poses a threat to
human health, the Secretary shall promul-
gate regulations restricting the sale of mer-
cury intended for such use. At a minimum,
such regulations shall be designed to protect
the health of children and other sensitive
populations from adverse effects resulting
from exposure to, or ingestion or inhalation
of, mercury. Such regulations, to the extent
feasible, should not unnecessarily interfere
with the availability of mercury for use in
religious ceremonies.

SEC. 131. NOTIFICATION OF DISCONTINUANCE OF

A LIFE SAVING PRODUCT.

Chapter VII (21 U.S.C. 371 et seq.), as
amended by section 129, is further amended
by adding at the end the following:

“Subchapter I—Notification of the

Discontinuance of a Life Saving Product

“SEC. 781. DISCONTINUANCE OF A LIFE SAVING
PRODUCT.

‘‘(a) IN GENERAL.—A manufacturer that is
the sole manufacturer of a drug (including a
biological product) or device—

“(1) that is—

‘“(A) life supporting;

‘(B) life sustaining; or

““(C) intended for use in the prevention of a
debilitating disease or condition; and

“(2) for which an application has been ap-
proved under section 505(b), 505(j), or 515(d),
shall notify the Secretary of a discontinu-
ance of the manufacture of the drug or de-
vice at least 6 months prior to the date of
the discontinuance.

“(b) REDUCTION IN NOTIFICATION PERIOD.—
On application of a manufacturer, the Sec-
retary may reduce the notification period re-
quired under subsection (a) for the manufac-
turer if good cause exists for the reduction,
such as a situation in which—

‘(1) a public health problem may result
from continuation of the manufacturing for
the 6-month period;

‘“(2) a biomaterials shortage prevents the
continuation of the manufacturing for the 6-
month period;

‘“(3) a liability problem may exist for the
manufacturer if the manufacturing is contin-
ued for the 6-month period;

‘“(4) continuation of the manufacturing for
the 6-month period may cause substantial
economic hardship for the manufacturer; or

‘“(5) the manufacturer has filed for bank-
ruptcy under chapter 7 or 11 of title 11,
United States Code.

‘“(c) DISTRIBUTION.—To the maximum ex-
tent practicable, the Secretary shall dis-
tribute information on the discontinuation
of the drugs and devices described in sub-
section (a) to appropriate physician and pa-
tient organizations.”.

TITLE II-IMPROVING REGULATION OF

DEVICES
SEC. 201. DISPUTE RESOLUTION.

Section 506, as added by section 116, is
amended in the first sentence by inserting
before the period the following: *‘, or under
section 515(g)(2)(B), as applicable’.

SEC. 202. INVESTIGATIONAL DEVICE EXEMP-
TIONS; EXPANDED ACCESS.

Section 520(g) (21 U.S.C. 360j(g)) is amended
by adding at the end the following:

‘““(6)(A) Not later than 120 days after the
date of the enactment of the Food and Drug
Administration Regulatory Modernization
Act of 1997, the Secretary shall by regulation
establish, with respect to a device for which
an exemption under this subsection is in ef-
fect, the following:

‘(1) Procedures and conditions under which
the Secretary will, without requiring an ad-
ditional approval of an application for an ex-
emption or the approval of a supplement to
such an application, permit—

‘“(I) developmental changes in the device
that do not constitute a significant change
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in design or in basic principles of operation
and that are made in response to informa-
tion gathered during the course of an inves-
tigation; and

“(IT1) changes or modifications to clinical
protocols that do not affect the validity of
data or information resulting from the com-
pletion of an approved protocol and do not
alter the relationship of likely patient risk
to benefit relied upon to approve a protocol.

‘“(ii) Procedures and conditions under
which the Secretary will, outside of an ap-
proved investigational protocol (subject to
compliance with regulations for the protec-
tion of patients), permit uses of the device in
the diagnosis, monitoring, or treatment of
diseases or conditions that are life-threat-
ening or could be irreversibly debilitating,
when—

‘“(I) the treating physician determines that
the investigational use of the device likely
will provide a benefit; that the risk of not
using the device exceeds the probable risk of
using the device; and that there is no legally
marketed device alternative for the satisfac-
tory treatment or diagnosis of such disease
or condition;

‘“(IT) the Secretary determines that there
is sufficient evidence of safety and effective-
ness to support the investigational use of the
device in the case described in subclause (I);

‘“(ITII) the Secretary determines that the
investigational use of the device will not
interfere with the initiation, conduct, or
completion of clinical investigations to sup-
port marketing approval; and

“(IV) the sponsor, or clinical investigator,
of the investigational use of the device sub-
mits to the Secretary a clinical protocol
consistent with the provisions of paragraph
(3) and any regulations promulgated under
such paragraph describing the investiga-
tional use of devices in a single patient or a
small group of patients.

‘(B) Regulations under subparagraph (A)(i)
shall provide that a change or modification
described in such subparagraph is not per-
mitted unless, not later than 5 days after
making the change or modification, a notice
of the change or modification is submitted to
the Secretary.

‘“(C) Regulations under subparagraph
(A)(ii) shall provide that, under appropriate
conditions described by the Secretary in the
regulations, the Secretary will authorize the
shipment of investigational devices (as de-
fined in the regulations) for the diagnosis,
monitoring, or treatment of a serious disease
or condition in emergency situations.

“(M(A) In the case of a person intending to
investigate the safety or effectiveness of a
class III device or any implantable device,
the Secretary shall ensure that the person
has an opportunity, prior to submitting an
application to the Secretary or to an institu-
tional review board, to submit to the Sec-
retary, for review, an investigational plan
(including a clinical protocol). If the appli-
cant requests a meeting with the Secretary
regarding such review, the Secretary shall
meet with the applicant not later than 30
days after receiving the request for the
meeting.

“(B) Agreements regarding the parameters
of an investigational plan (including clinical
protocol) that are reached between the Sec-
retary and a sponsor or applicant shall be re-
duced to writing and made part of the ad-
ministrative record by the Secretary. Such
agreements shall not be changed, except—

‘(i) with the written agreement of the
sponsor or applicant; or

‘(ii) pursuant to a decision, made in ac-
cordance with subparagraph (C) by the direc-
tor of the office in which the device involved
is reviewed, that a substantial scientific
issue essential to determining the safety or
effectiveness of the device involved has been
identified.
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“(C) A decision under subparagraph (B)(ii)
by the director shall be in writing, and may
be made only after the Secretary has pro-
vided to the sponsor or applicant an oppor-
tunity for a meeting at which the director
and the sponsor or applicant are present and
at which the director documents the sci-
entific issue involved.”.
SEC. 203. SPECIAL REVIEW

VICES.

Section 515(d) (21 U.S.C. 360e(d)) is amend-
ed—

(1) by redesignating paragraphs (2) and (3)
as paragraphs (3) and (4), respectively; and

(2) by adding at the end the following:

‘“(5) In order to provide for more effective
treatment or diagnosis of life-threatening or
irreversibly debilitating human diseases or
conditions, the Secretary shall provide re-
view priority for devices—

““(A) representing breakthrough
nologies,

‘“(B) for which no approved alternatives
exist,

‘(C) which offer significant advantages
over existing approved alternatives, or

‘(D) the availability of which is in the best
interest of the patients.”.

SEC. 204. EXPANDING HUMANITARIAN USE OF
DEVICES.

(a) SECTION 520(m).—Section 520(m) (21
U.S.C. 360j(m)) is amended—

(1) in paragraph (2), by inserting after and

below subparagraph (C) the following:
“The request shall be in the form of an appli-
cation to the Secretary. Within 60 days of
the date of the receipt of an application, the
Secretary shall issue an order approving or
denying the application, except that if the
Secretary convenes a scientific advisory
panel, the Secretary shall within 120 days of
the receipt of an application issue such
order.”’;

(2) by amending paragraph (5) to read as
follows:

‘() The Secretary may suspend or with-
draw an exemption from the effectiveness re-
quirements of sections 514 and 515 for a hu-
manitarian device, after providing notice
and an opportunity for an informal hearing,
if any condition for granting such exemption
for such device set forth in paragraphs (2)
through (4) no longer is met.”’; and

(3) by amending paragraph (6) to read as
follows:

‘“(6) The Secretary may require a person
granted an exemption under paragraph (2) to
demonstrate continued compliance with the
requirements of this subsection if the Sec-
retary believes such demonstration to be
necessary to protect the public health or if
the Secretary has reason to believe that the
criteria for the exemption are no longer
met.”.

(b) REGULATIONS.—Any provision in a regu-
lation included in title 21 of the Code of Fed-
eral Regulations pertaining to humanitarian
devices which is inconsistent with the
amendments made by subsection (a) shall be
deemed rescinded on the date of the enact-
ment of this Act. The Secretary shall amend
regulations pertaining to humanitarian de-
vices to conform with the amendments made
by subsection (a).

SEC. 205. DEVICE STANDARDS.

(a) ALTERNATIVE PROCEDURE.—Section 514
(21 U.S.C. 360d) is amended by adding at the
end thereof the following:

“‘Listing of Recognized Standards

‘“(c)(1) The Secretary shall issue notices
identifying and adopting applicable nation-
ally or internationally recognized standards
(or portions of such standards) to which a
person may self-certify compliance for the
purpose of demonstrating a reasonable assur-
ance that a device is safe or effective or to
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determine compliance with any requirement
of this Act. Such notices shall be published
in the Federal Register, and the Secretary
shall provide an opportunity for public com-
ment on the standards involved.

‘“(2) The Secretary shall accept a certifi-
cation that a device conforms with each type
of standard referenced in subsection (a) and
identified in such certification to the extent
such standard applies, except that the Sec-
retary may, at any time, require the person
who submitted the certification to submit
the data and information which such person
relied upon in making such certification, and
may reject the certification if the Secretary
determines that the data and information do
not demonstrate compliance with the stand-
ards identified in the certification. Such per-
son shall maintain the data and information
for a period of 2 years after the submission of
the certification, or for the expected design
life of the device, whichever is later.

‘“(3) The Secretary may remove from the
list of standards adopted under subsection
(a) a standard (or portion of a standard)
which the Secretary determines is not reli-
able for the purpose set out in such sub-
section.

‘“(4) In the case of a person who does not
self-certify compliance pursuant to para-
graph (1) regarding a device, the person may
elect to utilize data other than those re-
quired by standards under paragraph (1) to
demonstrate a reasonable assurance of the
safety or effectiveness of the device.”.

(b) PROHIBITED ACTS.—Section 301 (21
U.S.C. 331), as amended by section 106(b), is
amended by adding at the end the following:

‘(y) The falsification of a certification
under section 514(c) or the failure or refusal
to provide data or information required by
the Secretary under such section.”.

(c) ADULTERATED DEVICES.—Section 501(e)
(21 U.S.C. 35l(e)) is amended by striking
‘“‘subject to a performance standard’ and all
that follows and inserting the following:
‘“‘subject to a performance standard estab-
lished under subsection (b) of section 514, un-
less such device is in all respects in con-
formity with such standard; or subject to a
standard listed under subsection (c¢) of such
section (in the case of a person who has self-
certified to such standard), unless such de-
vice is in all respects in conformity with
such standard.”.

(d) CONFORMING AMENDMENTS.—

(1) DEFINITION OF CLASS II DEVICE.—Section
513(a)(1)(B) (21 U.S.C. 360c(a)(1)(B)) is amend-
ed by inserting after ‘‘performance stand-
ards,” the following: ‘‘the listing of stand-
ards under section 514(c),” .

(2) RELATIONSHIP TO PERFORMANCE STAND-
ARDS.—Section 514(a) (21 U.S.C. 360d(a)) is
amended—

(A) in paragraph (1), in the second sen-
tence, by striking ‘‘under this section’ and
inserting ‘‘under subsection (b)’’;

(B) in paragraph (2), in the matter pre-
ceding subparagraph (A), by striking ‘“‘under
this section” and inserting ‘‘under sub-
section (b)”’;

(C) in paragraph (3), by striking ‘‘under
this section” and inserting ‘‘under sub-
section (b)”’; and

(D) in paragraph (4), in the matter pre-
ceding subparagraph (A), by striking ‘‘this
section” and inserting ‘‘this subsection and
subsection (b)”.

SEC. 206. SCOPE OF REVIEW.

(a) SECTION 513(a).—Section 513(a)(3) (21
U.S.C. 360c(a)(3)) is amended—

(1) in subparagraph (A) by inserting ‘‘one
or more’’ before ‘‘clinical investigation’’; and

(2) by adding at the end the following:

‘(C) In making a determination of a rea-
sonable assurance of the effectiveness of a
device for which an application under sec-
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tion 515 has been submitted, the Secretary
shall consider whether the extent of data
that otherwise would be required for ap-
proval of the application with respect to ef-
fectiveness can be reduced through reliance
on postmarket controls.

‘“(D)(1) Upon the request of any person in-
tending to submit an application under sec-
tion 515, the Secretary shall, not later than
30 days after receiving such request, meet
with the person to determine the type of
valid scientific evidence within the meaning
of subparagraphs (A) and (B) that will be
necessary to demonstrate the effectiveness
of a device for the proposed conditions of
use. Within 30 days of such meeting, the Sec-
retary shall identify, and confirm in writing,
the type of valid scientific evidence that will
provide a reasonable assurance that a device
is effective under the proposed conditions of
use.

‘“(ii) Agreements under section 515 regard-
ing the parameters of valid scientific evi-
dence for a device that are reached between
the Secretary and a sponsor or applicant
shall be reduced to writing and made part of
the administrative record by the Secretary.
Such agreements shall not be changed, ex-
cept—

“(I) with the written agreement of the
sponsor or applicant; or

‘“(IT) pursuant to a decision, made in ac-
cordance with clause (iii) by the director of
the office in which the device involved is re-
viewed, that a substantial scientific issue es-
sential to determining the safety or effec-
tiveness of the device has been identified.

‘“(iii) A decision under clause (ii) by the di-
rector shall be in writing, and may be made
only after the Secretary has provided to the
sponsor or applicant an opportunity for a
meeting at which the director and the spon-
sor or applicant are present and at which the
director documents the scientific issue in-
volved.”.

(b) SECTION 513(i).—Section 513()(1) (21
U.S.C. 360c(i)(1)) is amended by adding at the
end the following:

“(C) To facilitate reviews of reports sub-
mitted to the Secretary under section 510(k),
the Secretary shall consider the extent to
which reliance on postmarket controls may
expedite the classification of devices under
subsection (f)(1) of this section.

‘(D) Whenever the Secretary requests in-
formation to demonstrate that devices with
differing technological characteristics are
substantially equivalent, the Secretary shall
only request information that is necessary
to making substantial equivalence deter-
minations. In making such request, the Sec-
retary shall consider the least burdensome
means of demonstrating substantial equiva-
lence and request information accordingly.

“(E)(d) Any determination by the Sec-
retary of the intended use of a device shall
be based upon the proposed labeling sub-
mitted in a report for the device under sec-
tion 510(k), unless the director of the organi-
zational unit responsible for regulating de-
vices (in this subparagraph referred to as the
‘Director’), after providing an opportunity
for consultation with the person who sub-
mitted such report, determines and states in
writing (I) that there is a reasonable likeli-
hood that the device will be used for an in-
tended use not identified in the proposed la-
beling for the device, and (II) on the basis of
data or the absence of data, that such use
could cause harm.

‘‘(ii) Such determination shall—

“(I) be provided to the person who sub-
mitted the report within 10 days from the
date of the notification of the Director’s con-
cerns regarding the proposed labeling;

““(IT) specify limitations on the device’s la-
beling which proscribe the use not included
in proposed labeling; and
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“(IIT) find the device substantially equiva-
lent when the labeled intended use and the
technological characteristics of the device
relative to a legally marketed device con-
form with the requirements of subparagraph
(A).
‘“(iii) The responsibilities of the Director
under this subparagraph may not be dele-
gated.

‘(iv) This subparagraph has no legal effect
after the expiration of the five-year period
beginning on the date of the enactment of
the Food and Drug Administration Regu-
latory Modernization Act of 1997.”.

(c) SECTION 515(d).—Section 515(d)
U.S.C. 360e(d)) is amended—

(1) in paragraph (1)(A), by adding after and

below clause (ii) the following:
“In making the determination whether to
approve or deny the application, the Sec-
retary shall rely on the conditions of use in-
cluded in the proposed labeling as the basis
for determining whether or not there is a
reasonable assurance of safety and effective-
ness, if the proposed labeling is neither false
nor misleading. In determining whether or
not such labeling is false or misleading, the
Secretary shall fairly evaluate all material
facts pertinent to the proposed labeling.”’;
and

(2) by adding after paragraph (5) (as added
by section 5(2)) the following:

“(6)(A)(1) A supplemental application shall
be required for any change to a device sub-
ject to an approved application under this
subsection that affects safety or effective-
ness, unless such change is a modification in
a manufacturing procedure or method of
manufacturing and the holder of the ap-
proved application submits a written notice
to the Secretary that describes in detail the
change, summarizes the data or information
supporting the change, and informs the Sec-
retary that the change has been made under
the requirements of section 520(f).

‘“(ii) The holder of an approved application
who submits a notice under clause (i) with
respect to a manufacturing change of a de-
vice may distribute the device 30 days after
the date on which the Secretary receives the
notice, unless the Secretary within such 30-
day period notifies the holder that the notice
is not adequate and describes such further
information or action that is required for ac-
ceptance of such change. If the Secretary no-
tifies the holder that a premarket approval
supplement is required, the Secretary shall
review the supplement within 135 days after
the receipt of the supplement. The time used
by the Secretary to review the notice of the
manufacturing change shall be deducted
from the 135-day review period if the notice
meets appropriate content requirements for
premarket approval supplements.

“(B)(1) Subject to clause (ii), in reviewing a
supplement to an approved application, for
an incremental change to the design of a de-
vice that affects safety or effectiveness, the
Secretary shall approve such supplement if—

‘(I) nonclinical data demonstrate that the
design modification creates the intended ad-
ditional capacity, function, or performance
of the device; and

‘‘(IT) clinical data from the approved appli-
cation and any supplement to the approved
application provide a reasonable assurance
of safety and effectiveness for the changed
device.

‘‘(ii) The Secretary may require, when nec-
essary, additional clinical data to evaluate
the design modification of the device to pro-
vide a reasonable assurance of safety and ef-
fectiveness.”.

SEC. 207. PREMARKET NOTIFICATION.

(a) SECTION 510.—Section 510 (21 U.S.C. 360)
is amended—

(1) in subsection (k)—
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(A) in the matter preceding paragraph (1),
by adding after ‘‘report to the Secretary’’
the following: ‘‘or person who is accredited
under section 712(a)’’; and

(B) by adding after and below paragraph (2)
the following:

‘“‘Such a report is not required for a device
intended for human use that is exempted
from the requirements of this subsection
under subsection (1) or is classified into class
I under section 513. The exception estab-
lished in the preceding sentence does not
apply to any class I device that is intended
to be life supporting or life sustaining or is
intended for a use which is of substantial im-
portance in preventing impairment of human
health, or to any class I device that presents
a potential unreasonable risk of illness or in-
jury. With respect to a person who is accred-
ited under section 712(a), such accredited
person shall review a report under this sub-
section that is received by such person and
shall submit, not later than 60 days after re-
ceiving the report, to the Secretary such per-
son’s recommendation for action to be taken
by the Secretary on the report.”’; and

(2) by adding after subsection (k) the fol-
lowing subsection:

‘() Not later than 30 days after the date of
the enactment of the Food and Drug Admin-
istration Regulatory Modernization Act of
1997, the Secretary shall publish in the Fed-
eral Register a list of each type of class II
device that does not require a report under
subsection (k) to provide reasonable assur-
ance of safety and effectiveness. Each type of
class II device listed by the Secretary shall
be exempt from the requirement to file a re-
port under subsection (k) as of the date of
the publication of the list in the Federal
Register. Beginning on the date that is 1 day
after the date of the publication of the list,
any person may petition the Secretary to ex-
empt a type of class II device from the re-
porting requirement of subsection (k). The
Secretary shall publish in the Federal Reg-
ister notice of the intent of the Secretary to
exempt the device, or of the petition, and
provide a 30-day period for public comment.
If the Secretary fails to respond to a petition
within 120 days of receiving it, the petition
shall be deemed to be granted.”’.

(b) INITIAL CLASSIFICATION.—Section 513(f)
(21 U.S.C. 360c(f)) is amended—

(1) in the second sentence of paragraph (1)
by striking the period at the end and insert-
ing the following: ‘‘unless within 30 days of
receiving an order classifying the device into
class III the person who submits a report
under section 510(k) for such device requests
review with respect to the classification of
the device and a final order of classification
from the Secretary. Such person shall sub-
mit to the Secretary data and information
supporting the classification of the device
into class I or II. After the request, a device
classified into class III under this paragraph
remains in class III, but shall not be deemed
to be finally classified until the Secretary
has determined the classification of the de-
vice based on the classification criteria set
forth in subparagraphs (A) through (C) of
subsection (a)(1), within 60 days of receiving
the request to review and classify a device.
Any device found under this paragraph not
to be substantially equivalent to a device de-
scribed in subparagraph (A)(i) and which is
classified by the Secretary into class III may
not be commercially distributed in com-
merce before it is approved under section
515.”; and

(2) by adding at the end the following:

‘“(4) The Secretary may not withhold a de-
termination of the initial classification of a
device under paragraph (1) because of a fail-
ure to comply with any provision of this Act
unrelated to a substantial equivalence deci-
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sion, including a finding that the facility in
which the device is manufactured is not in
compliance with good manufacturing re-
quirements as set forth in regulations of the
Secretary under section 520(f) (other than a
finding that the failure to comply with such
regulations is directly related to the safety
or effectiveness of the device).”.

(c) SECTION  513.—Section 513(1)(1) (21
U.S.C. 360c(i)), as amended by section 206(b),
is amended—

(1) in subparagraph (A){i)(I), by striking
“‘clinical data’ and inserting ‘‘appropriate
clinical or scientific data” and by inserting
‘“‘or a person accredited under section 712’
after ‘‘Secretary’’;

(2) in subparagraph (A)(ii)(II), by striking
“efficacy’ and inserting ‘‘effectiveness’; and

(3) by adding at the end of paragraph (1)
the following:

‘““(F) For purposes of subparagraph (A), the
term ‘legally marketed device’ includes any
device introduced into interstate commerce
for commercial distribution before May 28,
1976, and any device determined to be sub-
stantially equivalent to such device which
has not been removed from the market by an
order of the Secretary or a judicial order be-
cause it is not safe or not effective.

““(G) Not later than 270 days after the date
of the enactment of the Food and Drug Ad-
ministration Regulatory Modernization Act
of 1997, the Secretary shall issue guidance
specifying the general principles that the
Secretary will consider in determining when
a specific intended use of a device is not rea-
sonably included within a general use of such
device for purposes of a determination of
substantial equivalence under subsection (f)
or section 520(1).”.

(d) SUNSET.—The amendments made by
subsections (a)(1)(A) and (c)(1), to the extent
that they relate to an accredited person
under section 712 of the Federal Food, Drug,
and Cosmetic Act, shall be of no force or ef-
fect upon the expiration of 7 years from the
date of the enactment of this Act.

SEC. 208. CLASSIFICATION PANELS.

Section 513(b) (21 U.S.C. 360c(b)) is amended
by adding at the end the following:

‘“(5) Classification panels covering each
type of device shall be scheduled to meet at
such times as may be appropriate for the
Secretary to meet applicable statutory dead-
lines.

“(6)(A) Any person whose device is specifi-
cally the subject of review by a classification
panel shall have the same rights as the Sec-
retary regarding—

‘(i) access to data and information sub-
mitted to a classification panel (except for
data and information that are not available
for public disclosure under section 552 of
title 5, United States Code);

‘‘(ii) the submission, for review by a classi-
fication panel, of information that is based
on the data or information provided in the
application submitted under section 515 by
the person, which information shall be sub-
mitted to the Secretary for prompt trans-
mittal to the classification panel; and

‘“(iii) the participation of the persons at
meetings of the panel.

“(B) Any meetings of a classification panel
shall provide adequate time for initial pres-
entations and for response to any differing
views by persons whose devices are specifi-
cally the subject of a classification panel re-
view, and shall encourage free and open par-
ticipation by all interested persons.

“(T) After receiving from a classification
panel the conclusions and recommendations
of the panel on a matter that the panel has
reviewed, the Secretary shall review the con-
clusions and recommendations, shall make a
final decision on the matter in accordance
with section 515(d)(2), and shall notify the af-
fected persons of the decision in writing and,
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if the decision differs from the conclusions
and recommendations of the panel, shall in-
clude the reasons for the difference.

‘(8) A scientific advisory panel under this
subsection shall not be subject to the annual
chartering and annual report requirements
of the Federal Advisory Committee Act.”.
SEC. 209. PREMARKET APPROVAL.

Section 515(d) (21 U.S.C. 360e(d)), as amend-
ed by section 203(1), is amended by inserting
after paragraph (1) the following:

‘“(2) Each application received under sub-
section (c) shall be reviewed in a manner to
achieve final action on such application
within 180 days of its receipt. At the request
of the applicant, the Secretary shall meet
with an applicant under such an application
within 90 days of the date of the applica-
tion’s submission.”.

SEC. 210. ACCREDITATION FOR
PERSONS.

(a) AMENDMENT.—Subchapter A of chapter
VII is amended by adding at the end the fol-
lowing:

ACCREDITED

‘‘ACCREDITED PERSONS

“SEC. 712. (a) IN GENERAL.—The Secretary
shall, not later than 1 year after the date of
the enactment of the Food and Drug Admin-
istration Regulatory Modernization Act of
1997, accredit persons for the purpose of re-
viewing and initially classifying devices
under section 513(f)(1) that are subject to a
report under section 510(k). An accredited
person may not be used to perform a review
of a class III device, or a class II device
which is intended to be permanently
implantable or life sustaining or life sup-
porting.

““(b) ACCREDITATION.—

‘(1) PROGRAMS.—The Secretary shall pro-
vide for such accreditation through pro-
grams administered by the Food and Drug
Administration, other government agencies,
or by other qualified nongovernment organi-
zations.

*“(2) ACCREDITATION.—

‘““(A) GENERAL RULE.—Not later than 180
days after the date of the enactment of the
Food and Drug Administration Regulatory
Modernization Act of 1997, the Secretary
shall establish and publish in the Federal
Register requirements to accredit or deny
accreditation to persons who request to per-
form the duties specified in subsection (a).
The Secretary shall respond to a request for
accreditation within 60 days of the receipt of
the request. The accreditation of such person
shall specify the particular activities under
subsection (a) for which such person is ac-
credited.

“(B) WITHDRAWAL OF ACCREDITATION.—The
Secretary may withdraw accreditation of
any person accredited under this paragraph,
after providing notice and an opportunity for
an informal hearing, when such person acts
in a manner that is inconsistent with the
purposes of this section or poses a threat to
public health or fails to act in a manner that
is consistent with the purposes of this sec-
tion.

¢(C) PERFORMANCE AUDITING.—To ensure
that persons accredited under this section
will continue to meet the standards of ac-
creditation, the Secretary shall—

‘(i) make onsite visits on a periodic basis
to each accredited person to audit the per-
formance of such person; and

‘‘(ii) take such additional measures as the
Secretary determines to be appropriate.

‘(D) ANNUAL REPORT.—The Secretary shall
include in the annual report required under
section 903(e)(2) the names of all accredited
persons and the particular activities under
subsection (a) for which each such person is
accredited and the name of each accredited
person whose accreditation has been with-
drawn during the year.
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““(3) QUALIFICATIONS.—An accredited person
shall, at a minimum, meet the following re-
quirements:

‘““(A) Such person shall be an independent
organization which is not owned or con-
trolled by a manufacturer, supplier, or ven-
dor of devices and which has no organiza-
tional, material, or financial affiliation with
such a manufacturer, supplier, or vendor.

‘(B) Such person shall be a legally con-
stituted entity permitted to conduct the ac-
tivities for which it seeks accreditation.

“(C) Such person shall not engage in the
design, manufacture, promotion, or sale of
devices.

‘(D) Such person shall be operated in ac-
cordance with generally accepted profes-
sional and ethical business practices and
shall agree in writing that as a minimum it
will—

‘(1) certify that reported information ac-
curately reflects data reviewed;

‘“(ii) limit work to that for which com-
petence and capacity are available;

‘(iii) treat information received, records,
reports, and recommendations as proprietary
information;

“‘(iv) promptly respond and attempt to re-
solve complaints regarding its activities for
which it is accredited; and

“(v) protect against the use, in carrying
out subsection (a) with respect to a device, of
any officer or employee of the person who
has a financial conflict of interest regarding
the device, and annually make available to
the public disclosures of the extent to which
the person, and the officers and employees of
the person, have maintained compliance
with requirements under this clause relating
to financial conflicts of interest.

‘“(4) SELECTION OF ACCREDITED PERSONS.—
The Secretary shall provide each person who
chooses to use an accredited person to re-
ceive a section 510(k) report a panel of at
least 2 or more accredited persons from
which the regulated person may select 1 for
a specific regulatory function.”.

(b) CONFORMING AMENDMENT.—Section 301
(21 U.S.C. 331), as amended by section 205(b),
is amended by adding at the end the fol-
lowing:

‘“(z) In the case of a drug, device, or food—

‘(1) the submission of a report or rec-
ommendation by a person accredited under
section 712 that is false or misleading in any
material respect;

‘(2) the disclosure by a person accredited
under section 712 of confidential commercial
information or any trade secret without the
express written consent of the person who
submitted such information or secret to such
person; or

‘“(3) the receipt by a person accredited
under section 712 of a bribe in any form or
the doing of any corrupt act by such person
associated with a responsibility delegated to
such person under this Act.”.

(c) SUNSET.—The amendments made by
subsections (a) and (b) to the extent they re-
late to an accredited person under section
712 of the Federal Food, Drug, and Cosmetic
Act shall be of no force or effect upon the ex-
piration of 7 years from the date of the en-
actment of this Act.

(d) REPORT.—Not later than 5 years after
the date of the enactment of this Act, the
Comptroller General of the United States
shall report to the Committee on Commerce
of the House of Representatives and the
Committee on Labor and Human Resources
of the Senate on the use of accredited per-
sons under section 712 of the Federal Food,
Drug, and Cosmetic Act, the extent to which
such use was helpful in the implementation
of such Act, and the extent to which such use
promoted actions which were contrary to the
purposes of such Act.
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SEC. 211. PREAMENDMENT DEVICES.

Section 515(i) (21 U.S.C. 360e(i)) is amended

to read as follows:
“Revision

‘(i) Not later than 180 days after the date
of the enactment of the Food and Drug Ad-
ministration Regulatory Modernization Act
of 1997, the Secretary shall publish in the
Federal Register a list of the types of devices
classified into class III under section 513(d),
which are not subject to a regulation under
subsection (b), and for which the Secretary
has determined after classification of such
devices that premarket approval is unneces-
sary to protect the public health. Each such
type of device listed in the Federal Register
publication shall be reclassified into class II
or class I, as appropriate.”.
SEC. 212. DEVICE TRACKING.

Subsection (e) of section 519 (21 U.S.C. 360i)
is amended to read as follows:

“Device Tracking

‘‘(e) The Secretary may by order require a
manufacturer to adopt a method of tracking
a class II or class III device—

‘(1) the failure of which would be reason-
ably likely to have serious adverse health
consequences; or

“(2) which is—

‘“(A) intended to be an implantable device,
or

“(B) a life sustaining or life supporting de-
vice used outside a device user facility.”.
SEC. 213. POSTMARKET SURVEILLANCE.

Section 522 (21 U.S.C. 3601) is amended to
read as follows:

““POSTMARKET SURVEILLANCE

“SEC. 522. (a) IN GENERAL.—The Secretary
may by order require a manufacturer to con-
duct postmarket surveillance for any device
of the manufacturer which is a class II or
class IIT device the failure of which would be
reasonably likely to have serious adverse
health consequences or which is intended to
be—

‘(1) an implantable device, or

‘‘(2) a life-sustaining or life-supporting de-
vice used outside a device user facility.

“(b) SURVEILLANCE APPROVAL.—HEach man-
ufacturer required to conduct a surveillance
of a device shall, within 30 days of receiving
an order from the Secretary prescribing that
the manufacturer is required under this sec-
tion to conduct such surveillance, submit,
for the approval of the Secretary, a plan for
the required surveillance. The Secretary,
within 60 days of the receipt of such plan,
shall determine if the person designated to
conduct the surveillance has appropriate
qualifications and experience to undertake
such surveillance and if such plan will result
in information necessary to determine the
occurrence of unforeseen events. The Sec-
retary, in consultation with the manufac-
turer, may by order require a prospective
surveillance period of up to 36 months. Any
determination by the Secretary that a
longer period is necessary shall be made by
mutual agreement between the Secretary
and the manufacturer or, if no agreement
can be reached, after the completion of a dis-
pute resolution process as described in sec-
tion 506A.”".

SEC. 214. HARMONIZATION.

(a) SECTION 520(f).—Section 520(f)(1)(B) (21
U.S.C. 360j(f)(1)(B)) is amended by striking
“and” at the end of clause (i), by striking
the period at the end of clause (ii) and insert-
ing ‘‘; and” and by adding after clause (ii)
the following:

‘“(iii) ensure that such regulation con-
forms, to the extent practicable, with inter-
nationally recognized standards defining
quality systems, or parts thereof, for med-
ical devices.”.
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(b) SECTION 803.—Section 803 (21 U.S.C. 383),
as amended by section 127, is amended in
subsection (¢)—

(1) by adding at the end the following sen-
tence: “The Secretary shall, not later than
180 days after the date of enactment of the
Food and Drug Administration Regulatory
Modernization Act of 1997, make public a
plan that establishes a framework for
achieving mutual recognition of good manu-
facturing practices inspections.”’;

(2) by inserting ‘‘(1)”’ after ‘‘(c)’’; and

(3) by adding at the end the following:

‘(2) The Secretary shall report to the Com-
mittee on Commerce of the House of Rep-
resentatives and the Committee on Labor
and Human Resources of the Senate at least
60 days before executing any bilateral or
multilateral agreement under paragraph
Q..

SEC. 215. REPORTS.

(a) REPORTS.—Section 519 (21 U.S.C. 360i) is
amended—

(1) in subsection (a)—

(A) in the matter preceding paragraph (1),
by striking ‘‘manufacturer, importer, or dis-
tributor” and inserting ‘‘manufacturer or
importer’’; and

(B) by striking paragraph (9) and inserting
the following:

“(9) shall require distributors to keep
records and make such records available to
the Secretary upon request.’’;

(2) by striking subsection (d); and

(3) in subsection (f), by striking *‘, im-
porter, or distributor’ each place it appears
and inserting ‘‘or importer’’.

(b) REGISTRATION.—Section 510(g) (21 U.S.C.
360(g)) is amended—

(1) by redesignating paragraph (4) as para-
graph (5);

(2) by inserting after paragraph (3) the fol-
lowing:

‘‘(4) any distributor who acts as a whole-
sale distributor of devices, and who does not
manufacture, repackage, process, or relabel
a device; or”’; and

(3) by adding at the end the following flush

sentence:
“In this subsection, the term ‘wholesale dis-
tributor’ means any person who distributes a
device from the original place of manufac-
ture to the person who makes the final deliv-
ery or sale of the device to the ultimate con-
sumer or user.’’.

(¢) DEVICE USER FACILITIES.—

(1) IN GENERAL.—Section 519(b) (21 U.S.C.
360i(b)) is amended—

(A) in paragraph (1)(C)—

(i) in the first sentence, by striking ‘“a
semi-annual basis’ and inserting ‘‘an annual
basis’’;

(ii) in the second sentence, by striking
“and July 1”’; and

(iii) by striking the matter after and below
clause (iv); and

(B) in paragraph (2)—

(i) in subparagraph (A), by inserting ‘‘or”’
after the comma at the end;

(ii) in subparagraph (B), by striking ‘, or”’
at the end and inserting a period; and

(iii) by striking subparagraph (C).

(2) SENTINEL SYSTEM.—Section 519(b) (21
U.S.C. 360i(b)) is amended—

(A) by redesignating paragraph (5) as para-
graph (6); and

(B) by inserting after paragraph (4) the fol-
lowing paragraph:

() With respect to device user facilities
that are hospitals or nursing homes:

‘““(A) The Secretary shall by regulation
plan and implement a program under which
the Secretary limits user reporting under
paragraphs (1) through (4) to a subset of hos-
pitals and nursing homes that constitutes a
representative profile of user reports for de-
vice deaths and serious illnesses or serious
injuries.
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‘(B) During the period of planning the pro-
gram under subparagraph (A), paragraphs (1)
through (4) continue to apply to such device
user facilities.

‘“(C) During the period in which the Sec-
retary is providing for a transition to the
full implementation of the program, para-
graphs (1) through (4) apply to such facilities
except to the extent that the Secretary de-
termines otherwise.

‘(D) On and after the date on which the
program is fully implemented, paragraphs (1)
through (4) do not apply to such a facility
unless the facility is included in the subset
referred to in subparagraph (A).

‘‘(E) Not later than one year after the date
of the enactment of the Food and Drug Ad-
ministration Regulatory Modernization Act
of 1997, the Secretary shall submit to the
Committee on Commerce of the House of
Representatives, and to the Committee on
Labor and Human Resources of the Senate, a
report describing the plan developed by the
Secretary under subparagraph (A) and the
progress that has been made toward the im-
plementation of the plan.”.

SEC. 216. PRACTICE OF MEDICINE.

Chapter IX, as amended by section 126, is
amended by adding at the end the following:
“SEC. 909. PRACTICE OF MEDICINE.

‘““Nothing in this Act shall be construed to
limit or interfere with the authority of a
health care practitioner to prescribe or ad-
minister any legally marketed device to a
patient for any condition or disease within a
legitimate health care practitioner-patient
relationship. This section shall not limit any
existing authority of the Secretary to estab-
lish and enforce restrictions on the sale or
distribution, or in the labeling, of a device
that are part of a determination of substan-
tial equivalence, established as a condition
of approval, or promulgated through regula-
tions. Further, this section shall not change
any existing prohibition on the promotion of
unapproved uses of legally marketed de-
vices.”.

SEC. 217. CLARIFICATION OF DEFINITION.
Section 201(h) (21 U.S.C. 321) is amended by

adding at the end the following: ‘“A com-
puter software product shall not be consid-
ered a device under this paragraph solely on
the basis that the primary use of such prod-
uct is related to the provision of health
care.”.

SEC. 218. LABELING AND ADVERTISING REGARD-
ING COMPLIANCE WITH STATUTORY
REQUIREMENTS.

Section 301 (21 U.S.C. 331) is amended by
striking paragraph (1).

SEC. 219. FDA ANNUAL REPORT.

Section 903 (21 U.S.C. 393), as amended by
section 123(b), is amended in subsection (e)—

(1) by striking the period at the end of
paragraph (4) and inserting ‘‘; and’’; and

(2) by adding at the end the following:

‘“(6) summarize and explain each instance
in the previous fiscal year in which an appli-
cation received under section 515(c) was not
reviewed in a manner to achieve final action
on such application within 180 days of its re-
ceipt.”.

SEC. 220. INFORMATION SYSTEM.

Section 906, as added by section 124, is
amended by adding at the end the following:
“With respect to devices, the system shall
permit access by the applicant under condi-
tions specified by the Secretary.”.

SEC. 221. NONINVASIVE BLOOD GLUCOSE METER.
(a) FINDINGS.—The Congress finds that—
(1) diabetes and its complications are a

leading cause of death by disease in America;

(2) diabetes affects approximately 16,000,000
Americans and another 650,000 will be diag-
nosed in 1997;

(3) the total health care-related costs of di-
abetes total nearly $100,000,000,000 per year;
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(4) diabetes is a disease that is managed
and controlled on a daily basis by the pa-
tient;

(5) the failure to properly control and man-
age diabetes results in costly and often fatal
complications including but not limited to
blindness, coronary artery disease, and kid-
ney failure;

(6) blood testing devices are a critical tool
for the control and management of diabetes,
and existing blood testing devices require re-
peated piercing of the skin;

(7) the pain associated with existing blood
testing devices creates a disincentive for
people with diabetes to test blood glucose
levels, particularly children;

(8) a safe and effective noninvasive blood
glucose meter would likely improve control
and management of diabetes by increasing
the number of tests conducted by people
with diabetes, particularly children; and

(9) the Food and Drug Administration is
responsible for reviewing all applications for
new medical devices in the United States.

(b) SENSE OF CONGRESS.—It is the sense of
the Congress that the availability of a safe,
effective, noninvasive blood glucose meter
would greatly enhance the health and well-
being of all people with diabetes across
America and the world.

SEC. 222. RULE OF CONSTRUCTION.

Nothing in this title or the amendments
made by this title shall be construed to af-
fect the question of whether the Secretary of
Health and Human Services has any author-
ity to regulate any tobacco product, tobacco
ingredient, or tobacco additive. Such author-
ity, if any, shall be exercised under the Fed-
eral Food, Drug, and Cosmetic Act as in ef-
fect on the day before the date of the enact-
ment of this Act.

TITLE ITI-IMPROVING REGULATION OF
FOOD
SEC. 301. FLEXIBILITY FOR REGULATIONS RE-
GARDING CLAIMS.

Section 403(r)(4) (21 U.S.C. 343(r)4)) is
amended by adding at the end the following:

‘(D) Subject to the time period in the last
sentence of clause (A)(i), proposed regula-
tions under this paragraph may be made ef-
fective upon publication at the discretion of
the Secretary, notwithstanding the provi-
sions of section 553 of title 5, United States
Code, pending consideration of public com-
ment and publication of a final regulation.
Such regulations shall be deemed final agen-
cy action for purposes of judicial review.”.
SEC. 302. PETITIONS FOR CLAIMS.

Section 403(r)(4)(A)({@)
343(r)(4)(A)(1)) is amended—

(1) by adding after the second sentence the
following: “‘If the Secretary does not act
within such 100 days, the petition shall be
deemed to be denied unless an extension is
mutually agreed upon by the Secretary and
the petitioner.”’;

(2) in the fourth sentence (as amended by
paragraph (1)) by inserting immediately be-
fore the comma the following: ‘‘or the peti-
tion is deemed to be denied’’; and

(3) by adding at the end the following: “‘If
the Secretary does not act within such 90
days, the petition shall be deemed to be de-
nied unless an extension is mutually agreed
upon by the Secretary and the petitioner. If
the Secretary issues a proposed regulation,
the rulemaking shall be completed within
540 days of the date the petition is received
by the Secretary. If the Secretary does not
issue such a proposed regulation within such
540 days, the Secretary shall provide the
Committee on Commerce of the House of
Representatives and the Committee on
Labor and Human Resources of the Senate
the reasons action on the proposed regula-
tion did not occur within such 540 days.”".

(21 U.s.C.
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SEC. 303. HEALTH CLAIMS FOR FOOD PRODUCTS.

Section 403(r)(3) (21 U.S.C. 343(r)(3)) is
amended by adding at the end thereof the
following:

“(C) Notwithstanding the provisions of
clauses (A)(i) and (B), a claim of the type de-
scribed in subparagraph (1)(B) which is not
authorized by the Secretary in a regulation
promulgated in accordance with clause (B)
shall be authorized and may be made with
respect to a food if—

‘(i) a scientific body of the United States
Government with official responsibility for
public health protection or research directly
relating to human nutrition (such as the Na-
tional Institutes of Health or the Centers for
Disease Control and Prevention) or the Na-
tional Academy of Sciences or any of its sub-
divisions has published an authoritative
statement, which is currently in effect,
about the relationship between a nutrient
and a disease or health-related condition to
which the claim refers;

‘(ii) a person has submitted to the Sec-
retary, at least 150 days (during which the
Secretary may issue a regulation described
in subparagraph (4)(D) and may notify any
person who is making a claim as authorized
by clause (C) that such person has not sub-
mitted all the information required by such
clause) before the first introduction into
interstate commerce of the food with a label
containing the claim, (I) a notice of the
claim, which shall include the exact words
used in the claim and shall include a concise
description of the basis upon which such per-
son relied for determining that the require-
ments of subclause (i) have been satisfied,
(IT) a copy of the statement referred to in
subclause (i) upon which such person relied
in making the claim, and (III) a balanced
representation of the scientific literature,
including a bibliography of such literature,
relating to the relationship between a nutri-
ent and a disease or health-related condition
to which the claim refers;

‘‘(iii) the claim and the food for which the
claim is made are in compliance with clause
(A)(ii) and are otherwise in compliance with
paragraph (a) and section 201(n); and

‘“(iv) the claim is stated in a manner so

that the claim is an accurate representation
of the authoritative statement referred to in
subclause (i) and so that the claim enables
the public to comprehend the information
provided in the claim and to understand the
relative significance of such information in
the context of a total daily diet.
For purposes of this clause, a statement
shall be regarded as an authoritative state-
ment of a scientific body described in sub-
clause (i) only if the statement is published
by the scientific body and shall not include
a statement of an employee of the scientific
body made in the individual capacity of the
employee.

(D) A claim submitted under the require-
ments of clause (C) may be made until—

‘(i) such time as the Secretary issues a
regulation (including a regulation described
in subparagraph (4)(D)) under the standard in
clause (B)(i)—

“(I) prohibiting or modifying the claim and
the regulation has become effective, or

“(II) finding that the requirements of
clause (C) have not been met, including find-
ing that the petitioner has not submitted all
the information required by such clause; or

‘“(ii) a district court of the United States
in an enforcement proceeding under chapter
IIT has determined that the requirements of
clause (C) have not been met.”.

SEC. 304. NUTRIENT CONTENT CLAIMS.

Section 403(r)(2) (21 U.S.C. 343(r)(2)) is
amended by adding at the end the following:

“(G) A claim of the type described in sub-
paragraph (1)(A) for a nutrient, for which the
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Secretary has not promulgated a regulation
under clause (A)(i), shall be authorized and
may be made with respect to a food if—

‘(i) a scientific body of the United States
Government with official responsibility for
public health protection or research directly
relating to human nutrition (such as the Na-
tional Institutes of Health or the Centers for
Disease Control and Prevention) or the Na-
tional Academy of Sciences or any of its sub-
divisions has published an authoritative
statement, which is currently in effect,
which identifies the nutrient level to which
the claim refers;

‘(i) a person has submitted to the Sec-
retary, at least 150 days (during which the
Secretary may issue a regulation described
in subparagraph (4)(D) and may notify any
person who is making a claim as authorized
by clause (C) that such person has not sub-
mitted all the information required by such
clause) before the first introduction into
interstate commerce of the food with a label
containing the claim, (I) a notice of the
claim, which shall include the exact words
used in the claim and shall include a concise
description of the basis upon which such per-
son relied for determining that the require-
ments of subclause (i) have been satisfied,
(IT) a copy of the statement referred to in
subclause (i) upon which such person relied
in making the claim, and (III) a balanced
representation of the scientific literature,
including a bibliography of such literature,
relating to the nutrient level to which the
claim refers;

‘(iii) the claim and the food for which the
claim is made are in compliance with clauses
(A) and (B), and are otherwise in compliance
with paragraph (a) and section 201(n); and

‘“(iv) the claim is stated in a manner so

that the claim is an accurate representation
of the authoritative statement referred to in
subclause (i) and so that the claim enables
the public to comprehend the information
provided in the claim and to understand the
relative significance of such information in
the context of a total daily diet.
For purposes of this clause, a statement
shall be regarded as an authoritative state-
ment of a scientific body described in sub-
clause (i) only if the statement is published
by the scientific body and shall not include
a statement of an employee of the scientific
body made in the individual capacity of the
employee.

‘“(H) A claim submitted under the require-
ments of clause (G) may be made until—

‘“(i) such time as the Secretary issues a
regulation (including a regulation described
in subparagraph (4)(D))—

‘“(I) prohibiting or modifying the claim and
the regulation has become effective, or

‘“(II) finding that the requirements of
clause (G) have not been met, including find-
ing that the petitioner had not submitted all
the information required by such clause; or

‘“(ii) a district court of the United States
in an enforcement proceeding under chapter
IITI has determined that the requirements of
clause (G) have not been met.”.

SEC. 305. REFERRAL STATEMENTS.

Section 403(r)(2)(B) (21 U.S.C. 343(r)(2)(B)) is
amended to read as follows:

‘(B) If a claim described in subparagraph
(1)(A) is made with respect to a nutrient in
a food, and the Secretary makes a deter-
mination that the food contains a nutrient
at a level that increases to persons in the
general population the risk of a disease or
health-related condition that is diet related,
then the label or labeling of such food shall
contain, prominently and in immediate prox-
imity to such claim, the following state-
ment: ‘See nutrition information for
content.” The blank shall identify the nutri-
ent associated with the increased disease or
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health-related condition risk. In making the
determination described in this clause, the
Secretary shall take into account the sig-
nificance of the food in the total daily diet.”.
SEC. 306. DISCLOSURE OF IRRADIATION.

Chapter IV (21 U.S.C. 341 et seq.) is amend-
ed by inserting after section 403B the fol-
lowing:

‘‘DISCLOSURE

‘“SEC. 403C. (a) No provision of section
201(n), 403(a), or 409 shall be construed to re-
quire on the label or labeling of a food a sep-
arate radiation disclosure statement that is
more prominent than the declaration of in-
gredients required by section 403(i)(2).

‘““(b) In this section, the term ‘radiation
disclosure statement’ means a written state-
ment or symbol that discloses that a food
has been intentionally subject to radi-
ation.”.

SEC. 307. IRRADIATION PETITION.

Not later than 60 days following the date of
the enactment of this Act, the Secretary of
Health and Human Services shall—

(1) make a final determination on any peti-
tion pending with the Food and Drug Admin-
istration that would permit the irradiation
of red meat under section 409(b)(1) of the
Federal Food, Drug, and Cosmetic Act; or

(2) provide the Committee on Commerce of
the House of Representatives and the Com-
mittee on Labor and Human Resources of the
Senate an explanation of the process fol-
lowed by the Food and Drug Administration
in reviewing the petition referred to in para-
graph (1) and the reasons action on the peti-
tion was delayed.

SEC. 308. GLASS AND CERAMIC WARE.

(a) IN GENERAL.—The Secretary may not
implement any requirement which would
ban, as an unapproved food additive, lead and
cadmium based paints in the lip and rim area
of glass and ceramic ware before the expira-
tion of one year after the date such require-
ment is published.

(b) LEAD AND CADMIUM BASED PAINT.—Lead
and cadmium based paint may not be banned
as an unapproved food additive if it is on
glass and ceramic ware—

(1) which has less than 60 millimeters of
decorating area below the external rim; and

(2) which is not, by design, representation,
or custom of usage intended for use by chil-
dren.

SEC. 309. FOOD CONTACT SUBSTANCES.

(a) FoOD CONTACT SUBSTANCES.—Section
409(a) (21 U.S.C. 348(a)) is amended—

(1) in paragraph (1)—

(A) by striking ‘‘subsection (i)’ and insert-
ing “‘subsection (j)’’; and

(B) by striking at the end ‘‘or’’;

(2) by striking the period at the end of
paragraph (2) and inserting ‘‘; or”’;

(3) by inserting after paragraph (2) the fol-
lowing:

““(3) in the case of a food additive that is a
food contact substance, there is—

““(A) in effect for such substance a regula-
tion issued under this section prescribing the
conditions under which such substance may
be safely used and such substance and the
use of such substance are in conformity with
such regulation; or

‘“(B) a notification submitted under sub-
section (h) that is in effect.”’; and

(4) in the flush matter following paragraph
(3) (as added by paragraph (3)), by inserting
“or notification” after ‘‘regulation” each
place it appears.

(b) NOTIFICATION FOR F0OD CONTACT SUB-
STANCES.—Section 409 (21 U.S.C. 348), as
amended by subsection (a), is further amend-
ed—

(1) by redesignating subsections (h) and (i),
as subsections (i) and (j), respectively;

(2) by inserting after subsection (g) the fol-
lowing:
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‘““‘Notification Relating to a Food Contact
Substance

““(h)(1) Subject to such regulations as may
be promulgated under paragraph (3), a person
manufacturing or supplying a food contact
substance may, at least 120 days prior to the
introduction or delivery for introduction
into interstate commerce of the food contact
substance, notify the Secretary of the—

“‘(A) name of the person;

‘(B) identity and intended use of the food
contact substance; and

‘“(C) determination of the person that the

intended use of such food contact substance
is safe under the standard described in sub-
section (¢)(3)(A).
The notification shall contain the informa-
tion that forms the basis of the determina-
tion and all information required to be sub-
mitted by regulations promulgated by the
Secretary.

“(2)(A) A notification submitted under
paragraph (1) shall become effective 120 days
after the date of receipt by the Secretary
and the food contact substance may be intro-
duced or delivered for introduction into
interstate commerce, unless, within the 120-
day period, the Secretary—

‘(1) makes a determination that, based on
the data and information before the Sec-
retary, such use of the food contact sub-
stance has not been shown to be safe under
the standard described in subsection
(©)(3)(A), or

‘(i) makes a determination under para-
graph (3) with respect to the need for a peti-
tion under subsection (b) for such food con-
tact substance,
and informs the person of such determina-
tion.

‘““(B) A determination by the Secretary
under subparagraph (A)(i) shall constitute
final agency action subject to judicial re-
view.

“(C) A notification under this subsection
shall be effective only with respect to the
person identified in the notification.

““(3)(A) The notification process in this
subsection shall be utilized for authorizing
the marketing of a food contact substance
except where the Secretary determines that
submission and review of a petition under
subsection (b) is necessary to provide ade-
quate assurance of safety, or where the Sec-
retary and the person manufacturing or sup-
plying the food contact substance agree that
such person should submit a petition under
subsection (b).

‘“(B) The Secretary may promulgate regu-
lations to identify the circumstances in
which a petition shall be filed under sub-
section (b) and shall consider criteria such as
the probable consumption of a food contact
substance and potential toxicity of the food
contact substance in determining the cir-
cumstances in which a petition shall be filed
under subsection (b) with respect to the food
contact substance.

‘‘(4) The Secretary shall keep confidential
any information provided in a notification
under paragraph (1) for 120 days after receipt
by the Secretary of the notification. After
the expiration of such 120 days, the informa-
tion shall be available to any interested
party except for any matter in the notifica-
tion that is a trade secret or confidential
commercial information.

‘(5) In this section, the term ‘food contact
substance’ means any substance intended for
use as a component of materials used in
manufacturing, packing, packaging, trans-
porting, or holding food if such use is not in-
tended to have any technical effect in such
food.”’;

(3) in subsection (i), as so redesignated by
paragraph (1), by adding at the end the fol-
lowing: ‘“The Secretary shall by regulation
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prescribe the procedure by which the Sec-
retary may deem a notification under sub-
section (h) to be no longer in effect.”’; and

(4) in subsection (j), as so redesignated by
paragraph (1), by striking ‘‘subsections (b) to
(h)” and inserting ‘‘subsections (b) to (i)”.

(c) EFFECTIVE DATE.—Notifications under
section 409(h) of the Federal Food, Drug, and
Cosmetic Act, as added by subsection (b),
may be submitted beginning 18 months after
the date of enactment of this Act.

SEC. 310. MARGARINE.

(a) SECTION 301(m).—Paragraph (m) of sec-
tion 301 (21 U.S.C. 331) is amended by strik-
ing ‘‘section 407(b) or 407(c)”’ and inserting
‘“‘section 407.

(b) SECTION 407.—Section 407 (21 U.S.C. 347)
is amended to read as follows:

‘‘OLEOMARGARINE AND MARGARINE

““SEC. 407. No person shall sell, or offer for
sale, oleomargarine or colored margarine un-
less the principal display panel of such oleo-
margarine or margarine bears as one of its
principal features the word ‘oleomargarine’
or ‘margarine’ which is in—

‘(1) bold type on such panel;

‘“(2) a size reasonably related to the most
prominent printed matter; and

“(3) lines generally parallel to the base on
which the package rests as it is designed to
be displayed.”.

(c) AcT OF MARCH 16, 1950.—Sections 3(a)
and 6 of the Act of March 16, 1950 (21 U.S.C.
347a, 347b) are repealed.

SEC. 311. EFFECTIVE DATE.

The amendments made by this title shall
take effect on the date of the enactment of
this Act.

The SPEAKER pro tempore. Pursu-
ant to the rule, the gentleman from
Virginia [Mr. BLILEY] and the gen-
tleman from Michigan [Mr. DINGELL]
each will control 20 minutes.

The Chair recognizes the gentleman
from Virginia [Mr. BLILEY].

GENERAL LEAVE

Mr. BLILEY. Mr. Speaker, I ask
unanimous consent that all Members
may have 5 legislative days within
which to revise and extend their re-
marks on this legislation and to insert
extraneous material on the bill.

The SPEAKER pro tempore. Is there
objection to the request of the gen-
tleman from Virginia?

There was no objection.

Mr. BLILEY. Mr. Speaker, I yield
myself 4 minutes.

Mr. Speaker, if my colleagues had
told me 3 years ago that FDA mod-
ernization would come before the
House on the suspension calendar, well,
I would have asked them to see their
doctor. Yet, here we are.

Today brings to an end almost 3
years of work by the Committee on
Commerce. When the committee first
discussed the need to modernize the
FDA in 1995, we knew that outdated
rules were slowing down the vital work
of the FDA and that patients were the
ones who were suffering.

Vital new medicines and medical de-
vices were not getting to the patients
who needed them as quickly as they
should. As I said back then, it breaks
my heart to see American patients
having to go overseas to get medicines
and medical devices they need to stay
alive.

Congress had to act. But it had to act
wisely, with prudence and with bal-
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ance, because the work of the FDA is
just too important to do otherwise.
That is why our committee launched
what I believe was an unprecedented
outreach effort. Literally thousands of
hours were devoted to reaching out to
all corners of the country on this issue.

Our FDA reform team spoke to pa-
tients, to medical specialists, to re-
searchers, and to consumer groups. We
held 17 hearings over the last 3 years.
We compiled more than 2,000 pages of
testimony. Our goal then and our goal
now was balanced, well-reasoned legis-
lation, legislation that the President
would be eager to sign, legislation that
honored the medical oath, ‘‘First do no
harm.”

We have fulfilled our objectives. Last
year we produced a package of legisla-
tive proposals that have been hailed
from all quarters as balanced and rea-
sonable in their approach. Two of the
three bills were unanimously reported
by the committee. The third was ap-
proved by a voice vote.

These are the bills that have been
consolidated into the measure before
us today: H.R. 1411, the Prescription
Drug User Fee Reauthorization and
Drug Regulatory Modernization Act of
1997, which is contained as title I of
this bill; H.R. 1710, the Medical Device
Regulatory Modernization Act of 1997,
which is title II; and H.R. 2469, the
Food and Nutrition Information Re-
form of 1997, which is title III.
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All three of these measures prove,
once again, that men and women of
goodwill working together can bridge
differences. When we put the interests
of the American people first, there is
nothing that can keep us apart. We
have done our homework, we have
reached our objectives. We have built a
stronger, better, more efficient FDA.
We have enhanced the safety of the
medicines we take, the food we feed our
children, and we are going to help a lot
of people.

Medicines will be approved faster and
medical devices will get to people soon-
er, and those with serious and life-
threatening diseases will get access to
the best experimental new drugs that
modern medicine can provide. That is
important, Mr. Speaker, because when
we are sick, when we are suffering,
every minute counts.

Some of my colleagues deserve spe-
cial praise and thanks. Their work on
this issue has been tireless, and the
credit for this legislation belongs to
them, the members of our FDA reform
team: the gentleman from Florida [Mr.
BILIRAKIS], chairman of our Sub-
committee on Health and Environ-
ment, along with the gentleman from
Pennsylvania [Mr. GREENWOOD], the
gentleman from North Carolina [Mr.
BURR], the gentleman from Texas [Mr.
BARTON], the gentleman from Wis-
consin [Mr. KLUG], and the gentleman
from Kentucky [Mr. WHITFIELD].

I want to reach across the aisle, too,
to thank our friends the gentlewoman
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from California [Ms. ESHOO], the gen-
tleman from New York [Mr. TOWNS]
and the gentleman from Texas [Mr.
HALL], and I would like to thank our
ranking members, the gentleman from
Michigan [Mr. DINGELL] and the gen-
tleman from Ohio [Mr. BROWN], for
their invaluable contributions to this
effort. My colleagues should all be
proud of a job very well done. The
American people thank them, and I do
too.

Mr. Speaker, I reserve the balance of
my time.

(Mr. DINGELL asked and was given
permission to revise and extend his re-
marks.)

Mr. DINGELL. Mr. Speaker, I yield
myself 3 minutes.

Mr. Speaker, this is an excellent
piece of legislation. I strongly urge my
colleagues on both sides of the aisle to
support it. I believe it should be adopt-
ed and should be signed. It represents
some remarkable work in terms of bi-
partisanship by my good friend, the
gentleman from Virginia [Mr. BLILEY],
by the ranking member of the sub-
committee, by the distinguished chair-
man of the subcommittee, and by a lot
of other Members who have worked
very hard on this.

The legislation would extend the Pre-
scription Drug User Fee Act, which has
resulted in some enormous advances in
terms of the functioning of FDA user
fees, which have been wise and right.
That is a program which has worked
well. Today, virtually all drugs and bi-
ological products are reviewed in a
year or less. Priority drugs for serious
illnesses, drugs that represent true
clinical breakthroughs, can be re-
viewed in 6 months or less.

The entire pharmaceutical industry
joins with FDA in supporting this pro-
gram, and when that happens, we know
that we have a winner. This program is
indeed a winner, because we have wit-
nessed the continued quality of drugs
coming from FDA review, both in
terms of safety and consumer protec-
tions, and they are a monument to the
speedy and careful work now possible
to be done by an adequately staffed
FDA in this area.

The bill contains reforms in medical
device regulation. I am especially
pleased that a number of these con-
cerns represent actions suggested by
the Committee on Commerce’s Sub-
committee on Oversight and Investiga-
tion’s 1993 report, ‘‘Less Than the Sum
of Its Parts.”

One of the important things accom-
plished during the negotiations on the
medical device portions of the legisla-
tion was development of provisions
that allow improvements in efficiency
and reduce regulatory requirements
while maintaining strong public health
protection. The bill’s sponsors respon-
sibly and carefully negotiated a num-
ber of difficult compromises to assure
patient safety would not be jeopardized
in a careless attempt to speed up mar-
ket clearance and approval of products.
I believe that these provisions strike a
difficult but important balance.

CONGRESSIONAL RECORD —HOUSE

Finally, Mr. Speaker, the bill in-
cludes provisions for modifications in
food labeling requirements that will
help consumers to get access to good
information more easily and more
quickly.

In total and on balance, we have a
good piece of legislation before us
today. Members of the committee have
worked closely together, and I want to
thank the gentleman from Virginia
[Mr. BLILEY], the chairman of the com-
mittee, and the gentleman from Flor-
ida [Mr. BILIRAKIS], the chairman of
the subcommittee, for their courtesies
to me and other Democratic members
of the committee.

The staffs of the committee have
worked closely together: Howard
Cohen, Rodger Currie, Eric Berger, and
Kay Holcombe, who will be, I regret to
inform the House, leaving the com-
mittee staff at the conclusion of this
Congress. They deserve particular
thanks for bringing us to this point;
also, the gentlewoman from California
[Ms. EsHOO] and others who have
worked so hard to make this possible
deserve the appreciation of the com-
mittee and of the Congress.

I strongly urge my colleagues on
both sides of the aisle to support this
legislation. It is good legislation, it
serves the public interests, it moves
forward the regulatory process, and it
serves the interests of the consuming
public.

Mr. Speaker, I reserve the balance of
my time.

Mr. BLILEY. Mr. Speaker, I yield 4
minutes to the gentleman from Florida
[Mr. BILIRAKIS], the chairman of the
subcommittee.

(Mr. BILIRAKIS asked and was given
permission to revise and extend his re-
marks.)

Mr. BILIRAKIS. Mr. Speaker, 1
thank the gentleman for yielding me
this time.

Mr. Speaker, today the House is con-
sidering landmark legislation which
will streamline the drug approval proc-
ess, provide safer foods to our citizens,
and address critical problems in the ap-
proval of medical devices.

On September 17, the Subcommittee
on Health and Environment approved
all three FDA bills by voice vote. On
September 25, the full Committee on
Commerce approved the drug and food
bills by a vote of 43 to zero, and the de-
vice bill by voice vote the following
day.

In the ensuing days, a small number
of outstanding issues were diligently
and successfully resolved following bi-
partisan discussion between Chairman
BLILEY and myself, other interested
members of the majority, the distin-
guished ranking member, the gen-
tleman from Michigan, Mr. DINGELL,
the gentleman from California, Mr.
WAXMAN, and other concerned members
of the minority.

As Members may be aware, at the
end of last week Chairman BLILEY and
the gentleman from Michigan, Mr. DIN-
GELL, coauthored a memo to all mem-
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bers of the Committee on Commerce
informing them that these issues had
been successfully resolved and that the
legislation would be placed on the Sus-
pension Calendar. Since that time, the
three reported FDA reform bills, H.R.
1411, H.R. 1710 and H.R. 2469, were con-
solidated into the substitute version of
H.R. 1411. This morning in a bipartisan
“Dear Colleague” letter, Chairman
BLILEY and the gentleman from Michi-
gan, Mr. DINGELL, urged all Members
to support the consolidated bill that is
now before the House.

In short, the drafting, negotiations
and markup of this legislation have
been a shining example of what can be
accomplished in the spirit of biparti-
sanship and cooperation among Mem-
bers.

The foundation of these bills was de-
veloped during the last Congress. For
those of my colleagues who may not re-
member, both Republican and Demo-
crat members of the Committee on
Commerce sat shoulder-to-shoulder
with the FDA on the legislative pack-
age to modernize the agency, and while
our committee never actually marked
up this legislation, these discussions
laid the groundwork for the bill we are
considering today.

This has been an open process, one
which has been open to anyone who is
interested in FDA reform. Since the be-
ginning of the 104th Congress, the Com-
mittee on Commerce conducted 17 sep-
arate formal hearings on FDA reform
and FDA-related issues, which rep-
resented 72 hours and 44 minutes and
2,094 pages of testimony.

In addition, members of the com-
mittee and their staffs have met with
patient and consumer groups, medical
consumer groups, manufacturers, the
FDA and others who are interested in
FDA reform. We have had an open door
policy throughout the process, and the
fact that this bill was placed on the
Suspension Calendar with the full sup-
port of the gentleman from Michigan
[Mr. DINGELL] is a reflection of our suc-
cess.

There are many, Mr. Speaker, who
deserve credit for bringing this legisla-
tion before the House. First I want to
thank the gentleman from Pennsyl-
vania [Mr. GREENWOOD], who took the
time to educate himself and other
Members on complex FDA issues. He
played a key role in developing this
bill. I want to thank the gentleman
from North Carolina [Mr. BURR] for his
willingness to sponsor the drug reform
legislation. His bill will accomplish an
important goal: Improving the drug ap-
proval process.

The gentleman from Wisconsin [Mr.
KLua], along with the gentleman from
Kentucky [Mr. WHITFIELD], the gen-
tleman from Texas [Mr. HALL], and the
gentleman from New York [Mr. TOWNS]
have been leaders in reforming food
laws.

The gentleman from Texas [Mr. BAR-
TON] and the gentlewoman from Cali-
fornia [Ms. ESHOO] have dedicated time
and energy to writing a bipartisan
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medical device bill. Both have been
successful in crafting a bill which is
considered reasonable and responsible
by both Members of Congress and in-
dustry.

Finally, I want to thank our full
committee chairman, the gentleman
from Virginia [Mr. BLILEY], the sub-
committee ranking member, the gen-
tleman from Ohio [Mr. BROWN], and the
full committee ranking member, the
gentleman from Michigan [Mr. DIN-
GELL]. We are considering FDA reform
today due to their willingness to work
out the details of this legislation with
the administration and the FDA.

And of course I also appreciate the
support this process has received from
both HHS Secretary Donna Shalala and
the acting FDA Commissioner, Dr. Mi-
chael Friedman. Their leadership and
cooperation helped us achieve our ulti-
mate goal of considering practical and
thoughtful FDA reform legislation.

Mr. DINGELL. Mr. Speaker, I yield 3
minutes to the gentleman from Ohio
[Mr. BROWN].

Mr. BROWN of Ohio. Mr. Speaker, 1
thank the gentleman for yielding me
this time.

Our first goal must be to ensure that
patients have access to safe and effec-
tive new products as quickly as hu-
manly and scientifically possible.
While this bill continues to include
some provisions that give me pause, I
also believe it includes provisions that
are workable, positive and contribute
to the goal of ensuring an FDA oper-
ation that works in the best interests
of its most important customers: Pa-
tients.

Nevertheless, as we proceed with this
discussion I think it is important to
put a few facts in perspective. Many
have argued that FDA reform is essen-
tial because new and improved drugs
and medical devices are not reaching
American patients quickly enough. The
facts simply do not bear this out.

For example, through FDA’s own
management initiatives and without
any change in legislation, FDA’s Cen-
ter for Devices has overhauled its oper-
ations and dramatically improved its
review times for new products. Fur-
ther, I think the majority of medical
device manufacturers will agree that
the center is more user-friendly and ef-
ficient than ever before. I hope as we
proceed to conference with this legisla-
tion we will look carefully at provi-
sions relating to medical devices to en-
sure that we are not increasing re-
quirements for FDA in a way that will
set back the progress that has been
made.

One of the most important provisions
included in this legislation is the reau-
thorization of the Prescription Drug
User Fee program. PDUFA has pro-
vided the agency with the resources it
clearly needed to allow it to continue
to be the world leader in the review
and the approval of new drugs. If there
were one single reason for the House to
pass this bill, drug user fees is that rea-
son.
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I am pleased the legislation includes
some process improvements related to
FDA’s regulation of generic drugs.
While these products are not the break-
through miracle drugs we read about in
headlines, generic drugs are small mir-
acles to millions of elderly patients, es-
pecially those living on fixed incomes,
who depend on these alternatives
which many times are vastly less ex-
pensive than brand name products. Ge-
neric products generally save billions
of dollars in health care costs.

I was disappointed that the bill did
not go further in addressing what I be-
lieve are several difficult problems re-
lated to the review of generic drugs:
Frivolous citizen petitions filed by law-
yers representing the large drug com-
panies which divert resources and slow
the approval of generic alternatives. I
hope we can continue to work on these
matters, perhaps in the context of fu-
ture legislation.

I remain concerned about provisions
in the bill that allow manufacturers to
distribute information about off-label
uses of their products. I am not con-
vinced by the arguments that this kind
of system is necessary for physicians to
have the information they need to
treat patients, especially given the
companies’ financial interest in pro-
moting their products. I will closely
monitor this program to determine
whether it, in fact, is in the best inter-
ests of patients, or simply serves to en-
rich drug and device companies.

Mr. Speaker, FDA is a remarkably ef-
fective agency. I have never been per-
suaded that massive changes in laws
were needed to correct any dreadful
problem lurking under the surface, but
working with the gentleman from Vir-
ginia [Mr. BLILEY], the gentleman from
Florida [Mr. BILIRAKIS], the gentleman
from Michigan [Mr. DINGELL], and the
gentlewoman from California [Ms.
EsHOO0], I am pleased that this legisla-
tion focuses more on modernizing than
completely overhauling this very good
public agency.

Mr. BLILEY. Mr. Speaker, I yield
myself such time as I may consume to
point out that not with us this morn-
ing is the gentleman from Pennsyl-
vania [Mr. GREENWOOD], whose father
underwent bypass surgery yesterday,
and I know all of us will want to have
him in our prayers.

With that, I yield 3 minutes to the
gentleman from North Carolina [Mr.
BURR].

(Mr. BURR of North Carolina asked
and was given permission to revise and
extend his remarks.)

Mr. BURR of North Carolina. Mr.
Speaker, I thank the gentleman from
Virginia [Mr. BLILEY], and I thank the
gentleman from Florida [Mr. BILI-
RAKIS], the gentleman from Michigan
[Mr. DINGELL], the ranking member,
and the gentleman from Ohio [Mr.
BROWN]. Without their leadership we
would not be here today talking about
reform of this crucial agency.

I was fortunate in the 104th Congress
to be with a group of individuals com-
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mitted and focused on FDA reform:
The gentleman from Pennsylvania [Mr.
GREENWOOD], the gentleman from Wis-
consin [Mr. KLUG], and the gentleman
from Texas [Mr. BARTON], and I truly
believe that that was the real impetus
behind our success that we are here to
put into law today. Without their
focus, and the addition of the gentle-
woman from California [Ms. ESHOO]
and the gentleman from Kentucky [Mr.
WHITFIELD], we might not have com-
pleted this task, and I am grateful for
their commitment.
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I also realize that this has been a
taxing process, one that we could not
have completed without Howard Cohen,
Eric Berger, Rodger Currie, and Kay
Holcombe, staff members who devoted
countless hours to the changes that
Members sought in this very crucial
piece of legislation.

This is extraordinary to have H.R.
1411 on the floor, because today is
about one thing and one thing only. It
is about patients. It is about patients’
access to safe, technologically supe-
rior, and affordable medical treatment.

Mr. Speaker, throughout the past 2
years I have compiled countless stories
of patients and their experience with
the Food and Drug Administration. I
remember Lissy Mahler from Lansing,
NC, who, after trying everything avail-
able at the time, sought an investiga-
tional treatment therapy for her can-
cer. The investigational therapy im-
proved the quality of her life and may
have prolonged her life.

And there was Frances Swaim, who
wrote me as an elderly mother of a
child with multiple sclerosis and said,
‘““Congressman, the only thing I ask is
that you change the Food and Drug Ad-
ministration so that drugs I know are
available other places might be ap-
proved so my daughter, and others, can
in fact benefit with their quality of
life.”

Countless patients across this coun-
try have visited my office. I remember
the day that Steve Seigel came in to
talk about Mary Jo’s cancer and about
the struggle that she went through and
the belief that the FDA, to her, had no
human face. What have we done over
the past 2% years? We have placed a
human face on the FDA and a human
face on patients, and for Mary Jo, her
dream has become reality.

Mr. Speaker, I also realize that many
of the people who visited my office this
year will not be back next year because
we have not done it quick enough. But
it is important that we understand
that now is the time for Congress and
the Food and Drug Administration to
work together to make the changes, to
make sure that as the American people
cross that ‘“‘Bridge to the 2lst Cen-
tury,” that we do not look back at the
FDA, that in fact they go across with
us.

FDA modernization is not radical, it
is responsible. It is not senseless, it is
safe. I urge my colleagues today to re-
member that in fact passage of this
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legislation is about patients and their
quality of life.

Mr. DINGELL. Mr. Speaker, I yield 4
minutes to the distinguished gentle-
woman from California [Ms. ESHOO].

Ms. ESHOO. Mr. Speaker, title II of
the legislation we are going to vote on
today was known as H.R. 1710, the Med-
ical Device Regulatory Modernization
Act, sponsored by the gentleman from
Texas [Mr. BARTON] and myself.

My colleague from Texas and I have
worked very, very hard to craft a bill
that can and should be broadly sup-
ported by the full House today. I salute
the gentleman from Texas for his work
on the bill and his commitment to
making it a bipartisan effort.

Mr. Speaker, I also want to salute
the gentleman from Virginia [Mr. BLI-
LEY], the distinguished chairman of the
Committee on Commerce; the gen-
tleman from Florida [Mr. BILIRAKIS],
the distinguished chairman of the Sub-
committee on Health and Environ-
ment; the gentleman from Michigan
[Mr. DINGELL], our very distinguished
ranking member; and the gentleman
from Ohio [Mr. BROWN]. Together I
think that we have produced some-
thing that we can all be proud of.

Mr. Speaker, H.R. 1710 passed the
Subcommittee on Health and Environ-
ment and the full Committee on Com-
merce by a voice vote, and the bill en-
joyed almost 150 bipartisan cosponsors.

This bill provides the FDA with new
authority to recognize performance
standards and initially classify devices
according to risk. Patients will get
greater access. And I want to under-
score that, it is so important to the
American people. They have greater
access to investigational devices and
access to devices that will benefit
small numbers of people, much like the
successful Orphan Drug Program.

The bill provides companies with the
opportunity to meet with the FDA to
resolve their differences and focus
their research early in the review proc-
ess. In short, Mr. Speaker, this legisla-
tion will help move the FDA into the
next century.

Mr. Speaker, the bill improves cur-
rent law by focusing FDA’s review
process for 510(k) applications, which is
the process by which lower risk devices
get cleared by the FDA for marketing.

To address concerns raised by the
Agency that the bill was too restrictive
on their ability to look at the intended
use of the device not listed on the pro-
posed label, the bill allows for very
narrow circumstances under which the
Agency could seek information beyond
the label. Decisions to look beyond the
label will be made by senior Agency of-
ficials, not individual reviewers, and
are clearly intended to be the excep-
tion rather than the rule. FDA sup-
ported this.

Mr. Speaker, the bill amends the
FDA’s current process for postmarket
surveillance and replaces it with au-
thority requiring surveillance of high-
risk devices for 3 years, allowing for
surveillance periods of even longer pe-
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riods of time if agreed to by the FDA
and the manufacturer. This provision,
too, was fully supported by the FDA.

I also want to point out a section of
the bill dealing with outside reviewers,
so my colleagues are clear on what the
bill proposes. We have exempted all
class III devices from outside review.
We have exempted any class II device
that is implantable, life-supporting, or
life-sustaining from outside review. If
there is a device for which FDA be-
lieves no qualified third party review
exists, then the Agency will not have
to accredit such an entity.

In closing, Mr. Speaker, I want to
thank some very key people from our
respective staffs that have worked so
hard to make sure that this legislation
would move forward. In particular, I
want to salute Kay Holcombe, Howard
Cohen, Rodger Currie, and Eric Berger
of the committee staff, Beth Hall of the
staff of the gentleman from Texas [Mr.
BARTON], and Bill Bates of my own. He
has aged considerably from being a
very young man at the beginning of
this process to this moment.

Mr. Speaker, all of these individuals
brought forward their commitment to
us to bring forward a bill that we could
be proud of, that would deserve and
enjoy bipartisan support, and, most of
all, benefit the American people by the
benefit of what the industry can bring
forward in this country.

Mr. BLILEY. Mr. Speaker, I yield 2
minutes to the gentleman from Ken-
tucky [Mr. WHITFIELD].

Mr. WHITFIELD. Mr. Speaker, 1
thank the gentleman from Virginia
[Mr. BLILEY] very much for the leader-
ship that he has provided in this effort
today, and I certainly want to com-
mend both sides of the aisle as they
worked very hard together. I also want
to emphasize the importance of the
staff and all of the long hours that they
put in on this legislation.

H.R. 2469 passed the Committee on
Commerce by a vote of 43 to 0. It is a
bill that is going to help us streamline
the processing of petitions at FDA.
This is a modest first step in our ef-
forts to streamline the Nutrition La-
beling and Education Act of 1990. But
the changes will provide FDA with ad-
ditional flexibility as it processes peti-
tions filed at the Agency, provide alter-
native petition methods for health and
nutrient claims, if claims meet the sig-
nificant scientific standard, and I want
to emphasize that that standard is
maintained.

This legislation will place a statu-
tory deadline for FDA to complete ac-
tion on petitions and will address the
first amendment problem raised in the
Federal court case of The Nutritional
Health Alliance versus Shalala. FDA
will be required to complete its actions
on petitions within 540 days. This is a
more liberal standard for FDA than the
nonbinding 270-day limitation it placed
on itself in response to the Nutritional
Health Alliance case I just mentioned.

Of course, many Members wanted to
do more, particularly in the area of na-
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tional uniformity for labeling stand-
ards. But as I stated earlier, this is an
important first step, and I want to
commend all of those who were in-
volved in this legislation.

Mr. DINGELL. Mr. Speaker, I yield 2
minutes to the distinguished gen-
tleman from California [Mr. WAXMAN].

Mr. WAXMAN. Mr. Speaker, the bill
we have before us today is the product
of a long and intense period of negotia-
tion between people with very different
views of the FDA, how it works today,
and how it should do its job in the fu-
ture.

It is a compromise and one that prob-
ably makes no one completely happy,
but it is a good faith effort to find a
common ground so that we could move
legislation forward in a timely way to
reauthorize what has been one of the
most successful programs we have to
help the FDA do its job and do it better
and faster. That is known as the Pre-
scription Drug User Fee Program, also
PDUFA.

It is a program with broad support by
industry and the Agency and one that
has been widely acknowledged as work-
ing and working extremely well. It has
led to faster approval of drugs with no
diminution of the thoroughness or
scope of the review. Throughout the
process, it has been the primary goal of
every party of this debate to find legis-
lation that could be broadly supported
and achieve this reauthorization.

If T were writing the legislation, it
would be a very different product than
we have before us today. I would not
authorize off-label use of drugs or third
party review of devices, for example. I
would not weaken the FDA authority
to fully review devices for all likely
uses, and I firmly believe that over the
long run, we will regret that we have
changed FDA law in this way.

But, Mr. Speaker, I recognize the
broad interest in this body and in the
Senate in trying out these changes,
and I recognize that the FDA nego-
tiated many protections in the way the
off-label provisions would work and
that the demonstration of third party
review of devices is now considerably
more limited than when this debate
started.

Most particularly, I recognize that
we have provided for a sunset of each of
these experimental provisions so that
all of us will have an opportunity to
understand how they have worked and
reconsider them, if necessary. To me,
that is a critical aspect of these bills.

Mr. Speaker, I am particularly
pleased to see provisions in the bill
which expand the clinical trial data
base which I think can be helpful to
many people around the country deal-
ing with many serious and life-threat-
ening diseases.

I join in supporting this legislation,
and will have a further statement in
the RECORD.

Mr. BLILEY. Mr. Speaker, I yield 3
minutes to the gentleman from Texas
[Mr. BARTON].
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(Mr. BARTON of Texas asked and
was given permission to revise and ex-
tend his remarks and to include extra-
neous matter therein.)

Mr. BARTON of Texas. Mr. Speaker,
at the start of the last Congress, con-
sumers were unhappy with the FDA,
the medical community was unhappy
with the FDA, patient groups were un-
happy with the FDA. I would think if
we took a poll within the FDA, many
of the FDA employees were unhappy
with the FDA. It was so bad that at my
first hearing on the FDA, I said that
FDA stood for ‘“Foot Dragging and Ali-
bis.”

Mr. Speaker, because of the hearings
we had in this Congress and in the last
Congress, we have before us today a bi-
partisan piece of legislation that is a
giant step in the right direction toward
bringing the FDA into the 20th and 21st
century.

I want to thank Speaker GINGRICH for
making this a priority. I want to thank
the gentleman from Virginia [Mr. BLI-
LEY], chairman of the full committee;
the gentleman from Michigan [Mr. DIN-
GELL], the ranking member; the gen-
tleman from Pennsylvania [Mr. KLINK],
my colleague and ranking member; the
gentleman from Florida [Mr. BILI-
RAKIS]; Donna Shalala; and President
Clinton for making this day a possi-
bility.

On the medical device section of the
bill, that is the section of the bill that
the gentlewoman from California [Ms.
EsHOO] and I have worked so long and
hard on, we have a number of improve-
ments. We have a system of third party
review for class I and most class II
medical devices. We have a system for
expedited approval and reporting re-
quirements for devices that have al-
ready been approved overseas. We have
a strong provision to protect the prac-
tice of medicine for the medical com-
munity. We have a requirement that
they will establish a workable appeals
process for arbitrating scientific dis-
putes in the statute, and we reclassify
all existing devices so that they are
not automatically classified as class IIT
when they come into the Agency.

Mr. Speaker, we allow the manufac-
turers to announce in the promotional
materials that their products have ac-
tually been FDA approved.

There is one section of the bill that
deals with the scope of review that I
want to go into further detail on. This
is the process that would allow a prod-
uct to come to market as long as it is
substantially equivalent to a product
already on the market.

In the original bill, there was a provi-
sion that would require the FDA to
make a determination solely on the in-
tend use of the label. Some members of
the committee and the FDA felt that
this would prohibit them from ade-
quately reviewing the product. So in
this package, we have a compromise
that is a very carefully constructed
provision that would allow the FDA to
go beyond the label under certain con-
ditions. They have to be exceptional,
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they have to be carefully controlled
circumstances, and the FDA has admit-
ted that this authority will be rarely
used, and only in the most exceptional
cases.

We have a good bipartisan agreement
between us. The FDA no longer stands
for ‘“Foot Dragging and Alibis,” it
stands for ‘“‘Fair Deals for All.”’

Mr. Speaker, I hope that we will
unanimously support this, and I want
to thank my staff member Beth Hall
and Bill Bates from the staff of the
gentlewoman from California [Ms.
EsHOO0]. They have done exceptional
work, along with the committee staffs
on both sides of the aisle.

Mr. DINGELL. Mr. Speaker, I yield 3
minutes to the gentleman from New
Jersey [Mr. PALLONE].
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Mr. PALLONE. Mr. Speaker, the leg-
islation before us has been the product
of hard work, tough negotiations and
true bipartisanship, and the result is a
well crafted bill that will reauthorize
the Prescription Drug User Fee Act
and enact common sense Food and
Drug Administration reform.

I want to take the opportunity to
congratulate the chairmen and the
ranking members of both the full com-
mittee and the subcommittee, as well
as the professional staff of the Com-
mittee on Commerce on both sides of
the aisle, particularly Kay Holcombe,
whom I work with the most, for a job
well done.

Mr. Speaker, this legislation will
take the FDA into the 21st century by
giving the FDA the tools to continue
to do its job effectively while keeping
pace with the new technological inno-
vations and medical breakthroughs.

I just wanted to mention, concerning
the drug provisions, I am pleased with
the inclusion of a bipartisan amend-
ment which would provide for the noti-
fication of discontinuance when a com-
pany terminates a product the absence
of which would cause severe harm to a
patient. To allay industry concerns. We
have included a ‘‘good cause” waiver
that allows the FDA to waive the time
requirement under certain cir-
cumstances.

In addition, there are two amend-
ments concerning mercury that were
incorporated into the bill. One of the
provisions requires the FDA to study
the impact of a form of organic mer-
cury in nasal sprays on the brain. It
has already been banned for use on ag-
ricultural crops since 1969 and has been
considered a neurotoxin. And the sec-
ond provision would examine the sale
of mercury as a drug or for other home
use.

Mr. Speaker, with regard to medical
devices, I want to congratulate the
gentlewoman from California [Ms.
EsHOO] and the gentleman from Texas
[Mr. BARTON] for their ability to find
common ground with the FDA and in-
dustry on these issues. I believe that
the third party review process has been
worked out well. It will free up the
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FDA’s limited resources to review and
approve high-risk devices.

Finally, Mr. Speaker, I am pleased
that language was included to ensure
that this legislation does not hinder
the FDA’s authority to reduce teen
smoking. We already know that 3,000
kids start smoking each day, and that
in my State of New Jersey alone over
130,000 children currently under 18 will
die prematurely from tobacco-related
diseases.

Mr. Speaker, it is my expectation
that this bill will pass with over-
whelming support today, but along
with its passing today we must work
quickly in conference to report out a
good bill that the President can sign
into law. The longer we delay, the
more risk we take in slowing the drug
approval process.

I have to say certainly that the sus-
pension process today, which I never
thought would happen, is a very good
indication that every one involved is
seeking to move quickly and that any
differences with the Senate can be
quickly overcome. I certainly urge all
of my colleagues, not only Members of
the committee but all of our col-
leagues, to register a strong statement
of support by voting overwhelmingly
for this legislation today.

Mr. BLILEY. Mr. Speaker, I yield 1
minute to the gentleman from Michi-
gan [Mr. UPTON].

Mr. UPTON. Mr. Speaker, I rise in
strong support of H.R. 1411, the Food
and Drug Administration Regulatory
Modernization Act.

Much has been said about the able
leadership of our chairman, the gen-
tleman from Virginia [Mr. BLILEY], the
gentleman from Texas [Mr. BARTON],
the gentleman from Florida [Mr. BILI-
RAKIS], and our friends on the other
side of the aisle, the gentleman from
Michigan [Mr. DINGELL], the gentle-
woman from California [Ms. ESHOO],
and the gentleman from Ohio [Mr.
BROWN].

I would also like to comment on our
terrific staff on both sides of the aisle.
Howard Cohen, Eric Berger and Jane
Williams on my staff spent countless
hours walking Members through the
myriad of different amendments and
travails. It was terrific to see us come
together in a great moment of bipar-
tisan harmony and pass this legislation
out of our full committee 43 to noth-
ing.

This legislation embodies several
basic goals that I believe all of us, pa-
tients and consumers, health profes-
sionals and drug device and food indus-
tries, and the Congress, all share. We
want to ensure that patients and con-
sumers continue to enjoy the benefits
of innovations in treatments and tech-
nologies that bring us lifesaving and
enhancing drugs and medical devices,
with a safe, abundant healthful, afford-
able food supply.

Mr. DINGELL. Mr. Speaker, I yield 1
minute to the gentleman from Texas
[Mr. GREEN].
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(Mr. GREEN asked and was given
permission to revise and extend his re-

marks.)

Mr. GREEN. Mr. Speaker, this morn-
ing we are considering a bill that I
never believed would be debated under
suspension rules. In fact, I thought my
chances of winning the lottery in Texas
were much better than the FDA reform
bill being on the suspension calendar.

This bill has had a long and conten-
tious history on the Committee on
Commerce. It was not always clear
that a compromise bill could be
reached. This bill is a step forward for
reform. I believe both sides of the aisle
should support it, and we have heard
this morning they do.

One of the areas that caused the
most concern for me was the approval
process for medical devices, particu-
larly third party review. I am pleased
that the gentlewoman from California
[Ms. EsHOO] and the gentleman from
Texas [Mr. BARTON] have come to-
gether and worked out a compromise
that would utilize the expertise of out-
side reviewers, prevent conflicts of in-
terest, and involve the FDA in the cer-
tification of reviewers. Even with the
use of outside reviewers, the bill still
gives the FDA discretion to accept or
deny the recommendations of outside
reviewers.

This reform, combined with other
portions of the bill, will help medical
device companies know what is re-
quired of them during the FDA review,
and gives them a sense of certainty
that their application will be handled
within a certain period of time. At the
same time, it recognizes the FDA’s role
at the center of the medical device and
drug review process and reassures the
American people they will be account-
able for the safety and efficacy of drugs
and devices.

Mr. BLILEY. Mr. Speaker, I yield
such time as he may consume to the
gentleman from Florida [Mr. FOLEY].

(Mr. FOLEY asked and was given per-
mission to revise and extend his re-

marks.)
Mr. FOLEY. Mr. Speaker, I rise in

support of the bill, and will include
concerns which were not addressed in
the bill which would allow the FDA
and EPA to ban products used by
asthmatics that are medically nec-

essary.

Mr. BLILEY. Mr. Speaker, I yield 1
minute to a member of the committee,
the gentleman from Iowa [Mr.
GANSKE].

Mr. GANSKE. Mr. Speaker, I rise in
strong support of H.R. 1411.

E. coli bacteria results in between
10,000 and 20,000 illnesses a year. While
proper cooking can Kkill E. coli, it de-
prives us of something that many of us
really like, a nice juicy rare ham-
burger. Pasteurizing red meat with
low-dose irradiation Kkills bacteria
without harming the food. The process
has already been approved by FDA for
spices, poultry, pork. Why not ham-
burger?

For more than 3 years the Food and
Drug Administration has been sitting
on a petition to allow the use of low-
dose irradiation for red meat. It is time
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that they passed. H.R. 1411 includes an
amendment I offered to make the FDA
complete its review within 60 days. Mr.
Speaker, we need to have safer meat.
Low-dose irradiation would provide
that. A vote for this bill will make all
of us a hamburger helper.

Mr. DINGELL. Mr. Speaker, I yield
myself 1 minute for the purposes of a
colloquy, and I yield to the distin-
guished gentleman from Rhode Island
[Mr. KENNEDY].

Mr. KENNEDY of Rhode Island. Mr.
Speaker, I would like to thank my col-
league from Michigan for yielding to
me.

Thirty million Americans rely on
CFC propelled metered-dose inhalers.
These are the inhalers for asthmatics.
Over 30 million Americans rely on
them. Yet in March 1997, the FDA pro-
posed a policy that would ban these
metered-dose inhalers for asthmatics
all across the country, while the FDA
did not take into account what alter-
natives would be available to millions
of children in this country.

I want to thank the ranking member
of the committee and the chairman for
recognizing the need to modify this
FDA policy, and look forward to work-
ing with them to see that appropriate
amendments are made to the FDA law
so that metered-dose inhalers are not
banned for children in this country.

Mr. DINGELL. Mr. Speaker, the com-
mittee considered this matter. We re-
gard it as important and we will pursue
it further.

Mr. BLILEY. Mr. Speaker, I reserve
the balance of my time to close.

Mr. DINGELL. Mr. Speaker, I yield 2
minutes to the gentleman from Florida
[Mr. DEUTSCH].

Mr. DEUTSCH. Mr. Speaker, this is
what this process is supposed to be
about, making legislation to make the
people’s lives in the United States a
little bit better. I believe very strongly
that that is what this legislation will
do.

I think just for a second though we
should remind ourselves that this was
not an easy process and it was a long
process. I think the work in particular
of the gentleman from Michigan [Mr.
DINGELL] and other leadership on the
Democratic side and the Democratic
Members really have brought us to-
ward this point in time. Just 12 months
ago, 24 months ago, the FDA legisla-
tion that was in front of us was a much
more radical, in fact, a radical and
really threatening piece of legislation
to the American people.

In terms of the prescription drug
area, we have made some dramatic
strides. I believe there is still one area
in the conference committee, I know
that the Members, the gentleman from
North Carolina [Mr. BURR] in par-
ticular, as well as the gentleman from
Florida [Mr. BILIRAKIS], will be work-
ing on. That is the issue of exclusivity
for new antibiotic drugs. The bill lim-
its exclusivity to new antibiotics and
that exclusivity would not apply to
any drug for which an NDA is already
pending. I am also pleased that we have
a commitment to continue working on
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eliminating exclusivity to antibiotics
in which there is not a pending I&D,
which is the final stage of clinical in-
vestigation.

This Congress has made very signifi-
cant strides in promoting the use of ge-
neric drugs in the United States of
America as a cost containment and a
health issue for all Americans. In an
attempt to both balance the need for
innovation in terms of resistant strain
antibiotics, while at the same time bal-
ancing the need for generics and the
purpose for generics that this Congress
has stated very strongly on many occa-
sions over the last years, I think it is
important that any additional exclu-
sivity that we grant in terms of anti-
biotics, which would be the first time
that there would be exclusivity for an-
tibiotic drugs, that it be limited in
scope very narrowly to the challenge
that we face in terms of resistant
strains. I know we have made some
moves in that direction, and hopefully
as we enter the conference report we
can continue that as much as possible
within the specifics.

Mr. DINGELL. Mr. Speaker, I yield
myself 1 minute for purposes of clo-
sure.

I simply want to read the language of
the administration on this. It says:

The administration applauds the House for
its efforts to produce a bipartisan FDA re-
form bill and appreciates the responsiveness
to concerns that have been raised. Because of
the importance of obtaining a 5-year exten-
sion of the Prescription Drug User Fee Act,
[PDUFA], the administration has no objec-
tion to the House passage of H.R. 1411.

I urge my colleagues to recognize
that this is a compromise. This is a
good compromise. It represents a bill
which makes progress, which serves
the public interest, which helps the
manufacturers but which also protects
the consumer with exquisite care. It is
an excellent bill. I urge my colleagues
to vote for it.

Mr. BLILEY. Mr. Speaker, I would
like to say, it has been said before in
the debate but I want to thank the
staff, particularly Howard Cohen, Eric
Berger, Roger Carey, and Alan Hill and
Kay Holcombe.

With that, Mr. Speaker, I yield the
balance of my time to the gentleman
from Wisconsin [Mr. KLUG].

Mr. KLUG. Mr. Speaker, I thank the
gentleman. I have watched a number of
young friends in my district grow a
head taller as we have worked on this
bill for the past 3 years. And while they
have outgrown last year’s school
clothes, unfortunately they cannot
outgrow their diseases. Amber still has
juvenile diabetes. Cody still has epi-
lepsy. And Kristin still has asthma. To-
day’s bill will go a long way toward
easing their suffering by setting up
special testing for new drugs aimed at
children and expediting new uses for
drugs also aimed at treating children’s
diseases.

This bill is going to go a long way to-
wards easing the suffering of millions
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of Americans across this country and
obviously not just children. But most
importantly, I think that this legisla-
tion will go a long way toward chang-
ing the culture at the Food and Drug
Administration. It is a move away
from scare tactics and toward sounds
science on food policy, away from red-
tape and toward sound science and
speedy approval on new medical de-
vices. Perhaps most importantly, it is
a move away from bureaucracy, and fi-
nally toward compassion.

Congratulations to my colleagues
who have worked on this bill for so
long and so hard for the past 3 years,
the gentleman from Virginia [Mr. BLI-
LEY] and the gentleman from Michigan
[Mr. DINGELL], the gentleman from
Florida [Mr. BILIRAKIS] and the gen-
tleman from California [Mr. WAXMAN],
the gentleman from Texas [Mr. BAR-
TON], the gentleman from North Caro-
lina [Mr. BURR], and the gentleman
from Pennsylvania [Mr. GREENWOOD].
Our fight has gone back a long way,
back to the early days of 1994.

And thanks to the professional staff
on both sides who have worked so hard
for the last 3 years as well. But most of
all, congratulations to my three young
friends. For Cody and Amber and Kris-
tin and millions of Americans suffering
from diseases across the country, this
bill is for them.

Mr. SMITH of New Jersey. Mr. Speaker, |
am pleased that today the House has finally
taken long-overdue action to reauthorize the
Prescription Drug User Fee Act (H.R. 1411).

In 1992, Congress enacted the Prescription
Drug User Fee Act (P.L. 102-571) to author-
ize the Food and Drug Administration [FDA] to
collect user fees from pharmaceutical compa-
nies to pay for more timely reviews of new,
breakthrough drugs. It has been estimated
that over $300 million in user fees have been
collected under Public Law 102-571 to help fi-
nance safety and efficacy trials at the FDA. All
of these user fees have been returned directly
to the FDA, which used the money to expand
its staff and cut review times for new drugs,
thereby ensuring that patients ultimately ben-
efit from the program.

H.R. 1411 also institutes a number of impor-
tant reforms to the FDA to reduce drug review
times and provide more information to patients
and physicians in a timely manner. The net ef-
fect of this legislation will be to save and im-
prove the lives of sick and injured persons
across our nation.

But despite these much needed reforms to
the FDA, there is much work that remains to
be done. Specifically, | am concerned, like
many Americans, about the FDA’s plans to ac-
celerate the elimination of metered dose inhal-
ers [MDI's] that contain chlorofluorocarbons
[CFC’s].

As many of you know, on March 6, 1997,
the FDA proposed a plan to phase-out the use
of CFC’s and MDI’s, which are used by asth-
ma and cystic fibrosis patients to breathe.

While | agree it is important to institute a
transition strategy that will eventually eliminate
CFC use, the advance notice of proposed
rulemaking [ANPR] published by FDA on
March 6 is deeply flawed and should be
scrapped in favor of a plan that put patients—
not international bureaucrats—first.
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And it is Congress which must ensure that
the interests of patients are in fact upheld
throughout the formation of our country’s MDI
transition strategy. To that end, my colleague
and friend from Florida, Mr. CLIFF STEARNS,
and | have introduced legislation, H.R. 2221,
that will temporarily suspend the FDA’s ANPR
until a new proposal can be crafted. It is our
intention to offer our legislation as an amend-
ment to H.R. 1411 had we been afforded an
opportunity to do so.

Mr. Speaker, our legislation is necessary
because the FDA’s plan has numerous prob-
lems, including the fact that under the plan pa-
tients will have significantly fewer choices in
asthma medications, which will leave some
patients deprived of the medicines that need
to breathe.

Specifically, FDA has classified most MDI-
delivered respiratory medications into two
therapeutic classes. One therapeutic class has
five moieties, or drug types which are deliv-
ered to the lungs by the MDI, and other has
seven moieties. A moiety refers to the drug’s
active ingredient, and for each moiety there
are usually multiple generic versions produced
and marketed.

According to the FDA proposal once two
moieties are available in a non-CFC MDI form,
all other drugs, including generics, in that
therapeutic class will be banned. Thus, if you
are a patient that relies on a moiety that is
banned by the FDA policy, and the two non-
CFC MDI’s that remain on the market are un-
satisfactory or unusable, your very life could
be placed at risk.

As Congress continues to assess and de-
bate the best way to craft a CFC transition
strategy for metered dose inhalers, | would
like to highlight the case of Tommy Farese, a
9-year-old boy from Spring Lake, NJ, who
wrote to the FDA in April to oppose their plan.
Tommy told the FDA that as someone who
depends on Intal, Vanceril, and Provental
every day to breathe, he does not want these
medications taken away from him.

Under the FDA plan, the entire therapeutic
class of drugs Tommy—and other like him—
use to survive could be banned when two dif-
ferent non-CFC MDI moieties are marketed.
However, if the first two non-CFC MDIs ap-
proved by FDA in a therapeutic class do not
include the moieties for Intal and Vanceril,
Tommy would lose access to the drugs he
needs to physically breathe. Mr. Speaker, as
the father of two daughters with asthma, | find
any plan that could lead to such an outcome
completely unacceptable.

Not surprisingly, the FDA’s plan has gen-
erated a firestorm of opposition from patients,
respiratory therapists, and physicians: nearly
10,000 letters in opposition have been re-
ceived to date by the FDA. Those expressing
their concerns about the FDA plan include: Dr.
C. Everett Koop, Mothers of Asthmatics, the
Joint Council of Allergy, Asthma and Immu-
nology [JCAAI], the Cystic Fibrosis Founda-
tion, the American Medical Association, and
the American Association of Respiratory
Therapists.

In my view, any plan to remove safe and ef-
fective medications from the marketplace
needs to place the interests of children like
Tommy Farese first and foremost. Sadly, the
FDA plans fails in this regard. Indeed, the
FDA plan presumes that CFC-free inhalers
serve all patient subpopulations—such as chil-
dren and the elderly—equally well, despite the
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fact that children have special needs. There-
fore, | call upon all Members to support H.R.
2221 and stop the FDA from implementing this
terribly flawed and environmentally marginal
proposal.

Mr. PAUL. Mr. Speaker, today, out of no-
where, comes the stealth Prescription Drug
User Fee Re-authorization and Drug Regu-
latory Modernization Act of 1997. Regrettably,
but unlike certain militarily procured aircraft, a
little rain will not make this bill disintegrate.

According to its proponents, this FDA-
strengthening bill was more than 3 years in
the making—a so-called compromise between
industry and the administration, we are told.
Yet, despite the 177 pages attempting to re-
form an administrative agency and its rule-
making direction, the leadership did not see fit
to announce floor consideration of this bill in
the Weekly Whip Notice, yesterday’s Shipping
Post's “Tuesday’s Forecast” section or any
other commonly accepted medium as near as
| can discern. More curiously, in my attempts
to draw some attention to the broadsweeping
nature of the bill on the House floor and the
process by which it had come up for consider-
ation, | am told by the bill's proponents that
“there is no time available to speak regarding
the bill.” Instead, C-SPAN viewers will be
treated to a love-in during which each of the
bil’'s drafters and advocates commend one
another for the fine job of corporatism and
internationalism they are about to bestow
upon the American citizenry and in such a crit-
ical aspect of their lives; that is, their health.

When a 177-page bill comes to the floor
under suspension with practically nothing
more than an hours notice, one must always
question what freedom-depriving regulation is
about to be forced upon the citizens. Below is
a sneak preview of the latest regulatory loss of
individual liberty and State sovereignty.

So-called harmonization language contained
in the bill requires the Secretary, through bilat-
eral and multilateral agreements, to “har-
monize regulation * * * and seek appropriate
reciprocal arrangements” with foreign regu-
latory agencies. Vocal opponents of this har-
monization language convincingly argue this
internationalizing of what is already an uncon-
stitutional usurpation of States rights, is very
likely to greatly limit the availability of food
supplements by requiring prescriptions for dis-
pensation as is the case in certain parts of Eu-
rope. Perhaps with such harmonization, we
will not only have a Federal war on drugs, but
a Federal war on riboflavin, folic acid, and bee
pollen. At last, an American alfalfa czar.

Food supplement availability may be the
least of concerns amongst those who still re-
vere states’ rights and acknowledge the con-
tinued existence of the tenth amendment. Sec-
tion 28 of H.R. 1411, as available on the Inter-
net, entitled “National Uniformity,” “prohibits
states and subdivisions from regulating food,
drugs, or cosmetics * * *” The bill permits the
FDA to set national standards for cosmetics
but permits States to issue warning labels and
take defective products off the shelves.

To the dismay of medical privacy advocates,
the bill authorizes the FDA to mandate the
tracking of medical patients who use certain
medical devices for up to 36 months as well
as conduct post-market surveillance of these
patients.

The bill limits the speech of manufacturers
who would claim health benefits on their prod-
uct labels without the approval of a scientific
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agency of the Federal Government. The bill
responsibly makes provisions for such Sci-
entific Advisory Panels in section 6. According
to the bill, these panels are to be made up of
“persons who are qualified by training and ex-
perience * * * and who, to the extent feasible,
possess skill in the use of, or experience in,
the development, manufacture, or utilization of
* * * drugs or biological products.” Here we
have yet another chapter in the book of
corporatism detailing the means by which one
politically connected private concern gains a
competitive advantage or Government privi-
lege at the expense of some less-politically-
connected entity or the consumer via some
Federal Government, regulatory framework.

A bill effecting a major reformation of the
Food and Drug Administration with such seri-
ous implications for individual liberties and for
States’ ability to effectuate their constitu-
tionally-ordained police powers, warrants
something more than the “stealth” procedure
by which this regulatory “bomb” has been
brought to the house floor. This bill apparently
will be passed without a real opportunity for
responsible debate or even a recorded vote.
At a minimum, an opportunity to speak or in-
quire regarding the bil’s provisions on the
house floor and/or the opportunity to amend
the bill to improve or remove offensive lan-
guage, should have been provided within the
legislative process. Unfortunately, this was not
the case. For these reasons, | oppose H.R.
1411.

Mr. TOWNS. Mr. Speaker, | join my col-
leagues in applauding the scheduling of this
measure today. H.R. 1411, the Prescription
Drug User Fee Reauthorization and Drug Reg-
ulatory Modernization Act of 1997 is the cul-
mination of 2 years of hard work by the Com-
merce Committee to modernize procedures
that the Food and Drug Administration uses to
approve drugs, devices, and food products.

Without the modernizing steps that have
been incorporated in this legislation today, the
FDA would continue to be seen as a barrier to
new innovative therapies and products. The
bill before us today represents a careful bal-
ance between a new, streamlined process and
consumer protections against harmful prod-
ucts. These innovations in the way the FDA
will do business from now on makes the ap-
proval of drugs and devices a more predict-
able process. This legislation will also provide
patients with greater access to information
about new investigational treatments. Addition-
ally, we established reasonable national uni-
formity standards for OTC drugs and cos-
metics. These standards offer a excellent be-
ginning for future discussions about national
uniformity for food products, discussions which
| hope will begin next year with hearings on
this issue.

Finally, Mr. Chairman, | am most pleased
about the provisions in this bill which relate to
food products. | had the wonderful experience
of working closely on these issues in a bipar-
tisan fashion with the gentleman from Ken-
tucky [Mr. WHITFIELD], the gentleman from
Wisconsin [Mr. KLuG], and the gentleman,
from Texas [Mr. HALL]. While some argued
that food reforms were too controversial to in-
clude in this bill, my colleagues and | never
stopped believing that we could craft reason-
able and meaningful food reforms that would
be acceptable to the industry, FDA, and con-
sumers alike. With the able assistance of our
committee counsels on both sides of the aisle,
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Eric Berger and Kay Holcomb, the measures
you see before today accomplished this goal.
The food issues in this bill build on the suc-
cess of the Nutrition Labeling and Education
Act and they represent a modest downpay-
ment on more significant food law reforms.
The bill promises to provide important public
health benefits to consumers by enabling FDA
to act quickly on petitions for new health and
nutrient content claims and by removing im-
pediments to critical food technologies like ir-
radiation.

| join my colleagues from the Commerce
Committee in urging the immediate passage of
this legislation.

Mr. FRELINGHUYSEN. Mr. Speaker, | rise
today in support of H.R. 1411, a package of
three bills reforming the Food and Drug Ad-
ministration.

Clearly, the modernization and streamlining
of the FDA are important goals which have
commanded considerable thought, time, and
energy from Members of Congress, the Agen-
cy, and other interested parties. | am pleased
that we are acting today on this important leg-
islation, and | look forward to swift passage
and enactment.

Mr. Speaker, | come from New Jersey. And
| am proud to say that my home State is con-
sidered the Nation’s medicine chest. New Jer-
sey is home to some of the world’s most inno-
vative pharmaceutical companies, including
Johnson & Johnson, Merck, American Home
Products, Schering Plough, Warner-Lambert,
Novartis, Hoffman-La Roche, and Bristol-
Myers Squibb, just to name some of them.
More than 40,000 pharmaceutical company
employees are working in my State, leading
the way in discovering, researching, devel-
oping, and marketing life-saving new drugs. |
am proud to represent these individuals and
businesses.

While the bill will benefit these individuals,
by reauthorizing the Prescription Drug User
Fee Act [PDUFA] and streamlining and mod-
ernizing the Agency, | am supporting H.R.
1411 today because it benefits a larger group:
America’s patients. All Americans who are in
desperate need of new therapies for Alz-
heimer’s, Parkinson’s disease, cancer, AIDS,
and all other maladies for which no adequate
drug treatment exists today. Furthermore, our
work benefits the world in every country where
there is sickness and suffering.

There is so much in this bipartisan bill that
is designed to help patients. There is the reau-
thorization of PDUFA, the enactment of which
has meant more to expediting approval of life-
saving new therapies than anything else. Last
year, the FDA approved 53 new drugs and 9
new biologics. Since enactment of PDUFA,
FDA has approved more than 125 new molec-
ular entities—totally new medicines—all of
which have brought relief and benefit to pa-
tients.

H.R. 1411 also provides for expedited ap-
proval of life-saving new medicines and ac-
cess to unapproved therapies for the most
critically ill among us. The bill allows manufac-
turers to disseminate information about unap-
proved uses of approved drugs, while ensur-
ing that the information is balanced and en-
courages additional research on already-ap-
proved products.

The package also facilitates the develop-
ment, clearance, and use of devices to main-
tain and improve public health and quality of
life.
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Finally, H.R. 1411 maintains the Agency’s
high standards of efficacy and consumer safe-
ty.
Y Mr. Speaker, when we enact this legislation,
we will be giving the hope of better health and
longer lives to millions of Americans and peo-
ple around the world. That is good news for
New Jersey and good news for America. |
urge support of this legislation.

Mr. STEARNS. Mr. Speaker, | rise in sup-
port of H.R. 1411. First, | would like to thank
Chairman BLILEY and Chairman BILIRAKIS and
the staff for getting us to this point. It has
been a long and at times very difficult process
and you are to be commended for your lead-
ership.

| would also like to give special thanks to
my colleagues, Representatives RICHARD
BURR, JOE BARTON, and ED WHITFIELD for all
their hard work on these three bills.

Legislative proposals to reform the FDA to
speed up the approval process for new drugs
and medical devices and to improve the regu-
lation and labeling of food is long overdue. To-
day’s vote is historic and | am pleased to see
that we have finally gotten to this point.

The problems associated with FDA’s regula-
tion of products and related issues are already
known in the biomedical industry. Several key
issues are: how regulation affects patient ac-
cess to new drugs, how it impedes new drugs
and biotechnology products from being
brought to market, and how regulatory delays
are forcing drug and medical device compa-
nies overseas.

If we are to continue to compete in this
global economy, we must streamline the cur-
rent FDA approval process. Because Euro-
pean review of new medical technologies is
more efficient and timely than the FDA, these
companies are increasingly moving out of the
United States. Start-up biotech companies,
also unable to meet the capital demands due
to the lengthy and uncertain FDA process,
have lost thousands of jobs through both di-
rect exports and opportunity costs.

While our position has slipped in recent
years, the United States is still the world’'s
leader in the development and production of
medical technology. However, the sad fact is
that the United States is beginning to lose
ground in health technology to foreign com-
petitors. Unless we provide relief for this in-
dustry and curb FDA’s burdensome over regu-
lation and countless delays in the approval
process, we will continue to see a steady ero-
sion in an industry in which we have always
been recognized as a world leader.

It is very gratifying to be a part of this proc-
ess and | want to applaud the Commerce
Committee’s desire to make these necessary
changes contained in the legislation before us
today. We have an opportunity to reverse the
trends which have our companies going out-
side the United States to conduct initial devel-
opment of new products. When this occurs,
not only do we lose jobs, but we also lose
U.S.-produced technologies.

One question that we might ask is: What
are we doing in comparison to the rest of the
world. For instance, it might be useful to have
a list of these products and whether they have
been approved in tier one countries and for
how long. Perhaps there should be some type
of annual report that provides us with that type
of data. If the FDA objects to this, | think it
might be advisable to ask what we can do to
make sure that the FDA makes such informa-
tion available in the future.
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While | wholeheartedly support H.R. 1411, |
want to call my colleagues attention to an
issue | believe is of tremendous importance
and that needs to be addressed.

On March 6, 1997, the FDA issued an ad-
vance notice of proposed rulemaking [ANPR]
that set forth its plan to ban CFC-containing
metered-dose inhalers once certain criteria are
met. The plan was developed in collaboration
with the Environmental Protection Agency
[EPA] and is intended to eliminate the minus-
cule amount of CFC’s currently allowed to be
used for medications delivered by metered-
dose inhalers.

We need to protect the health and well-
being of the millions of Americans that use
chlorofluorocarbon-containing  metered-dose
inhalers to treat their respiratory conditions.
My colleague, CHRISTOPHER SMITH, and | intro-
duced H.R. 2221. This bill will require the Sec-
retary of Health and Human Services to take
no further action on FDA’s proposed ban on
chlorofluorocarbon [CFC]-containing metered-
dose inhalers.

During the full committee markup of
PDUFA, | offered an amendment to rectify a
serious issue that has arisen due to actions
taken by the FDA. Because | did not want to
impede the process, | withdrew my amend-
ment. However, | do intend to pursue this
issue until | am satisfied that all patients who
rely on such life saving drugs will not be de-
nied their rights to such medications.

Again, | want to reiterate my support for
H.R. 1411 and look forward to its final pas-

sage.

Mr. RAMSTAD. Mr. Speaker, | rise in sup-
port of the package of Food and Drug Admin-
istration [FDA] reform bills before us today.

| support this entire package, but | would
like to specifically talk about title 1l of this bill,
which addresses medical devices.

Reforming FDA’s approval process for med-
ical devices is something | have worked on
since | first come to Congress in 1991. | have
long argued we can save lives, health care
dollars, and jobs by creating a more hos-
pitable climate for our biotechnology, pharma-
cedutical, food, and medical device industries.

That's why, in November 1993, former Rep.
Tim Valentine—D-NC—and | founded the bi-
partisan House Medical Technology Caucus to
educate our colleagues on the issues facing
the medical technology sector, including the
FDA approval process.

As a cosponsor of H.R. 1710, the base lan-
guage for title Il, | know the legislation to ex-
pedite review of medical devices will go a long
way toward bringing medical devices to mar-
ket faster, thereby saving lives and creating
jobs in this country. With intelligent coordina-
tion of regulatory strategies consistent with
good science and good manufacturing prac-
tices, we can move needed drugs and medical
devices to consumers in less time without in-
creasing risk.

The FDA must review products and proce-
dures promptly and effectively, since one of
the most important ways to help individuals in
need of lifesaving products and procedures is
to make sure these products are made acces-
sible as soon as possible without compro-
mising safety.

It now takes 15 years and $350 million to
get the average new drug from the laboratory
to the patient. The average time for the FDA
to approve a medical device has increased
from 415 days in 1990 to 773 in 1995—even
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through the FDA is currently required by law
to taken no longer than 180 days to approve
new devices. In addition, the majority of all
new drugs approved by the FDA in the last 5
years were already in use overseas.

The package of FDA reform legislation will
improve the approval process for medical de-
vices, drugs, and biological products without
reducing the level of protection for safety or
effectiveness.

| urge my colleagues to support this bill
today. The patients in our country who have
been denied access to lifesaving drugs and
devices deserve nothing less.

Mr. SHAYS. Mr. Speaker, | rise in support
of H.R. 1411, the Food and Drug Administra-
tion Regulatory Modernization Act of 1997. |
commend the committee for bringing this bi-
partisan bill to the full House for consideration.

Since | became chairman of the Govern-
ment Reform and Oversight Committee’s Sub-
committee on Human Resources, we have
held 14 oversight hearings on the Food and
Drug Administration [FDA]. In the course of
oversight hearings on medical device regu-
latory standards, food safety, the food additive
petition review process, and the safety of the
Nation’s blood supply, we found the agency
needs to be modernized and streamlined. This
bill makes progress toward these goals, while
protecting the public health.

| am particularly pleased the compromise
struck by the committee provides greater clar-
ity to the medical device approval process by
ensuring that FDA’s review will be based on
the intended use cited on the proposed label
submitted by the manufacturer. As an added
safeguard, FDA will have procedures to re-
quire the manufacturer to place a warning on
the label if the agency believes the device will
be used for conditions other tan those listed
on the label.

Enactment of this legislation will result in
lifesaving therapies reaching patients in a
more timely fashion. | commend the Com-
merce Committee for its fair and deliberate ap-
proach to meaningful FDA reform.

Mr. FRELINGHUYSEN. Mr. Speaker, | rise
to day in support of H.R. 1411, legislation
which includes three important reforms and
commend Chairman BLILEY and his Com-
merce Committee for all their hard work on
this bill.

First, the bill will reauthorize the Prescription
Drug User Fee Act, a user fee that has been
tremendously effective in expediting the FDA
drug approval process. That reauthorization is
absolutely critical.

Second, H.R. 1411 streamlines and vastly
improves the FDA drug approval process,
clearing the way for lifesaving new drugs to
reach individuals in need of them.

Finally, the package facilitates the develop-
ment, clearance, and use of devices to main-
tain public health and improve the quality of
life for many Americans and so many people
around the world that are sick and suffering.

This legislation is certainly a priority for the
State of New Jersey, which is home to many
of the most innovative pharmaceutical compa-
nies and more than 40,000 employees, that
have led the way in research, development,
and marketing of lifesaving new drugs
throughout the world.

However, New Jersey is also home to even
more individuals that are in desperate need of
new therapies for Alzheimer’s, Parkinson’s dis-
ease, cancer, AIDS and other diseases, for
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which no adequate drug treatment exists
today.

| am pleased that the legislation also main-
tains and strengthens protection for con-
sumers under the Food and Drug Administra-
tion Director.

| would like to commend the Commerce
Committee for their hard work on this bill and
urge support for H.R. 1411.

The SPEAKER pro tempore (Mr.
QUINN). The question is on the motion
offered by the gentleman from Virginia
[Mr. BLILEY] that the House suspend
the rules and pass the bill, H.R. 1411, as
amended.

The question was taken; and (two-
thirds having voted in favor thereof)
the rules were suspended and the bill,
as amended, was passed.

O 1130

The title of the bill was amended so
as to read: ‘A bill to amend the Fed-
eral Food, Drug, and Cosmetic Act to
improve the regulation of food, drugs,
cosmetics, and devices, and for other

purposes.”’’.

A motion to reconsider was laid on
the table.

Mr. BLILEY. Mr. Speaker, I ask

unanimous consent to take from the

Speaker’s table the Senate bill (S. 830)

to amend the Federal Food, Drug, and

Cosmetic Act and the Public Health

Service Act to improve the regulation

of food, drugs, devices, and biological

products, and for other purposes, and
ask for its immediate consideration in
the House.

The Clerk read the title of the Senate
bill.

The SPEAKER pro tempore (Mr.
QUINN). Is there objection to the re-
quest of the gentleman from Virginia?

There was no objection.

The Clerk read the Senate bill as fol-
lows:

S. 830

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 ‘‘Food and
Drug Administration Modernization and Ac-
countability Act of 1997,

SEC. 2. TABLE OF CONTENTS.

The table of contents for this Act is as fol-
lows:

Sec. 1. Short title.

Sec. 2. Table of contents.

Sec. 3. References.

TITLE I-IMPROVING PATIENT ACCESS
Sec. 101. Mission of the Food and Drug Ad-

ministration.

Sec. 102. Expanded access to investigational
therapies.

Sec. 103. Expanded humanitarian use of de-
vices.

TITLE II—-INCREASING ACCESS TO
EXPERTISE AND RESOURCES

Sec. 201. Interagency collaboration.

Sec. 202. Sense of the committee regarding
mutual recognition agreements
and global harmonization ef-
forts.

Sec. 203. Contracts for expert review.

Sec. 204. Accredited-party reviews.

Sec. 205. Device performance standards.
TITLE III-IMPROVING COLLABORATION
AND COMMUNICATION
Sec. 301. Collaborative determinations of de-

vice data requirements.

Sec. 302. Collaborative review process.
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TITLE IV—IMPROVING CERTAINTY AND
CLARITY OF RULES

Policy statements.

Product classification.

Use of data relating to premarket
approval.

Consideration of labeling claims for
product review.

Certainty of review timeframes.

Limitations on initial classifica-
tion determinations.

Clarification with respect to a gen-
eral use and specific use of a de-
vice.

Clarification of the number of re-
quired clinical investigations
for approval.

Sec. 409. Prohibited acts.

TITLE V—-IMPROVING ACCOUNTABILITY

Sec. 501. Agency plan for statutory compli-
ance and annual report.
TITLE VI—BETTER ALLOCATION OF
RESOURCES BY SETTING PRIORITIES
Sec. 601. Minor modifications.
Sec. 602. Environmental impact review.
Sec. 603. Exemption of certain classes of de-
vices from premarket notifica-
tion requirement.

401.
402.
403.

Sec.
Sec.
Sec.
Sec. 404.

405.
406.

Sec.
Sec.

Sec. 407.

Sec. 408.

Sec. 604. Evaluation of automatic class IIT
designation.

Sec. 605. Secretary’s discretion to track de-
vices.

Sec. 606. Secretary’s discretion to conduct
postmarket surveillance.

Sec. 607. Reporting.

Sec. 608. Pilot and small-scale manufacture.

Sec. 609. Requirements for radiopharma-
ceuticals.

Sec. 610. Modernization of regulation of bio-
logical products.

Sec. 611. Approval of supplemental applica-
tions for approved products.

Sec. 612. Health care economic information.

Sec. 613. Expediting study and approval of
fast track drugs.

Sec. 614. Manufacturing changes for drugs
and biologics.

Sec. 615. Data requirements for drugs and
biologics.

Sec. 616. Food contact substances.

Sec. 617. Health claims for food products.

Sec. 618. Pediatric studies marketing exclu-
sivity.

Sec. 619. Positron emission tomography.

Sec. 620. Disclosure.

Sec. 621. Referral statements relating to

food nutrients.
TITLE VII—FEES RELATING TO DRUGS

Sec. 701. Short title.

Sec. 702. Findings.

Sec. 703. Definitions.

Sec. 704. Authority to assess and use drug
fees.

Annual reports.

706. Effective date.

707. Termination of effectiveness.

TITLE VIII-MISCELLANEOUS

801. Registration of foreign establish-
ments.

Elimination of certain labeling re-
quirements.

Clarification of seizure authority.

Intramural research training award
program.

Device samples.

Interstate commerce.

National uniformity
prescription drugs
metics.

Information program on clinical
trials for serious or life-threat-
ening diseases.

Application of Federal law to the
practice of pharmacy
compounding.

Sec. 705.
Sec.

Sec.

Sec.
Sec. 802.

803.
804.

Sec.
Sec.

805.
806.
807.

Sec.
Sec.
Sec. for

and

non-
COs-

Sec. 808.

Sec. 809.
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Sec. 810. Reports of postmarketing approval
studies.

Information exchange.

Reauthorization of clinical phar-
macology program.

Sec. 813. Monograph for sunburn products.

Sec. 814. Safety report disclaimers.

SEC. 3. REFERENCES.

Except as otherwise expressly provided,
wherever 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 considered to be made to a
section or other provision of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 321
et seq.).

TITLE I—-IMPROVING PATIENT ACCESS
SEC. 101. MISSION OF THE FOOD AND DRUG AD-

MINISTRATION.

Section 903 (21 U.S.C. 393) is amended—

(1) by redesignating subsections (b) and (c)
as subsections (¢) and (d), respectively; and

(2) by inserting after subsection (a) the fol-
lowing:

“(b) MISSION.—

‘(1) IN GENERAL.—The Secretary, acting
through the Commissioner, and in consulta-
tion, as determined appropriate by the Sec-
retary, with experts in science, medicine,
and public health, and in cooperation with
consumers, users, manufacturers, importers,
packers, distributors, and retailers of regu-
lated products, shall protect the public
health by taking actions that help ensure
that—

‘“(A) foods are safe, wholesome, sanitary,
and properly labeled;

‘(B) human and veterinary drugs, includ-
ing biologics, are safe and effective;

““(C) there is reasonable assurance of safety
and effectiveness of devices intended for
human use;

‘(D) cosmetics are safe; and

‘‘(E) public health and safety are protected
from electronic product radiation.

““(2) SPECIAL RULES.—The Secretary, acting
through the Commissioner, shall promptly
and efficiently review clinical research and
take appropriate action on the marketing of
regulated products in a manner that does not
unduly impede innovation or product avail-
ability. The Secretary, acting through the
Commissioner, shall participate with other
countries to reduce the burden of regulation,
to harmonize regulatory requirements, and
to achieve appropriate reciprocal arrange-
ments with other countries.”.

SEC. 102. EXPANDED ACCESS TO INVESTIGA-
TIONAL THERAPIES.

Chapter V (21 U.S.C. 351 et seq.) is amended

by adding at the end the following:

“Subchapter D—Unapproved Therapies and
Diagnostics
“SEC. 551. EXPANDED ACCESS TO UNAPPROVED
THERAPIES AND DIAGNOSTICS.

‘“(a) EMERGENCY SITUATIONS.—The Sec-
retary may, under appropriate conditions de-
termined by the Secretary, authorize the
shipment of investigational drugs (including
investigational biological products), or in-
vestigational devices, (as defined in regula-
tions prescribed by the Secretary) for the di-
agnosis, monitoring, or treatment of a seri-
ous disease or condition in emergency situa-
tions.

“(b) INDIVIDUAL PATIENT ACCESS TO INVES-
TIGATIONAL PRODUCTS INTENDED FOR SERIOUS
DISEASES.—Any person, acting through a
physician licensed in accordance with State
law, may request from a manufacturer or
distributor, and any manufacturer or dis-
tributor may provide to such physician after
compliance with the provisions of this sub-
section, an investigational drug (including
an investigational biological product), or in-
vestigational device, (as defined in regula-

Sec. 811.
Sec. 812.

H8483

tions prescribed by the Secretary) for the di-
agnosis, monitoring, or treatment of a seri-
ous disease or condition if—

(1) the licensed physician determines that
the person has no comparable or satisfactory
alternative therapy available to diagnose,
monitor, or treat the disease or condition in-
volved, and that the risk to the person from
the investigational drug or investigational
device is not greater than the risk from the
disease or condition;

‘(2) the Secretary determines that there is
sufficient evidence of safety and effective-
ness to support the use of the investigational
drug or investigational device in the case de-
scribed in paragraph (1);

‘“(3) the Secretary determines that provi-
sion of the investigational drug or investiga-
tional device will not interfere with the ini-
tiation, conduct, or completion of clinical
investigations to support marketing ap-
proval; and

‘“(4) the product sponsor, or clinical inves-
tigator, of the investigational drug or inves-
tigational device submits to the Secretary a
clinical protocol consistent with the provi-
sions of section 505(i) or 520(g) and any regu-
lations promulgated under section 505(i) or
520(g) describing the use of investigational
drugs or investigational devices in a single
patient or a small group of patients.

‘“(c) TREATMENT INDs/IDES.—Upon submis-
sion by a product sponsor or a physician of a
protocol intended to provide widespread ac-
cess to an investigational product for eligi-
ble patients, the Secretary shall permit an
investigational drug (including an investiga-
tional biological product) or investigational
device to be made available for expanded ac-
cess under a treatment investigational new
drug application or investigational device
exemption (as the terms are described in reg-
ulations prescribed by the Secretary) if the
Secretary determines that—

‘(1) under the treatment investigational
new drug application or investigational de-
vice exemption, the investigational drug or
investigational device is intended for use in
the diagnosis, monitoring, or treatment of a
serious or immediately life-threatening dis-
ease or condition;

*“(2) there is no comparable or satisfactory
alternative therapy available to diagnose,
monitor, or treat that stage of disease or
condition in the population of patients to
which the investigational drug or investiga-
tional device is intended to be administered;

“(3)(A) the investigational drug or inves-
tigational device is under investigation in a
controlled clinical trial for the use described
in paragraph (1) under an effective investiga-
tional new drug application or investiga-
tional device exemption; and

‘“(B) all clinical trials necessary for ap-
proval of that use of the investigational drug
or investigational device have been com-
pleted;

‘“(4) the sponsor of the controlled clinical
trials is actively pursuing marketing ap-
proval of the investigational drug or inves-
tigational device for the use described in
paragraph (1) with due diligence;

‘“(b) the provision of the investigational
drug or investigational device will not inter-
fere with the enrollment of patients in ongo-
ing clinical investigations under section
5056(1) or 520(g);

‘(6) in the case of serious diseases, there is
sufficient evidence of safety and effective-
ness to support the use described in para-
graph (1); and

‘(7 in the case of immediately life-threat-
ening diseases, the available scientific evi-
dence, taken as a whole, provides a reason-
able basis to conclude that the product may
be effective for its intended use and would
not expose patients to an unreasonable and
significant risk of illness or injury.
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A protocol submitted under this subsection
shall be subject to the provisions of section
505(1) or 520(g) and regulations promulgated
under section 505(i) or 520(g). The Secretary
may inform national, State, and local med-
ical associations and societies, voluntary
health associations, and other appropriate
persons about the availability of an inves-
tigational drug or investigational device
under expanded access protocols submitted
under this subsection. The information pro-
vided by the Secretary, in accordance with
the preceding sentence, shall be of the same
type of information that is required by sec-
tion 402(j)(3).

‘‘(d) TERMINATION.—The Secretary may, at
any time, with respect to a person, manufac-
turer, or distributor described in this sec-
tion, terminate expanded access provided
under this section for an investigational
drug (including an investigational biological
product) or investigational device if the re-
quirements under this section are no longer
met.”.

SEC. 103. EXPANDED HUMANITARIAN USE OF DE-
VICES.

Section 520(m) (21 U.S.C. 360j(m)) is amend-
ed—

(1) in paragraph (2), by adding at the end

the following flush sentences:
“The request shall be in the form of an appli-
cation submitted to the Secretary. Not later
than 75 days after the date of the receipt of
the application, the Secretary shall issue an
order approving or denying the applica-
tion.”;

(2) in paragraph (4)—

(A) in subparagraph (B), by inserting after
“(2)(A)”’ the following: ‘‘, unless a physician
determines that waiting for such an approval
from an institutional review committee will
cause harm or death to a patient, and makes
a good faith effort to obtain the approval,
and does not receive a timely response from
an institutional review committee on the re-
quest of the physician for approval to use the
device for such treatment or diagnosis’’; and

(B) by adding at the end the following flush
sentences:

“In a case in which a physician described in
subparagraph (B) uses a device without an
approval from an institutional review com-
mittee, the physician shall, after the use of
the device, notify the chairperson of the in-
stitutional review committee of such use.
Such notification shall include the identi-
fication of the patient involved, the date on
which the device was used, and the reason
for the use.”’; and

(3) by striking paragraph (5) and inserting
the following:

‘“(6) The Secretary may require a person
granted an exemption under paragraph (2) to
demonstrate continued compliance with the
requirements of this subsection if the Sec-
retary believes such demonstration to be
necessary to protect the public health or if
the Secretary has reason to believe that the
criteria for the exemption are no longer
met.”.

TITLE II—-INCREASING ACCESS TO
EXPERTISE AND RESOURCES
SEC. 201. INTERAGENCY COLLABORATION.

Section 903(b) (21 U.S.C. 393(b)), as added by
section 101(2), is amended by adding at the
end the following:

‘(3) INTERAGENCY COLLABORATION.—The
Secretary shall implement programs and
policies that will foster collaboration be-
tween the Administration, the National In-
stitutes of Health, and other science-based
Federal agencies, to enhance the scientific
and technical expertise available to the Sec-
retary in the conduct of the duties of the
Secretary with respect to the development,
clinical investigation, evaluation, and
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postmarket monitoring of emerging medical

therapies, including complementary thera-

pies, and advances in nutrition and food

science.”.

SEC. 202. SENSE OF THE COMMITTEE REGARDING
MUTUAL RECOGNITION  AGREE-
MENTS AND GLOBAL HARMONI-
ZATION EFFORTS.

It is the sense of the Committee on Labor
and Human Resources of the Senate that—

(1) the Secretary of Health and Human
Services should support the Office of the
United States Trade Representative, in con-
sultation with the Secretary of Commerce,
in efforts to move toward the acceptance of
mutual recognition agreements relating to
the regulation of drugs, biological products,
devices, foods, food additives, and color addi-
tives, and the regulation of good manufac-
turing practices, between the European
Union and the United States;

(2) the Secretary of Health and Human
Services should regularly participate in
meetings with representatives of other for-
eign governments to discuss and reach agree-
ment on methods and approaches to har-
monize regulatory requirements; and

(3) the Office of International Relations of
the Department of Health and Human Serv-
ices (as established under section 803 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 383)) should have the responsibility of
ensuring that the process of harmonizing
international regulatory requirements is
continuous.

SEC. 203. CONTRACTS FOR EXPERT REVIEW.

Chapter IX (21 U.S.C. 391 et seq.) is amend-
ed by adding at the end the following:

“SEC. 906. CONTRACTS FOR EXPERT REVIEW.

“(a) IN GENERAL.—

‘(1) AUTHORITY.—The Secretary may enter
into a contract with any organization or any
individual (who is not an employee of the De-
partment) with expertise in a relevant dis-
cipline, to review, evaluate, and make rec-
ommendations to the Secretary on part or
all of any application or submission (includ-
ing a petition, notification, and any other
similar form of request) made under this Act
for the approval or classification of an arti-
cle or made under section 351(a) of the Public
Health Service Act (42 U.S.C. 262(a)) with re-
spect to a biological product. Any such con-
tract shall be subject to the requirements of
section 708 relating to the confidentiality of
information.

¢“(2) INCREASED EFFICIENCY AND EXPERTISE
THROUGH CONTRACTS.—The Secretary shall
use the authority granted in paragraph (1)
whenever the Secretary determines that a
contract described in paragraph (1) will im-
prove the timeliness or quality of the review
of an application or submission described in
paragraph (1), unless using such authority
would reduce the quality, or unduly increase
the cost, of such review. Such improvement
may include providing the Secretary in-
creased scientific or technical expertise that
is necessary to review or evaluate new thera-
pies and technologies.

“(b) REVIEW OF EXPERT REVIEW.—

‘(1) IN GENERAL.—Subject to paragraph (2),
the official of the Food and Drug Adminis-
tration responsible for any matter for which
expert review is used pursuant to subsection
(a) shall review the recommendations of the
organization or individual who conducted
the expert review and shall make a final de-
cision regarding the matter within 60 days
after receiving the recommendations.

‘“(2) LIMITATION.—A final decision under
paragraph (1) shall be made within the appli-
cable prescribed time period for review of the
matter as set forth in this Act or in the Pub-
lic Health Service Act (42 U.S.C. 201 et seq.).

“(3) AUTHORITY OF SECRETARY.—Notwith-
standing subsection (a), the Secretary shall
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retain full authority to make determinations
with respect to the approval or disapproval
of an article under this Act, the approval or
disapproval of a biologics license with re-
spect to a biological product under section
351(a) of the Public Health Service Act, or
the classification of an article as a device
under section 513(f)(1).”’.

SEC. 204. ACCREDITED-PARTY REVIEWS.

(a) IN GENERAL.—Subchapter A of chapter
V (21 U.S.C. 351 et seq.) is amended by adding
at the end the following:

“SEC. 523. ACCREDITED-PARTY PARTICIPATION.

‘‘(a) ACCREDITATION.—Not later than 1 year
after the date of enactment of this section,
the Secretary shall accredit entities or indi-
viduals who are not employees of the Federal
Government to review reports made to the
Secretary under section 510(k) for devices
and make recommendations to the Secretary
regarding the initial classification of such
devices under section 513(f)(1), except that
this paragraph shall not apply to a report
made to the Secretary under section 510(k)
for a device that is—

‘(1) for a use in supporting or sustaining
human life;

“(2) for implantation in the human body
for more than 1 year; or

“(3) for a use that is of substantial impor-
tance in preventing the impairment of
human health.

““(b) ACCREDITATION.—Within 180 days after
the date of enactment of this section, the
Secretary shall adopt methods of accredita-
tion that ensure that entities or individuals
who conduct reviews and make recommenda-
tions under this section are qualified, prop-
erly trained, knowledgeable about handling
confidential documents and information, and
free of conflicts of interest. The Secretary
shall publish the methods of accreditation in
the Federal Register on the adoption of the
methods.

“(c) WITHDRAWAL OF ACCREDITATION.—The
Secretary may suspend or withdraw the ac-
creditation of any entity or individual ac-
credited under this section, after providing
notice and an opportunity for an informal
hearing, if such entity or individual acts in
a manner that is substantially not in compli-
ance with the requirements established by
the Secretary under subsection (b), including
the failure to avoid conflicts of interest, the
failure to protect confidentiality of informa-
tion, or the failure to competently review
premarket submissions for devices.

¢“(d) SELECTION AND COMPENSATION.—A per-
son who intends to make a report described
in subsection (a) to the Secretary shall have
the option to select an accredited entity or
individual to review such report. Upon the
request by a person to have a report re-
viewed by an accredited entity or individual,
the Secretary shall identify for the person no
less than 2 accredited entities or individuals
from whom the selection may be made. Com-
pensation for an accredited entity or indi-
vidual shall be determined by agreement be-
tween the accredited entity or individual and
the person who engages the services of the
accredited entity or individual and shall be
paid by the person who engages such serv-
ices.

‘‘(e) REVIEW BY SECRETARY.—

‘(1) IN GENERAL.—The Secretary shall re-
quire an accredited entity or individual,
upon making a recommendation under this
section with respect to an initial classifica-
tion of a device, to notify the Secretary in
writing of the reasons for such recommenda-
tion.

‘(2) TIME PERIOD FOR REVIEW.—Not later
than 30 days after the date on which the Sec-
retary is notified under paragraph (1) by an
accredited entity or individual with respect
to a recommendation of an initial classifica-
tion of a device, the Secretary shall make a
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determination with respect to the initial
classification.

‘“(3) SPECIAL RULE.—The Secretary may
change the initial classification under sec-
tion 513(f)(1) that is recommended by the ac-
credited entity or individual under this sec-
tion, and in such case shall notify in writing
the person making the report described in
subsection (a) of the detailed reasons for the
change.

‘‘(f) DURATION.—The authority provided by
this section terminates—

‘(1) 5 years after the date on which the
Secretary notifies Congress that at least 2
persons accredited under subsection (b) are
available to review at least 60 percent of the
submissions under section 510(k); or

‘“(2) 4 years after the date on which the
Secretary notifies Congress that at least 35
percent of the devices that are subject to re-
view under subsection (a), and that were the
subject of final action by the Secretary in
the fiscal year preceding the date of such no-
tification, were reviewed by the Secretary
under subsection (e),
whichever occurs first.

‘(g) REPORT.—

‘(1 IN GENERAL.—Not later than 1 year
after the date of enactment of this section,
the Secretary shall contract with an inde-
pendent research organization to prepare and
submit to the Secretary a written report ex-
amining the use of accredited entities and
individuals to conduct reviews under this
section. The Secretary shall submit the re-
port to Congress not later than 6 months
prior to the conclusion of the applicable pe-
riod described in subsection (f).

‘“(2) CONTENTS.—The report by the inde-
pendent research organization described in
paragraph (1) shall identify the benefits or
detriments to public and patient health of
using accredited entities and individuals to
conduct such reviews, and shall summarize
all relevant data, including data on the re-
view of accredited entities and individuals
(including data on the review times, rec-
ommendations, and compensation of the en-
tities and individuals), and data on the re-
view of the Secretary (including data on the
review times, changes, and reasons for
changes of the Secretary).”.

(b) RECORDKEEPING.—Section 704 (21 U.S.C.
374) is amended by adding at the end the fol-
lowing:

“(f)(1) A person accredited under section
523 to review reports made under section
510(k) and make recommendations of initial
classifications of devices to the Secretary
shall maintain records documenting the
training qualifications of the person and the
employees of the person, the procedures used
by the person for handling confidential infor-
mation, the compensation arrangements
made by the person in accordance with sec-
tion 523(d), and the procedures used by the
person to identify and avoid conflicts of in-
terest. Upon the request of an officer or em-
ployee designated by the Secretary, the per-
son shall permit the officer or employee, at
all reasonable times, to have access to, to
copy, and to verify, the records.

‘4(2) Within 15 days after the receipt of a
written request from the Secretary to a per-
son accredited under section 523 for copies of
records described in paragraph (1), the person
shall produce the copies of the records at the
place designated by the Secretary.”.

SEC. 205. DEVICE PERFORMANCE STANDARDS.

(a) ALTERNATIVE PROCEDURE.—Section 514
(21 U.S.C. 360d) is amended by adding at the
end the following:

‘“Recognition of a Standard

“(c)1)(A) In addition to establishing per-
formance standards under this section, the
Secretary may, by publication in the Federal
Register, recognize all or part of a perform-
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ance standard established by a nationally or
internationally recognized standard develop-
ment organization for which a person may
submit a declaration of conformity in order
to meet premarket submission requirements
or other requirements under this Act to
which such standards are applicable.

‘“(B) If a person elects to use a performance
standard recognized by the Secretary under
subparagraph (A) to meet the requirements
described in subparagraph (A), the person
shall provide a declaration of conformity to
the Secretary that certifies that the device
is in conformity with such standard. A per-
son may elect to use data, or information,
other than data required by a standard rec-
ognized under subparagraph (A) to fulfill or
satisfy any requirement under this Act.

‘“(2) The Secretary may withdraw such rec-
ognition of a performance standard through
publication of a notice in the Federal Reg-
ister that the Secretary will no longer recog-
nize the standard, if the Secretary deter-
mines that the standard is no longer appro-
priate for meeting the requirements under
this Act.

‘““(3)(A) Subject to subparagraph (B), the
Secretary shall accept a declaration of con-
formity that a device is in conformity with
a standard recognized under paragraph (1)
unless the Secretary finds—

‘(i) that the data or information sub-
mitted to support such declaration does not
demonstrate that the device is in conformity
with the standard identified in the declara-
tion of conformity; or

‘“(ii) that the standard identified in the
declaration of conformity is not applicable
to the particular device under review.

‘“(B) The Secretary may request, at any
time, the data or information relied on by
the person to make a declaration of con-
formity with respect to a standard recog-
nized under paragraph (1).

‘“(C) A person relying on a declaration of
conformity with respect to a standard recog-
nized under paragraph (1) shall maintain the
data and information demonstrating con-
formity of the device to the standard for a
period of 2 years after the date of the classi-
fication or approval of the device by the Sec-
retary or a period equal to the expected de-
sign life of the device, whichever is longer.”’.

(b) SECTION 301.—Section 301 (21 U.S.C. 331)
is amended by adding at the end the fol-
lowing:

‘““(x) The falsification of a declaration of
conformity submitted under subsection (c) of
section 514 or the failure or refusal to pro-
vide data or information requested by the
Secretary under section 514(c)(3).”".

(c) SECTION 501.—Section 501(e) (21 U.S.C.
3561(e)) is amended—

(1) by striking ‘‘(e)”” and inserting ‘‘(e)(1)”’;
and

(2) by inserting at the end the following:

‘“(2) If it is declared to be, purports to be,
or is represented as, a device that is in con-
formity with any performance standard rec-
ognized under section 514(c) unless such de-
vice is in all respects in conformity with
such standard.”.

TITLE III-IMPROVING COLLABORATION
AND COMMUNICATION
SEC. 301. COLLABORATIVE DETERMINATIONS OF
DEVICE DATA REQUIREMENTS.
Section 513(a)(3) (21 U.S.C. 360c(a)(3)) is
amended by adding at the end the following:
‘(C)(i)(T) The Secretary, upon the written
request of any person intending to submit an
application under section 515, shall meet
with such person to determine the type of
valid scientific evidence (within the meaning
of subparagraphs (A) and (B)) that will be
necessary to demonstrate the effectiveness
of a device for the conditions of use proposed
by such person, to support an approval of an
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application. The written request shall in-
clude a detailed description of the device, a
detailed description of the proposed condi-
tions of use of the device, a proposed plan for
determining whether there is a reasonable
assurance of effectiveness, and, if available,
information regarding the expected perform-
ance from the device. Within 30 days after
such meeting, the Secretary shall specify in
writing the type of valid scientific evidence
that will provide a reasonable assurance that
a device is effective under the conditions of
use proposed by such person.

‘“(IT) Any clinical data, including 1 or more
well-controlled investigations, specified in
writing by the Secretary for demonstrating a
reasonable assurance of device effectiveness
shall be specified as a result of a determina-
tion by the Secretary—

‘‘(aa) that such data are necessary to es-
tablish device effectiveness; and

“(bb) that no other less burdensome means
of evaluating device effectiveness is avail-
able that would have a reasonable likelihood
of resulting in an approval.

‘(ii) The determination of the Secretary
with respect to the specification of valid sci-
entific evidence under clause (i) shall be
binding upon the Secretary, unless such de-
termination by the Secretary could be con-
trary to the public health.”.

SEC. 302. COLLABORATIVE REVIEW PROCESS.

Section 515(d) (21 U.S.C. 360e(d)) is amend-
ed—

(1) in paragraph (1)(A), by striking ‘‘para-
graph (2) of this subsection’ each place it ap-
pears and inserting ‘‘paragraph (4)’’;

(2) by redesignating paragraphs (2) and (3)
as paragraphs (4) and (5), respectively; and

(3) by inserting after paragraph (1) the fol-
lowing:

““(2)(A)(i) The Secretary shall, upon the
written request of an applicant, meet with
the applicant, not later than 100 days after
the receipt of an application from the appli-
cant that has been filed as complete under
subsection (c), to discuss the review status of
the application.

‘‘(ii) If the application does not appear in a
form that would require an approval under
this subsection, the Secretary shall in writ-
ing, and prior to the meeting, provide to the
applicant a description of any deficiencies in
the application identified by the Secretary
based on an interim review of the entire ap-
plication and identify the information that
is required to correct those deficiencies.

¢(iii) The Secretary and the applicant
may, by mutual consent, establish a dif-
ferent schedule for a meeting required under
this paragraph.

‘‘(B) The Secretary shall notify the appli-
cant immediately of any deficiency identi-
fied in the application that was not described
as a deficiency in the written description
provided by the Secretary under subpara-
graph (A).”.

TITLE IV—IMPROVING CERTAINTY AND

CLARITY OF RULES
SEC. 401. POLICY STATEMENTS.

Section 701(a) (21 U.S.C. 371(a)) is amend-
ed—

(1) by striking
‘“(a)(1) The’’; and

(2) by adding at the end the following:

‘(2) Not later than February 27, 1999, the
Secretary, after evaluating the effectiveness
of the Good Guidance Practices document
published in the Federal Register at 62 Fed.
Reg. 8961, shall promulgate a regulation
specifying the policies and procedures of the
Food and Drug Administration for the devel-
opment, issuance, and use of guidance docu-
ments.”.

SEC. 402. PRODUCT CLASSIFICATION.

Chapter VII (21 U.S.C. 371 et seq.) is amend-

ed by adding at the end the following:

‘“(a) The” and inserting
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“Subchapter D—Classification of Products
and Environmental Impact Reviews
“SEC. 741. CLASSIFICATION OF PRODUCTS.

‘‘(a) REQUEST.—A person who submits an
application or submission (including a peti-
tion, notification, and any other similar
form of request) under this Act, may submit
a request to the Secretary respecting the
classification of an article as a drug, biologi-
cal product, device, or a combination prod-
uct subject to section 503(g) or respecting the
component of the Food and Drug Adminis-
tration that will regulate the article. In sub-
mitting the request, the person shall rec-
ommend a classification for the article, or a
component to regulate the article, as appro-
priate.

‘“(b) STATEMENT.—Not later than 60 days
after the receipt of the request described in
subsection (a), the Secretary shall determine
the classification of the article or the com-
ponent of the Food and Drug Administration
that will regulate the article and shall pro-
vide to the person a written statement that
identifies the classification of the article or
the component of the Food and Drug Admin-
istration that will regulate the article and
the reasons for such determination. The Sec-
retary may not modify such statement ex-
cept with the written consent of the person
or for public health reasons.

‘‘(c) INACTION OF SECRETARY.—If the Sec-
retary does not provide the statement within
the 60-day period described in subsection (b),
the recommendation made by the person
under subsection (a) shall be considered to be
a final determination by the Secretary of the
classification of the article or the compo-
nent of the Food and Drug Administration
that will regulate the article and may not be
modified by the Secretary except with the
written consent of the person or for public
health reasons.”.

SEC. 403. USE OF DATA RELATING TO PRE-
MARKET APPROVAL.

(a) IN GENERAL.—Section 520(h)(4) (21
U.S.C. 360j(h)(4)) is amended to read as fol-
lows:

“(4)(A) Any information contained in an
application for premarket approval filed
with the Secretary pursuant to section 515(c)
(including information from clinical and pre-
clinical tests or studies that demonstrate
the safety and effectiveness of a device, but
excluding descriptions of methods of manu-
facture and product composition) shall be
available, 6 years after the application has
been approved by the Secretary, for use by
the Secretary in—

‘(i) approving another device;

‘‘(ii) determining whether a product devel-
opment protocol has been completed, under
section 515 for another device;

‘‘(iii) establishing a performance standard
or special control under this Act; or

‘(iv) classifying or reclassifying another
device under section 513 and subsection (1)(2).

‘‘(B) The publicly available detailed sum-
maries of information respecting the safety
and effectiveness of devices required by para-
graph (1)(A) shall be available for use by the
Secretary as the evidentiary basis for the
agency actions described in subparagraph
(A).”.

(b) CONFORMING  AMENDMENT.—Section
517(a) (21 U.S.C. 360g(a)) is amended—

(1) in paragraph (8), by adding ‘‘or’’ at the
end;

(2) in paragraph (9), by striking ‘‘, or”” and
inserting a comma; and

(3) by striking paragraph (10).

SEC. 404. CONSIDERATION OF LABELING CLAIMS
FOR PRODUCT REVIEW.

(a) PREMARKET APPROVAL.—Section
515(d)(1)(A) (21 U.S.C. 360e(d)(1)(A)) is amend-
ed by adding at the end the following flush
sentences:
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“In making the determination whether to
approve or deny the application, the Sec-
retary shall rely on the conditions of use in-
cluded in the proposed labeling as the basis
for determining whether or not there is a
reasonable assurance of safety and effective-
ness, if the proposed labeling is neither false
nor misleading. In determining whether or
not such labeling is false or misleading, the
Secretary shall fairly evaluate all material
facts pertinent to the proposed labeling.”.

(b) PREMARKET NOTIFICATION.—Section
513(i)(1) (21 U.S.C. 360c(i)(1)) is amended by
adding at the end the following:

‘“(C) Whenever the Secretary requests in-
formation to demonstrate that the devices
with differing technological characteristics
are substantially equivalent, the Secretary
shall only request information that is nec-
essary to make a substantial equivalence de-
termination. In making such a request, the
Secretary shall consider the least burden-
some means of demonstrating substantial
equivalence and shall request information
accordingly.

‘(D) The determination of the Secretary
under this subsection and section 513(f)(1)
with respect to the intended use of a device
shall be based on the intended use included
in the proposed labeling of the device sub-
mitted in a report under section 510(k).”’.

(¢) RULE OF CONSTRUCTION.—Nothing in the
amendments made by subsections (a) and (b)
shall be construed to alter any authority of
the Secretary of Health and Human Services
to regulate any tobacco product, or any addi-
tive or ingredient of a tobacco product.

SEC. 405. CERTAINTY OF REVIEW TIMEFRAMES.

(a) CLARIFICATION ON THE 90-DAY TIME-
FRAME FOR PREMARKET NOTIFICATION RE-
VIEWS.—Section 510(k) (21 U.S.C. 360) is
amended by adding at the end the following
flush sentence:

““The Secretary shall review the report re-
quired by this subsection and make a deter-
mination under section 513(f)(1) not later
than 90 days after receiving the report.”.

(b) ONE-CYCLE REVIEW.—Section 515(d) (21
U.S.C. 360e(d)), as amended by section 302, is
amended by inserting after paragraph (2) the
following:

‘“(3) Except as provided in paragraph (1),
the period for the review of an application by
the Secretary under this subsection shall be
not more than 180 days. Such period may not
be restarted or extended even if the applica-
tion is amended. The Secretary is not re-
quired to review a major amendment to an
application, unless the amendment is made
in response to a request by the Secretary for
information.”.

SEC. 406. LIMITATIONS ON INITIAL CLASSIFICA-
TION DETERMINATIONS.

Section 510 (21 U.S.C. 360) is amended by
adding at the end the following:

‘“(m) The Secretary may not withhold a de-
termination of the initial classification of a
device under section 513(f)(1) because of a
failure to comply with any provision of this
Act that is unrelated to a substantial
equivalence decision, including a failure to
comply with the requirements relating to
good manufacturing practices under section
520(f).”.

SEC. 407. CLARIFICATION WITH RESPECT TO A
GENERAL USE AND SPECIFIC USE OF
A DEVICE.

Not later than 270 days after the date of
enactment of this section, the Secretary of
Health and Human Services shall promulgate
a final regulation specifying the general
principles that the Secretary of Health and
Human Services will consider in determining
when a specific intended use of a device is
not reasonably included within a general use
of such device for purposes of a determina-
tion of substantial equivalence under section
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513(f)(1) of the Federal Food, Drug, and Cos-

metic Act (21 U.S.C. 360c(f)(1)).

SEC. 408. CLARIFICATION OF THE NUMBER OF
REQUIRED CLINICAL INVESTIGA-
TIONS FOR APPROVAL.

(a) DEVICE CLASSES.—Section 513(a)(3)(A)
(21 U.S.C. 360c(a)(3)(A)) is amended by strik-
ing ‘‘clinical investigations” and inserting
““1 or more clinical investigations”.

(b) NEW DRUGS.—Section 505(d) (21 U.S.C.
3565(d)) is amended by adding at the end the
following: ‘‘Substantial evidence may, as ap-
propriate, consist of data from 1 adequate
and well-controlled clinical investigation
and confirmatory evidence (obtained prior to
or after such investigation), if the Secretary
determines, based on relevant science, that
such data and evidence are sufficient to es-
tablish effectiveness.”.

SEC. 409. PROHIBITED ACTS.

Section 301(1) (21 U.S.C. 331(1)) is repealed.
TITLE V—IMPROVING ACCOUNTABILITY
SEC. 501. AGENCY PLAN FOR STATUTORY COM-

PLIANCE AND ANNUAL REPORT.

Section 903(b) (21 U.S.C. 393(b)), as amended
by section 201, is further amended by adding
at the end the following:

‘“(4) AGENCY PLAN FOR STATUTORY COMPLI-
ANCE.—

‘“‘(A) IN GENERAL.—Not later than 180 days
after the date of enactment of this para-
graph, the Secretary, after consultation with
relevant experts, health care professionals,
representatives of patient and consumer ad-
vocacy groups, and the regulated industry,
shall develop and publish in the Federal Reg-
ister a plan bringing the Secretary into com-
pliance with each of the obligations of the
Secretary under this Act and other relevant
statutes. The Secretary shall biannually re-
view the plan and shall revise the plan as
necessary, in consultation with such persons.

‘“(B) OBJECTIVES OF AGENCY PLAN.—The
plan required by subparagraph (A) shall es-
tablish objectives, and mechanisms to be
used by the Secretary, acting through the
Commissioner, including objectives and
mechanisms that—

‘(i) minimize deaths of, and harm to, per-
sons who use or may use an article regulated
under this Act;

‘(ii) maximize the clarity of, and the
availability of information about, the proc-
ess for review of applications and submis-
sions (including petitions, notifications, and
any other similar forms of request) made
under this Act, including information for po-
tential consumers and patients concerning
new products;

‘‘(iii) implement all inspection and
postmarket monitoring provisions of this
Act by July 1, 1999;

“(iv) ensure access to the scientific and
technical expertise necessary to ensure com-
pliance by the Secretary with the statutory
obligations described in subparagraph (A);

‘“(v) establish a schedule to bring the Ad-
ministration into full compliance by July 1,
1999, with the time periods specified in this
Act for the review of all applications and
submissions described in clause (ii) and sub-
mitted after the date of enactment of this
paragraph; and

‘“(vi) reduce backlogs in the review of all
applications and submissions described in
clause (ii) for any article with the objective
of eliminating all backlogs in the review of
the applications and submissions by January
1, 2000.

““(5) ANNUAL REPORT.—

““(A) CONTENTS.—The Secretary shall pre-
pare and publish in the Federal Register and
solicit public comment on an annual report
that—

‘(i) provides detailed statistical informa-
tion on the performance of the Secretary
under the plan described in paragraph (4);
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‘‘(ii) compares such performance of the
Secretary with the objectives of the plan and
with the statutory obligations of the Sec-
retary;

‘“(iii) analyzes any failure of the Secretary
to achieve any objective of the plan or to
meet any statutory obligation;

‘(iv) identifies any regulatory policy that
has a significant impact on compliance with
any objective of the plan or any statutory
obligation; and

‘“(v) sets forth any proposed revision to
any such regulatory policy, or objective of
the plan that has not been met.

‘(B) STATISTICAL INFORMATION.—The sta-
tistical information described in subpara-
graph (A)(i) shall include a full statistical
presentation relating to all applications and
submissions (including petitions, notifica-
tions, and any other similar forms of re-
quest) made under this Act and approved or
subject to final action by the Secretary dur-
ing the year covered by the report. In pre-
paring the statistical presentation, the Sec-
retary shall take into account the date of—

‘(i) the submission of any investigational
application;

‘‘(ii) the application of any clinical hold;

‘“(iii) the submission of any application or
submission (including a petition, notifica-
tion, and any other similar form of request)
made under this Act for approval or clear-
ance;

‘(iv) the acceptance for filing of any appli-
cation or submission described in clause (iii)
for approval or clearance;

‘“(v) the occurrence of any unapprovable
action;

‘‘(vi) the occurrence of any approvable ac-
tion; and

‘“(vii) the approval or clearance of any ap-
plication or submission described in clause
(iii).

‘(C) SPECIAL RULE.—If the Secretary pro-
vides information in a report required by
section 705 of the Food and Drug Administra-
tion Modernization and Accountability Act
of 1997 or a report required by the amend-
ments made by the Government Performance
and Results Act of 1993 and that information
is required by this paragraph, the report
shall be deemed to satisfy the requirements
of this paragraph relating to that informa-
tion.”.

TITLE VI—BETTER ALLOCATION OF

RESOURCES BY SETTING PRIORITIES

SEC. 601. MINOR MODIFICATIONS.

(a) ACTION ON INVESTIGATIONAL DEVICE EX-
EMPTIONS.—Section 520(g) (21 U.S.C. 360j(g))
is amended by adding at the end the fol-
lowing:

‘“(6)(A) The Secretary shall, not later than
120 days after the date of enactment of this
paragraph, by regulation modify parts 812
and 813 of title 21, Code of Federal Regula-
tions to update the procedures and condi-
tions under which a device intended for
human use may, upon application by the
sponsor of the device, be granted an exemp-
tion from the requirements of this Act.

‘“(B) The regulation shall permit develop-
mental changes in a device (including manu-
facturing changes) in response to informa-
tion collected during an investigation with-
out requiring an additional approval of an
application for an investigational device ex-
emption or the approval of a supplement to
such application, if the sponsor of the inves-
tigation determines, based on credible infor-
mation, prior to making any such changes,
that the changes—

‘(i) do not affect the scientific soundness
of an investigational plan submitted under
paragraph (3)(A) or the rights, safety, or wel-
fare of the human subjects involved in the
investigation; and
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‘(i) do not constitute a significant change
in design, or a significant change in basic
principles of operation, of the device.”.

(b) ACTION ON APPLICATION.—Section
515(d)(1)(B) (21 U.S.C. 360e(d)(1)(B)) is amend-
ed by adding at the end the following:

‘(iii) The Secretary shall accept and re-
view data and any other information from
investigations conducted under the author-
ity of regulations required by section 520(g),
to make a determination of whether there is
a reasonable assurance of safety and effec-
tiveness of a device subject to a pending ap-
plication under this section if—

‘“(I) the data or information is derived
from investigations of an earlier version of
the device, the device has been modified dur-
ing or after the investigations (but prior to
submission of an application under sub-
section (¢)) and such a modification of the
device does not constitute a significant
change in the design or in the basic prin-
ciples of operation of the device that would
invalidate the data or information; or

‘“(IT) the data or information relates to a
device approved under this section, is avail-
able for use under this Act, and is relevant
to the design and intended use of the device
for which the application is pending.”.

(¢c) ACTION ON SUPPLEMENTS.—Section
515(d) (21 U.S.C. 360e(d)), as amended by sec-
tion 302, is further amended by adding at the
end the following:

‘““(6)(A)(i) A supplemental application shall
be required for any change to a device sub-
ject to an approved application under this
subsection that affects safety or effective-
ness, unless such change is a modification in
a manufacturing procedure or method of
manufacturing and the holder of the ap-
proved application submits a written notice
to the Secretary that describes in detail the
change, summarizes the data or information
supporting the change, and informs the Sec-
retary that the change has been made under
the requirements of section 520(f).

‘“(ii) The holder of an approved application
who submits a notice under clause (i) with
respect to a manufacturing change of a de-
vice may distribute the device 30 days after
the date on which the Secretary receives the
notice, unless the Secretary within such 30-
day period notifies the holder that the notice
is not adequate and describes such further
information or action that is required for ac-
ceptance of such change. If the Secretary no-
tifies the holder that a premarket approval
supplement is required, the Secretary shall
review the supplement within 135 days after
the receipt of the supplement. The time used
by the Secretary to review the notice of the
manufacturing change shall be deducted
from the 135-day review period if the notice
meets appropriate content requirements for
premarket approval supplements.

‘“(B)(1) Subject to clause (ii), in reviewing a
supplement to an approved application, for
an incremental change to the design of a de-
vice that affects safety or effectiveness, the
Secretary shall approve such supplement if—

“(I) nonclinical data demonstrate that the
design modification creates the intended ad-
ditional capacity, function, or performance
of the device; and

‘“(IT) clinical data from the approved appli-
cation and any supplement to the approved
application provide a reasonable assurance
of safety and effectiveness for the changed
device.

‘‘(ii) The Secretary may require, when nec-
essary, additional clinical data to evaluate
the design modification of the device to pro-
vide a reasonable assurance of safety and ef-
fectiveness.”.

SEC. 602. ENVIRONMENTAL IMPACT REVIEW.

Chapter VII (21 U.S.C. 371 et seq.), as
amended by section 402, is further amended
by adding at the end the following:
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“SEC. 742. ENVIRONMENTAL IMPACT REVIEW.

“Notwithstanding any other provision of
law, an environmental impact statement
prepared in accordance with the regulations
published in part 25 of title 21, Code of Fed-
eral Regulations (as in effect on August 31,
1997) in connection with an action carried
out under (or a recommendation or report re-
lating to) this Act, shall be considered to
meet the requirements for a detailed state-
ment under section 102(2)(C) of the National
Environmental Policy Act of 1969 (42 U.S.C.
4332(2)(C)).”.

SEC. 603. EXEMPTION OF CERTAIN CLASSES OF
DEVICES FROM PREMARKET NOTIFI-
CATION REQUIREMENT.

(a) CLASS I AND CLASS II DEVICES.—Section
510(k) (21 U.S.C. 360(k)) is amended by strik-
ing ‘“‘intended for human use’ and inserting
“intended for human use (except a device
that is classified into class I under section
513 or 520 unless the Secretary determines
such device is intended for a use that is of
substantial importance in preventing im-
pairment of human health or such device
presents a potential unreasonable risk of ill-
ness or injury, or a device that is classified
into class II under section 513 or 520 and is
exempt from the requirements of this sub-
section under subsection (1))’.

(b) PUBLICATION OF EXEMPTION.—Section
510 (21 U.S.C. 360) is amended by inserting
after subsection (k) the following:

“(1)(A) Not later than 30 days after the date
of enactment of this subsection, the Sec-
retary shall publish in the Federal Register
a list of each type of class II device that does
not require a notification under subsection
(k) to provide reasonable assurance of safety
and effectiveness. Each type of class II de-
vice identified by the Secretary not to re-
quire the notification shall be exempt from
the requirement to provide notification
under subsection (k) as of the date of the
publication of the list in the Federal Reg-
ister.

‘“(2) Beginning on the date that is 1 day
after the date of the publication of a list
under this subsection, the Secretary may ex-
empt a class II device from the notification
requirement of subsection (k), upon the Sec-
retary’s own initiative or a petition of an in-
terested person, if the Secretary determines
that such notification is not necessary to as-
sure the safety and effectiveness of the de-
vice. The Secretary shall publish in the Fed-
eral Register notice of the intent of the Sec-
retary to exempt the device, or of the peti-
tion, and provide a 30-day period for public
comment. Within 120 days after the issuance
of the notice in the Federal Register, the
Secretary shall publish an order in the Fed-
eral Register that sets forth the final deter-
mination of the Secretary regarding the ex-
emption of the device that was the subject of
the notice.”.

SEC. 604. EVALUATION OF AUTOMATIC CLASS III
DESIGNATION.

Section 513(f) (21 U.S.C. 360c(f)) is amend-
ed—

(1) in paragraph (1)—

(A) in subparagraph (B), by striking ‘‘para-
graph (2)” and inserting ‘‘paragraph (3)’’; and

(B) in the last sentence, by striking ‘‘para-
graph (2)” and inserting ‘‘paragraph (2) or
@

(2) by redesignating paragraphs (2) and (3)
as paragraphs (3) and (4), respectively; and

(3) by inserting after paragraph (1) the fol-
lowing:

“(2)(A) Any person who submits a report
under section 510(k) for a type of device that
has not been previously classified under this
Act, and that is classified into class III under
paragraph (1), may request, within 30 days
after receiving written notice of such a clas-
sification, the Secretary to classify the de-
vice under the criteria set forth in subpara-
graphs (A) through (C) subsection (a)(1). The
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person may, in the request, recommend to
the Secretary a classification for the device.
Any such request shall describe the device
and provide detailed information and reasons
for the recommended classification.

“(B)(1) Not later than 60 days after the
date of the submission of the request under
subparagraph (A) for classification of a de-
vice under the criteria set forth in subpara-
graphs (A) through (C) of subsection (a)(1),
the Secretary shall by written order classify
the device. Such classification shall be the
initial classification of the device for pur-
poses of paragraph (1) and any device classi-
fied under this paragraph shall be a predicate
device for determining substantial equiva-
lence under paragraph (1).

¢“(ii) A device that remains in class III
under this subparagraph shall be deemed to
be adulterated within the meaning of section
501(f)(1)(B) until approved under section 515
or exempted from such approval under sec-
tion 520(g).

“(C) Within 30 days after the issuance of an
order classifying a device under this para-
graph, the Secretary shall publish a notice in
the Federal Register announcing such classi-
fication.”.

SEC. 605. SECRETARY’S DISCRETION TO TRACK
DEVICES.

(a) RELEASE OF INFORMATION.—Section

519(e) (21 U.S.C. 360i(e)) is amended by adding
at the end the following flush sentence:
“Any patient receiving a device subject to
tracking under this section may refuse to re-
lease, or refuse permission to release, the pa-
tient’s name, address, social security num-
ber, or other identifying information for the
purpose of tracking.”.

(b) PUBLICATION OF CERTAIN DEVICES.—Not
later than 180 days after the date of enact-
ment of this Act, the Secretary of Health
and Human Services shall develop and pub-
lish in the Federal Register a list that iden-
tifies each type of device subject to tracking
under section 519(e)(1) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 360i(e)(1)).
Each device not identified by the Secretary
of Health and Human Services under this
subsection or designated by the Secretary
under section 519(e)(2) shall be deemed to be
exempt from the mandatory tracking re-
quirement under section 519 of such Act. The
Secretary of Health and Human Services
shall have authority to modify the list of de-
vices exempted from the mandatory tracking
requirements.

SEC. 606. SECRETARY’S DISCRETION TO CON-
DUCT POSTMARKET SURVEILLANCE.

(a) IN GENERAL.—Section 522 (21 U.S.C.
3601) is amended by striking ‘‘SEC. 522.”” and
all that follows through ‘‘(2) DISCRETIONARY
SURVEILLANCE.—The” and inserting the fol-

lowing:

“SEC. 522. (a) DISCRETIONARY SURVEIL-
LANCE.—The”’.

(b)  SURVEILLANCE APPROVAL.—Section

522(b) (21 U.S.C. 3601(b)) is amended to read as
follows:

““(b) SURVEILLANCE APPROVAL.—

‘(1) IN GENERAL.—Each manufacturer that
receives notice from the Secretary that the
manufacturer is required to conduct surveil-
lance of a device under subsection (a) shall,
not later than 30 days after receiving the no-
tice, submit for the approval of the Sec-
retary, a plan for the required surveillance.

‘‘(2) DETERMINATION.—Not later than 60
days after the receipt of the plan, the Sec-
retary shall determine if a person proposed
in the plan to conduct the surveillance has
sufficient qualifications and experience to
conduct the surveillance and if the plan will
result in the collection of useful data that
can reveal unforeseen adverse events or
other information necessary to protect the
public health and to provide safety and effec-
tiveness information for the device.
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‘(3) LIMITATION ON PLAN APPROVAL.—The
Secretary may not approve the plan until
the plan has been reviewed by a qualified sci-
entific and technical review committee es-
tablished by the Secretary.”.

SEC. 607. REPORTING.

(a) REPORTS.—Section 519 (21 U.S.C. 360i) is
amended—

(1) in subsection (a)—

(A) in the first sentence by striking ‘‘make
such reports, and provide such information,”’
and inserting ‘‘and each such manufacturer
or importer shall make such reports, provide
such information, and submit such samples
and components of devices (as required by
paragraph (10)),”;

(B) in paragraph (8), by striking ‘‘; and”’
and inserting a semicolon; and

(C) by striking paragraph (9) and inserting
the following:

‘“(9) shall require distributors to Kkeep
records and make such records available to
the Secretary upon request; and’’;

(2) by striking subsection (d); and

(3) in subsection (f), by striking *‘, im-
porter, or distributor’’ each place it appears
and inserting ‘‘or importer’’.

(b) REGISTRATION.—Section 510(g) (21 U.S.C.
360(g)) is amended—

(1) by redesignating paragraph (4) as para-
graph (5);

(2) by inserting after paragraph (3), the fol-
lowing:

‘“(4) any distributor who acts as a whole-
sale distributor of devices, and who does not
manufacture, repackage, process, or relabel
a device; or’’; and

(3) by adding at the end the following flush
sentence:

“In this subsection, the term ‘wholesale dis-
tributor’ means any person who distributes a
device from the original place of manufac-
ture to the person who makes the final deliv-
ery or sale of the device to the ultimate con-
sumer or user.”’.
SEC. 608. PILOT AND SMALL-SCALE MANUFAC-
TURE.

(a) NEW DrRuUGS.—Section 505(c) (21 U.S.C.
355(c)) is amended by adding at the end the
following:

‘(4) A new drug manufactured in a pilot or
other small facility may be used to dem-
onstrate the safety and effectiveness of the
new drug and to obtain approval of the new
drug prior to scaling up to a larger facility,
unless the Secretary determines that a full
scale production facility is necessary to en-
sure the safety or effectiveness of the new
drug.”.

(b) NEW ANIMAL DRUGS.—Section 512(c) (21
U.S.C. 360b(c)) is amended by adding at the
end the following:

‘“(4) A new animal drug manufactured in a
pilot or other small facility may be used to
demonstrate the safety and effectiveness of
the new drug and to obtain approval of the
new drug prior to scaling up to a larger facil-
ity, unless the Secretary determines that a
full scale production facility is necessary to
ensure the safety or effectiveness of the new
drug.”.

SEC. 609. REQUIREMENTS FOR RADIOPHARMA-
CEUTICALS.

(a) REQUIREMENTS.—

(1) REGULATIONS.—

(A) PROPOSED REGULATIONS.—Not later
than 180 days after the date of enactment of
this Act, the Secretary of Health and Human
Services, after consultation with patient ad-
vocacy groups, associations, physicians li-
censed to use radiopharmaceuticals, and the
regulated industry, shall issue proposed reg-
ulations governing the approval of radio-
pharmaceuticals designed for diagnosis and
monitoring of diseases and conditions. The
regulations shall provide that the determina-
tion of the safety and effectiveness of such a
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radiopharmaceutical under section 505 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355) or section 351 of the Public Health
Service Act (42 U.S.C. 262) shall include (but
not be limited to) consideration of the pro-
posed use of the radiopharmaceutical in the
practice of medicine, the pharmacological
and toxicological activity of the radio-
pharmaceutical (including any carrier or
ligand component of the radiopharma-
ceutical), and the estimated absorbed radi-
ation dose of the radiopharmaceutical.

(B) FINAL REGULATIONS.—Not later than 18
months after the date of enactment of this
Act, the Secretary shall promulgate final
regulations governing the approval of the
radiopharmaceuticals.

(2) SPECIAL RULE.—In the case of a radio-
pharmaceutical intended to be used for diag-
nostic or monitoring purposes, the indica-
tions for which such radiopharmaceutical is
approved for marketing may, in appropriate
cases, refer to manifestations of disease
(such as biochemical, physiological, ana-
tomic, or pathological processes) common
to, or present in, 1 or more disease states.

(b) DEFINITION.—In this section, the term
“radiopharmaceutical”’ means—

(1) an article—

(A) that is intended for use in the diagnosis
or monitoring of a disease or a manifestation
of a disease in humans; and

(B) that exhibits spontaneous disintegra-
tion of unstable nuclei with the emission of
nuclear particles or photons; or

(2) any nonradioactive reagent kit or nu-
clide generator that is intended to be used in
the preparation of any such article.

SEC. 610. MODERNIZATION OF REGULATION OF
BIOLOGICAL PRODUCTS.

(a) LICENSES.—

(1) IN GENERAL.—Section 351(a) of the Pub-
lic Health Service (42 U.S.C. 262(a)) is amend-
ed to read as follows:

‘‘(a)(1) Except as provided in paragraph (4),
no person shall introduce or deliver for in-
troduction into interstate commerce any bi-
ological product unless—

‘“(A) a biologics license is in effect for the
biological product; and

‘(B) each package of the biological product
is plainly marked with—

‘(i) the proper name of the biological prod-
uct contained in the package;

‘‘(ii) the name, address, and applicable li-
cense number of the manufacturer of the bio-
logical product; and

‘‘(iii) the expiration date of the biological
product.

““(2)(A) The Secretary shall establish, by
regulation, requirements for the approval,
suspension, and revocation of biologics li-
censes.

‘“(B) The Secretary shall approve a bio-
logics license application on the basis of a
demonstration that—

‘(i) the biological product that is the sub-
ject of the application is safe, pure, and po-
tent; and

‘“(ii) the facility in which the biological
product is manufactured, processed, packed,
or held meets standards designed to assure
that the biological product continues to be
safe, pure, and potent.

‘“(3) A biologics license application shall be
approved only if the applicant (or other ap-
propriate person) consents to the inspection
of the facility that is the subject of the ap-
plication, in accordance with subsection (c).

‘‘(4) The Secretary shall prescribe require-
ments under which a biological product un-
dergoing investigation shall be exempt from
the requirements of paragraph (1).”.

(2) ELIMINATION OF EXISTING LICENSE RE-
QUIREMENT.—Section 351(d) of the Public
Health Service Act (42 U.S.C. 262(d)) is
amended—
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(A) by striking ‘(d)(1)” and all that follows
through ‘‘of this section.”’;

(B) in paragraph (2)—

(i) by striking ‘““(2)(A) Upon’’ and inserting
“(d)(1) Upon;” and

(ii) by redesignating subparagraph (B) as
paragraph (2); and

(C) in paragraph (2) (as so redesignated by
subparagraph (B)(ii))—

(i) by striking ‘‘subparagraph (A)” and in-
serting ‘“‘paragraph (1)’; and

(ii) by striking ‘‘this subparagraph’ each
place it appears and inserting ‘‘this para-
graph’’.

(b) LABELING.—Section 351(b) of the Public
Health Service Act (42 U.S.C. 262(b)) is
amended to read as follows:

‘“‘(b) No person shall falsely label or mark
any package or container of any biological
product or alter any label or mark on the
package or container of the biological prod-
uct so as to falsify the label or mark.”.

(c¢) INSPECTION.—Section 351(c) of the Pub-
lic Health Service Act (42 U.S.C. 262(c)) is
amended by striking ‘‘virus, serum,’”’ and all
that follows and inserting ‘‘biological prod-
uct.”.

(d) DEFINITION; APPLICATION.—Section 351
of the Public Health Service Act (42 U.S.C.
262) is amended by adding at the end the fol-
lowing:

‘(i) In this section, the term ‘biological
product’ means a virus, therapeutic serum,
toxin, antitoxin, vaccine, blood, blood com-
ponent or derivative, allergenic product, or
analogous product, or arsphenamine or de-
rivative of arsphenamine (or any other tri-
valent organic arsenic compound), applicable
to the prevention, treatment, or cure of a
disease or condition of human beings.”’.

(e) CONFORMING AMENDMENT.—Section
503(g)(4) (21 U.S.C. 353(g)(4)) is amended—

(1) in subparagraph (A)—

(A) by striking ‘‘section 351(a)”’ and insert-
ing ‘‘section 351(i)”’; and

(B) by striking ‘262(a)”’
€262(1)”’; and

(2) in subparagraph (B)(iii), by striking
“product or establishment license under sub-
section (a) or (d)” and inserting ‘‘biologics li-
cense application under subsection (a)’’.

(f) SPECIAL RULE.—The Secretary of Health
and Human Services shall take measures to
minimize differences in the review and ap-
proval of products required to have approved
biologics license applications under section
361 of the Public Health Service Act (42
U.S.C. 262) and products required to have ap-
proved full new drug applications under sec-
tion 505(b)(1) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355(b)(1)).

SEC. 611. APPROVAL OF SUPPLEMENTAL APPLI-
CATIONS FOR APPROVED PROD-
UCTS.

(a) PERFORMANCE STANDARDS.—Not later
than 180 days after the date of enactment of
this section, the Secretary of Health and
Human Services shall publish in the Federal
Register performance standards for the
prompt review of supplemental applications
submitted for approved articles under the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 321 et seq.).

(b) GUIDANCE TO INDUSTRY.—Not later than
180 days after the date of enactment of this
section, the Secretary of Health and Human
Services shall issue final guidances to clarify
the requirements for, and facilitate the sub-
mission of data to support, the approval of
supplemental applications for the approved
articles described in subsection (a). The
guidances shall—

(1) clarify circumstances in which pub-
lished matter may be the basis for approval
of a supplemental application;

(2) specify data requirements that will
avoid duplication of previously submitted
data by recognizing the availability of data

and inserting
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previously submitted in support of an origi-
nal application; and

(3) define supplemental applications that
are eligible for priority review.

(¢c) RESPONSIBILITIES OF CENTERS.—The
Secretary of Health and Human Services
shall designate an individual in each center
within the Food and Drug Administration
(except the Center for Food Safety and Ap-
plied Nutrition) to be responsible for—

(1) encouraging the prompt review of sup-
plemental applications for approved articles;
and

(2) working with sponsors to facilitate the
development and submission of data to sup-
port supplemental applications.

(d) COLLABORATION.—The Secretary of
Health and Human Services shall implement
programs and policies that will foster col-
laboration between the Food and Drug Ad-
ministration, the National Institutes of
Health, professional medical and scientific
societies, and other persons, to identify pub-
lished and unpublished studies that may sup-
port a supplemental application, and to en-
courage sponsors to make supplemental ap-
plications or conduct further research in
support of a supplemental application based,
in whole or in part, on such studies.

SEC. 612. HEALTH CARE ECONOMIC INFORMA-
TION.

(a) IN GENERAL.—Section 502(a) (21 U.S.C.
352(a)) is amended by adding at the end the
following: ‘‘Health care economic informa-
tion provided to a formulary committee, or
other similar entity, in the course of the
committee or the entity carrying out its re-
sponsibilities for the selection of drugs for
managed care or other similar organizations,
shall not be considered to be false or mis-
leading if the health care economic informa-
tion directly relates to an indication ap-
proved under section 505 or 507 or section
351(a) of the Public Health Service Act (42
U.S.C. 262(a)) for such drug and is based on
competent and reliable scientific evidence.
The requirements set forth in section 505(a),
507, or section 351(a) of the Public Health
Service Act (42 U.S.C. 262(a)) shall not apply
to health care economic information pro-
vided to such a committee or entity in ac-
cordance with this paragraph. Information
that is relevant to the substantiation of the
health care economic information presented
pursuant to this paragraph shall be made
available to the Secretary upon request. In
this paragraph, the term ‘health care eco-
nomic information’ means any analysis that
identifies, measures, or compares the eco-
nomic consequences, including the costs of
the represented health outcomes, of the use
of a drug to the use of another drug, to an-
other health care intervention, or to no
intervention.”.

(b) STUDY AND REPORT.—The Comptroller
General of the United States shall conduct a
study of the implementation of the provi-
sions added by the amendment made by sub-
section (a). Not later than 4 years and 6
months after the date of enactment of this
Act, the Comptroller General of the United
States shall prepare and submit to Congress
a report containing the findings of the study.
SEC. 613. EXPEDITING STUDY AND APPROVAL OF

FAST TRACK DRUGS.

(a) IN GENERAL.—Chapter V (21 U.S.C. 351
et seq.), as amended by section 102, is further
amended by adding at the end the following:

“Subchapter E—Fast Track Drugs and

Reports of Post-Market Approval Studies
“SEC. 561. FAST TRACK DRUGS.

‘“‘(a) DESIGNATION OF DRUG AS A FAST
TRACK DRUG.—

‘(1) IN GENERAL.—The Secretary shall fa-
cilitate development, and expedite review
and approval of new drugs and biological
products that are intended for the treatment
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of serious or life-threatening conditions and
that demonstrate the potential to address
unmet medical needs for such conditions. In
this Act, such products shall be known as
‘fast track drugs’.

‘“(2) REQUEST FOR DESIGNATION.—The spon-
sor of a drug (including a biological product)
may request the Secretary to designate the
drug as a fast track drug. A request for the
designation may be made concurrently with,
or at any time after, submission of an appli-
cation for the investigation of the drug
under section 505(i) or section 351(a)(4) of the
Public Health Service Act.

¢“(3) DESIGNATION.—Within 30 calendar days
after the receipt of a request under para-
graph (2), the Secretary shall determine
whether the drug that is the subject of the
request meets the criteria described in para-
graph (1). If the Secretary finds that the
drug meets the criteria, the Secretary shall
designate the drug as a fast track drug and
shall take such actions as are appropriate to
expedite the development and review of the
drug.

“(b) APPROVAL OF APPLICATION FOR A FAST
TRACK DRUG.—

‘(1) IN GENERAL.—The Secretary may ap-
prove an application for approval of a fast
track drug under section 505(b) or section 351
of the Public Health Service Act (21 U.S.C.
262) upon a determination that the drug has
an effect on a surrogate endpoint that is rea-
sonably likely to predict clinical benefit.

‘‘(2) LIMITATION.—Approval of a fast track
drug under this subsection may be subject to
the requirements—

‘“(A) that the sponsor conduct appropriate
post-approval studies to validate the surro-
gate endpoint or otherwise confirm the clin-
ical benefit of the drug; and

‘“(B) that the sponsor submit copies of all
promotional materials related to the fast
track drug during the preapproval review pe-
riod and following approval, at least 30 days
prior to dissemination of the materials for
such period of time as the Secretary deems
appropriate.

‘(3) EXPEDITED WITHDRAWAL OF AP-
PROVAL.—The Secretary may withdraw ap-
proval of a fast track drug using expedited
procedures (as prescribed by the Secretary in
regulations) including a procedure that pro-
vides an opportunity for an informal hear-
ing, if—

‘“(A) the sponsor fails to conduct any re-
quired post-approval study of the fast track
drug with due diligence;

‘(B) a post-approval study of the fast track
drug fails to verify clinical benefit of the
fast track drug;

‘(C) other evidence demonstrates that the
fast track drug is not safe or effective under
conditions of use of the drug; or

‘(D) the sponsor disseminates false or mis-
leading promotional materials with respect
to the fast track drug.

“(c) REVIEW OF INCOMPLETE APPLICATIONS
FOR APPROVAL OF A FAST TRACK DRUG.—

‘(1 IN GENERAL.—If preliminary evalua-
tion by the Secretary of clinical efficacy
data for a fast track drug under investiga-
tion shows evidence of effectiveness, the Sec-
retary shall evaluate for filing, and may
commence review of, portions of an applica-
tion for the approval of the drug if the appli-
cant provides a schedule for submission of
information necessary to make the applica-
tion complete and any fee that may be re-
quired under section 736.

‘(2) EXCEPTION.—Any time period for re-
view of human drug applications that has
been agreed to by the Secretary and that has
been set forth in goals identified in letters of
the Secretary (relating to the use of fees col-
lected under section 736 to expedite the drug
development process and the review of
human drug applications) shall not apply to
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an application submitted under paragraph (1)
until the date on which the application is
complete.

‘‘(d) AWARENESS EFFORTS.—The Secretary
shall—

‘(1) develop and widely disseminate to
physicians, patient organizations, pharma-
ceutical and biotechnology companies, and
other appropriate persons a comprehensive
description of the provisions applicable to
fast track drugs established under this sec-
tion; and

‘“(2) establish an ongoing program to en-
courage the development of surrogate
endpoints that are reasonably likely to pre-
dict clinical benefit for serious or life-threat-
ening conditions for which there exist sig-
nificant unmet medical needs.”.

(b) GUIDANCE.—Within 1 year after the date
of enactment of this Act, the Secretary of
Health and Human Services shall issue guid-
ance for fast track drugs that describes the
policies and procedures that pertain to sec-
tion 561 of the Federal Food, Drug, and Cos-
metic Act.
SEC. 614. MANUFACTURING CHANGES FOR
DRUGS AND BIOLOGICS.

(a) IN GENERAL.—Chapter VII (21 U.S.C. 371
et seq.), as amended by section 602, is further
amended by adding at the end the following:

“Subchapter E—Manufacturing Changes
“SEC. 751. MANUFACTURING CHANGES.

‘‘(a) IN GENERAL.—A change in the manu-
facture of a new drug, including a biological
product, or a new animal drug may be made
in accordance with this section.

*“(b) CHANGES.—

‘(1) VALIDATION.—Before distributing a
drug made after a change in the manufacture
of the drug from the manufacturing process
established in the approved new drug appli-
cation under section 505, the approved new
animal drug application under section 512, or
the license application under section 351 of
the Public Health Service Act, the applicant
shall validate the effect of the change on the
identity, strength, quality, purity, and po-
tency of the drug as the identity, strength,
quality, purity, and potency may relate to
the safety or effectiveness of the drug.

‘“(2) REPORTS.—The applicant shall report
the change described in paragraph (1) to the
Secretary and may distribute a drug made
after the change as follows:

““(A) MAJOR MANUFACTURING CHANGES.—

‘(i) IN GENERAL.—Major manufacturing
changes, which are of a type determined by
the Secretary to have substantial potential
to adversely affect the identity, strength,
quality, purity, or potency of the drug as the
identity, strength, quality, purity, and po-
tency may relate to the safety or effective-
ness of a drug, shall be submitted to the Sec-
retary in a supplemental application and
drugs made after such changes may not be
distributed until the Secretary approves the
supplemental application.

‘(i) DEFINITION.—In this subparagraph,
the term ‘major manufacturing changes’
means—

‘(D changes in the qualitative or quan-
titative formulation of a drug or the speci-
fications in the approved marketing applica-
tion for the drug (unless exempted by the
Secretary from the requirements of this sub-
paragraph);

““(II) changes that the Secretary deter-
mines by regulation or issuance of guidance
require completion of an appropriate human
study demonstrating equivalence of the drug
to the drug manufactured before such
changes; and

‘(III) other changes that the Secretary de-
termines by regulation or issuance of guid-
ance have a substantial potential to ad-
versely affect the safety or effectiveness of
the drug.
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‘(B) OTHER MANUFACTURING CHANGES.—

‘(i) IN GENERAL.—As determined by the
Secretary, manufacturing changes other
than major manufacturing changes shall—

‘“(I) be made at any time and reported an-
nually to the Secretary, with supporting
data; or

‘“(IT) be reported to the Secretary in a sup-
plemental application.

‘“(ii) DISTRIBUTION OF THE DRUG.—In the
case of changes reported in accordance with
clause (1)(II)—

“(I) the applicant may distribute the drug
30 days after the Secretary receives the sup-
plemental application unless the Secretary
notifies the applicant within such 30-day pe-
riod that prior approval of such supple-
mental application is required;

‘“(IT) the Secretary shall approve or dis-
approve each such supplemental application;
and

‘(III) the Secretary may determine types
of manufacturing changes after which dis-
tribution of a drug may commence at the
time of submission of such supplemental ap-
plication.”.

(b) EXISTING LAW.—The requirements of
the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 321 et seq.) and the Public Health
Service Act (42 U.S.C. 201 et seq.) that are in
effect on the date of enactment of this Act
with respect to manufacturing changes shall
remain in effect—

(1) for a period of 24 months after the date
of enactment of this Act; or

(2) until the effective date of regulations
promulgated by the Secretary of Health and
Human Services implementing section 751 of
the Federal Food, Drug, and Cosmetic Act,
whichever is sooner.

SEC. 615. DATA REQUIREMENTS FOR DRUGS AND
BIOLOGICS.

Within 12 months after the date of enact-
ment of this Act, the Secretary of the Health
and Human Services, acting through the
Commissioner of Food and Drugs, shall issue
guidance that describes when abbreviated
study reports may be submitted, in lieu of
full reports, with a new drug application
under section 505 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 355) and with a
biologics license application under section
3561 of the Public Health Service Act (42
U.S.C. 262) for certain types of studies. Such
guidance shall describe the kinds of studies
for which abbreviated reports are appro-
priate and the appropriate abbreviated re-
port formats.

SEC. 616. FOOD CONTACT SUBSTANCES.

(a) FOoOD CONTACT SUBSTANCES.—Section
409(a) (21 U.S.C. 348(a)) is amended—

(1) in paragraph (1)—

(A) by striking ‘‘subsection (i)’ and insert-
ing ‘“‘subsection (j)’; and

(B) by striking at the end ‘“‘or’’;

(2) by striking the period at the end of
paragraph (2) and inserting ‘‘; or’’;

(3) by inserting after paragraph (2) the fol-
lowing:

‘“(3) in the case of a food additive as de-
fined in this Act that is a food contact sub-
stance, there is—

“(A) in effect, and such substance and the
use of such substance are in conformity
with, a regulation issued under this section
prescribing the conditions under which such
additive may be safely used; or

‘(B) a notification submitted under sub-
section (h) that is effective.”’; and

(4) by striking the matter following para-
graph (3) (as added by paragraph (2)) and in-
serting the following flush sentence:

‘“While such a regulation relating to a food
additive, or such a notification under sub-
section (h) relating to a food additive that is
a food contact substance, is in effect, and has
not been revoked pursuant to subsection (i),
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a food shall not, by reason of bearing or con-
taining such a food additive in accordance
with the regulation or notification, be con-
sidered adulterated under section 402(a)(1).”.

(b) NOTIFICATION FOR F0OD CONTACT SUB-
STANCES.—Section 409 (21 U.S.C. 348), as
amended by subsection (a), is further amend-
ed—

(1) by redesignating subsections (h) and (i),
as subsections (i) and (j), respectively;

(2) by inserting after subsection (g) the fol-
lowing:

“Notification Relating to a Food Contact

Substance

“(h)(1) Subject to such regulations as may
be promulgated under paragraph (3), a manu-
facturer or supplier of a food contact sub-
stance may, at least 120 days prior to the in-
troduction or delivery for introduction into
interstate commerce of the food contact sub-
stance, notify the Secretary of the identity
and intended use of the food contact sub-
stance, and of the determination of the man-
ufacturer or supplier that the intended use of
such food contact substance is safe under the
standard described in subsection (c)(3)(A).
The notification shall contain the informa-
tion that forms the basis of the determina-
tion, the fee required under paragraph (5),
and all information required to be submitted
by regulations promulgated by the Sec-
retary.

“(2)(A) A notification submitted under
paragraph (1) shall become effective 120 days
after the date of receipt by the Secretary
and the food contact substance may be intro-
duced or delivered for introduction into
interstate commerce, unless the Secretary
makes a determination within the 120-day
period that, based on the data and informa-
tion before the Secretary, such use of the
food contact substance has not been shown
to be safe under the standard described in
subsection (c)(3)(A), and informs the manu-
facturer or supplier of such determination.

‘“(B) A decision by the Secretary to object
to a notification shall constitute final agen-
cy action subject to judicial review.

‘“(C) In this paragraph, the term ‘food con-
tact substance’ means the substance that is
the subject of a notification submitted under
paragraph (1), and does not include a similar
or identical substance manufactured or pre-
pared by a person other than the manufac-
turer identified in the notification.

‘“(83)(A) The process in this subsection shall
be utilized for authorizing the marketing of
a food contact substance except where the
Secretary determines that submission and
review of a petition under subsection (b) is
necessary to provide adequate assurance of
safety, or where the Secretary and any man-
ufacturer or supplier agree that such manu-
facturer or supplier may submit a petition
under subsection (b).

‘“(B) The Secretary is authorized to pro-
mulgate regulations to identify the cir-
cumstances in which a petition shall be filed
under subsection (b), and shall consider cri-
teria such as the probable consumption of
such food contact substance and potential
toxicity of the food contact substance in de-
termining the circumstances in which a peti-
tion shall be filed under subsection (b).

‘‘(4) The Secretary shall keep confidential
any information provided in a notification
under paragraph (1) for 120 days after receipt
by the Secretary of the notification. After
the expiration of such 120 days, the informa-
tion shall be available to any interested
party except for any matter in the notifica-
tion that is a trade secret or confidential
commercial information.

““(6)(A) Each person that submits a notifi-
cation regarding a food contact substance
under this section shall be subject to the
payment of a reasonable fee. The fee shall be



October 7, 1997

based on the resources required to process
the notification including reasonable admin-
istrative costs for such processing.

‘“(B) The Secretary shall conduct a study
of the costs of administering the notification
program established under this section and,
on the basis of the results of such study,
shall, within 18 months after the date of en-
actment of the Food and Drug Administra-
tion Modernization and Accountability Act
of 1997, promulgate regulations establishing
the fee required by subparagraph (A).

“(C) A notification submitted without the
appropriate fee is not complete and shall not
become effective for the purposes of sub-
section (a)(3) until the appropriate fee is
paid.

‘(D) Fees collected pursuant to this sub-
section—

‘(i) shall not be deposited as an offsetting
collection to the appropriations for the De-
partment of Health and Human Services;

‘“(ii) shall be credited to the appropriate
account of the Food and Drug Administra-
tion; and

‘“(iii) shall be available in accordance with
appropriation Acts until expended, without
fiscal year limitation.

‘(6) In this section, the term ‘food contact
substance’ means any substance intended for
use as a component of materials used in
manufacturing, packing, packaging, trans-
porting, or holding food if such use is not in-
tended to have any technical effect in such
food.”’;

(3) in subsection (i), as so redesignated by
paragraph (1), by adding at the end the fol-
lowing: ‘““The Secretary shall by regulation
prescribe the procedure by which the Sec-
retary may deem a notification under sub-
section (h) to no longer be effective.”’; and

(4) in subsection (j), as so redesignated by
paragraph (1), by striking ‘‘subsections (b) to
(h)”’ and inserting ‘‘subsections (b) to (i)”.

(c) EFFECTIVE DATE.—Notifications under
section 409(h) of the Federal Food, Drug, and
Cosmetic Act, as added by subsection (b),
may be submitted beginning 18 months after
the date of enactment of this Act.

SEC. 617. HEALTH CLAIMS FOR FOOD PRODUCTS.

Section 403(r)(3) (21 U.S.C. 343(r)(3)) is
amended by adding at the end the following:

“(C) Notwithstanding the provisions of
clauses (A)(i) and (B), a claim of the type de-
scribed in subparagraph (1)(B) that is not au-
thorized by the Secretary in a regulation
promulgated in accordance with clause (B)
shall be authorized and may be made if—

‘(i) an authoritative scientific body of the
Federal Government with official responsi-
bility for public health protection or re-
search directly relating to human nutrition
(such as the National Institutes of Health or
the Centers for Disease Control and Preven-
tion), the National Academy of Sciences, or
a subdivision of the scientific body or the
National Academy of Sciences, has published
an authoritative statement, which is cur-
rently in effect, about the relationship be-
tween a nutrient and a disease or health-re-
lated condition to which the claim refers;

‘“(ii) a person has submitted to the Sec-
retary at least 120 days before the first intro-
duction of a food into interstate commerce a
notice of the claim, including a concise de-
scription of the basis upon which such person
relied for determining that the requirements
of subclause (i) have been satisfied;

‘“(iii) the claim and the food for which the
claim is made are in compliance with clause
(A)(ii), and are otherwise in compliance with
paragraph (a) and section 201(n); and

‘(iv) the claim is stated in a manner so
that the claim is an accurate representation
of the authoritative statement referred to in
subclause (i) and so that the claim enables
the public to comprehend the information
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provided in the claim and to understand the
relative significance of such information in
the context of a total daily diet.

For purposes of this paragraph, a statement
shall be regarded as an authoritative state-
ment of such a scientific body described in
subclause (i) only if the statement is pub-
lished by the scientific body and shall not in-
clude a statement of an employee of the sci-
entific body made in the individual capacity
of the employee.

‘(D) A claim submitted under the require-
ments of clause (C), may be made until—

‘(i) such time as the Secretary issues an
interim final regulation—

‘“(I) under the standard in clause (B)(i),
prohibiting or modifying the claim; or

‘“(II) finding that the requirements of
clause (C) have not been met; or

‘“(i1) a district court of the United States
in an enforcement proceeding under chapter
III has determined that the requirements of
clause (C) have not been met.

Where the Secretary issues a regulation
under subclause (i), good cause shall be
deemed to exist for the purposes of sub-
sections (b)(B) and (d)(3) of section 553 of
title 5, United States Code. The Secretary
shall solicit comments in response to a regu-
lation promulgated under subclause (i) and
shall publish a response to such comments.”.
SEC. 618. PEDIATRIC STUDIES MARKETING EX-
CLUSIVITY.

(a) GENERAL AUTHORITY.—Chapter V of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 351 et seq.) is amended by inserting
after section 505 the following:

“SEC. 505A. PEDIATRIC STUDIES OF DRUGS.

“(a) MARKET EXCLUSIVITY FOR NEW
DruGs.—If, prior to approval of an applica-
tion that is submitted under section

505(b)(1), the Secretary determines that in-
formation relating to the use of a drug in the
pediatric population may produce health
benefits in that population, the Secretary
makes a written request for pediatric studies
(which may include a timeframe for com-
pleting such studies), and such studies are
completed within any such timeframe and
the reports thereof submitted in accordance
with subsection (d)(2) or completed within
any such timeframe and the reports thereof
are accepted in accordance with subsection
(DB—

“(1)(A) the period during which an applica-
tion may not be submitted under subsections
(©)3)(D)(ii) and ()(4)(D)({di) of section 505
shall be five years and six months rather
than five years, and the references in sub-
sections (¢)(3)(D)(ii) and (j)(4)(D)(ii) of sec-
tion 505 to four years, to forty-eight months,
and to seven and one-half years shall be
deemed to be four and one-half years, fifty-
four months, and eight years, respectively;
or

‘“(B) the period of market exclusivity
under subsections (¢)(3)(D) (iii) and (iv) and
(J)H)@)(D) (iii) and (iv) of section 505 shall be
three years and six months rather than three
years; and

‘“(2)(A) if the drug is the subject of—

‘(i) a listed patent for which a certifi-
cation has been submitted under subsection
(b)(2)(A)(i1) or (j(2)(A)(vii)(II) of section 505
and for which pediatric studies were sub-
mitted prior to the expiration of the patent
(including any patent extensions); or

‘(i) a listed patent for which a certifi-
cation has been submitted under subsection
(b)(2)(A)(iii) or (G)(2)(A)(vii)TII) of section
505,
the period during which an application may
not be approved under subsection (c)(3) or
(1))(4)(B) of section 505 shall be extended by a
period of six months after the date the pat-
ent expires (including any patent exten-
sions); or
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‘“(B) if the drug is the subject of a listed
patent for which a certification has been
submitted under subsection (b)(2)(A){iv) or
(H(2)(A)(vii)(IV) of section 505, and in the
patent infringement litigation resulting
from the certification the court determines
that the patent is valid and would be in-
fringed, the period during which an applica-
tion may not be approved under subsection
(c)(3) or (j)(4)(B) of section 505 shall be ex-
tended by a period of six months after the
date the patent expires (including any patent
extensions).

*“(b) SECRETARY T0 DEVELOP LIST OF DRUGS
FOR WHICH ADDITIONAL PEDIATRIC INFORMA-
TION MAY BE BENEFICIAL.—Not later than 180
days after the date of enactment of this sec-
tion, the Secretary, after consultation with
experts in pediatric research (such as the
American Academy of Pediatrics, the Pedi-
atric Pharmacology Research Unit Network,
and the United States Pharmacopoeia) shall
develop, prioritize, and publish an initial list
of approved drugs for which additional pedi-
atric information may produce health bene-
fits in the pediatric population. The Sec-
retary shall annually update the list.

“(c) MARKET EXCLUSIVITY FOR ALREADY-
MARKETED DRUGS.—If the Secretary makes a
written request for pediatric studies (which
may include a timeframe for completing
such studies) concerning a drug identified in
the list described in subsection (b) to the
holder of an approved application under sec-
tion 505(b)(1) for the drug, the holder agrees
to the request, and the studies are completed
within any such timeframe and the reports
thereof submitted in accordance with sub-
section (d)(2) or completed within any such
timeframe and the reports thereof accepted
in accordance with subsection (d)(3)—

““(1)(A) the period during which an applica-
tion may not be submitted under subsections
(©)B)(D)(i) and (jH(4)(D)({Ei) of section 505
shall be five years and six months rather
than five years, and the references in sub-
sections (¢)(3)(D)(i) and (j)(4)(D)({i) of sec-
tion 505 to four years, to forty-eight months,
and to seven and one-half years shall be
deemed to be four and one-half years, fifty-
four months, and eight years, respectively;
or

‘(B) the period of market exclusivity
under subsections (¢)(3)(D) (iii) and (iv) and
()H)(4)(D) (diii) and (iv) of section 505 shall be
three years and six months rather than three
years; and

“(2)(A) if the drug is the subject of—

‘(i) a listed patent for which a certifi-
cation has been submitted under subsection
(b)(2)(A)(i) or (j)(2)(A)(vii)(AI) of section 505
and for which pediatric studies were sub-
mitted prior to the expiration of the patent
(including any patent extensions); or

‘“(ii) a listed patent for which a
certification has been submitted under
subsection (b)(2)(A)(iii) or (j)(2)(A)(vii)III) of
section 505,
the period during which an application may
not be approved under subsection (c)(3) or
(i))(4)(B) of section 505 shall be extended by a
period of six months after the date the pat-
ent expires (including any patent exten-
sions); or

‘“(B) if the drug is the subject of a listed
patent for which a certification has been
submitted under subsection (b)(2)(A)(iv) or
(H(2)(A)(vii)(IV) of section 505, and in the
patent infringement litigation resulting
from the certification the court determines
that the patent is valid and would be in-
fringed, the period during which an applica-
tion may not be approved under subsection
(c)(3) or (j)(4)(B) of section 505 shall be ex-
tended by a period of six months after the
date the patent expires (including any patent
extensions).
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¢‘(d) CONDUCT OF PEDIATRIC STUDIES.—

‘(1) AGREEMENT FOR STUDIES.—The Sec-
retary may, pursuant to a written request
for studies, after consultation with—

‘“(A) the sponsor of an application for an
investigational new drug under section 505(i);

‘“(B) the sponsor of an application for a
drug under section 505(b)(1); or

‘“(C) the holder of an approved application
for a drug under section 505(b)(1),

agree with the sponsor or holder for the con-
duct of pediatric studies for such drug.

¢“(2) WRITTEN PROTOCOLS TO MEET THE STUD-
IES REQUIREMENT.—If the sponsor or holder
and the Secretary agree upon written proto-
cols for the studies, the studies requirement
of subsection (a) or (c) is satisfied upon the
completion of the studies and submission of
the reports thereof in accordance with the
original written request and the written
agreement referred to in paragraph (1). Not
later than 60 days after the submission of the
report of the studies, the Secretary shall de-
termine if such studies were or were not con-
ducted in accordance with the original writ-
ten request and the written agreement and
reported in accordance with the require-
ments of the Secretary for filing and so no-
tify the sponsor or holder.

“(3) OTHER METHODS TO MEET THE STUDIES
REQUIREMENT.—If the sponsor or holder and
the Secretary have not agreed in writing on
the protocols for the studies, the studies re-
quirement of subsection (a) or (c) is satisfied
when such studies have been completed and
the reports accepted by the Secretary. Not
later than 90 days after the submission of the
reports of the studies, the Secretary shall ac-
cept or reject such reports and so notify the
sponsor or holder. The Secretary’s only re-
sponsibility in accepting or rejecting the re-
ports shall be to determine, within the 90
days, whether the studies fairly respond to
the written request, whether such studies
have been conducted in accordance with
commonly accepted scientific principles and
protocols, and whether such studies have
been reported in accordance with the re-
quirements of the Secretary for filing.

‘“(e) DELAY OF EFFECTIVE DATE FOR CER-
TAIN APPLICATIONS; PERIOD OF MARKET EX-
CLUSIVITY.—If the Secretary determines that
the acceptance or approval of an application
under subsection (b)(2) or (j) of section 5056
for a drug may occur after submission of re-
ports of pediatric studies under this section,
which were submitted prior to the expiration
of the patent (including any patent exten-
sion) or market exclusivity protection, but
before the Secretary has determined whether
the requirements of subsection (d) have been
satisfied, the Secretary shall delay the ac-
ceptance or approval under subsection (b)(2)
or (j), respectively, of section 505 until the
determination under subsection (d) is made,
but such delay shall not exceed 90 days. In
the event that requirements of this section
are satisfied, the applicable period of market
exclusivity referred to in subsection (a) or
(c) shall be deemed to have been running dur-
ing the period of delay.

¢“(f) NOTICE OF DETERMINATIONS ON STUDIES
REQUIREMENT.—The Secretary shall publish
a notice of any determination that the re-
quirements of subsection (d) have been met
and that submissions and approvals under
subsection (b)(2) or (j) of section 505 for a
drug will be subject to the provisions of this
section.

‘‘(g) LIMITATION.—The holder of an ap-
proved application for a new drug that has
already received six months of market exclu-
sivity under subsection (a) or (¢c) may, if oth-
erwise eligible, obtain six months of market
exclusivity under subsection (c¢)(1)(B) for a
supplemental application, except that the
holder is not eligible for exclusivity under
subsection (c)(2).
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‘“(h) STUDY AND REPORT.—The Secretary
shall conduct a study and report to Congress
not later than January 1, 2003 based on the
experience under the program. The study and
report shall examine all relevant issues, in-
cluding—

‘(1) the effectiveness of the program in im-
proving information about important pedi-
atric uses for approved drugs;

‘“(2) the adequacy of the incentive provided
under this section;

‘“(3) the economic impact of the program;
and

‘“(4) any suggestions for modification that
the Secretary deems appropriate.

“(i) TERMINATION OF MARKET EXCLUSIVITY
EXTENSION AUTHORITY FOR NEW DRUGS.—Ex-
cept as provided in section 618(b) of the Food
and Drug Administration Modernization and
Accountability Act of 1997, no period of mar-
ket exclusivity shall be extended under sub-
section (a) for a drug if—

‘(1) the extension would be based on stud-
ies commenced after January 1, 2004; and

‘“(2) the application submitted for the drug
under section 505(b)(1) was not approved by
January 1, 2004.

““(j) DEFINITIONS.—In this section, the term
‘pediatric studies’ or ‘studies’ means at least
1 clinical investigation (that, at the Sec-
retary’s discretion, may include pharmaco-
kinetic studies) in pediatric age-groups in
which a drug is anticipated to be used.”’.

(b) MARKET EXCLUSIVITY UNDER OTHER AU-
THORITY.—

(1) THROUGH CALENDAR YEAR 2003.—

(A) DETERMINATION.—If the Secretary re-
quests or requires pediatric studies, prior to
January 1, 2004, under Federal law other
than section 505A of the Federal Food, Drug,
and Cosmetic Act (as added by subsection
(a)), from the sponsor of an application, or
the holder of an approved application, for a
drug under section 505(b) of such Act (21
U.S.C. 355(b)), the Secretary shall determine
whether the studies meet the completeness,
timeliness, and other submission require-
ments of the Federal law involved.

(B) MARKET EXCLUSIVITY.—If the Secretary
determines that the studies meet the re-
quirements involved, the Secretary shall en-
sure that the period of market exclusivity
for the drug involved is extended for 6
months in accordance with the requirements
of subsection (a), (¢), (e), and (g) (as appro-
priate) of section 505A of such Act (as in ef-
fect on the date of enactment of this Act.).

(2) CALENDAR YEAR 2004 AND SUBSEQUENT
YEARS.—

(A) NEW DRUGS.—Effective January 1, 2004,
if the Secretary requests or requires pedi-
atric studies, under Federal law other than
section 505A of the Federal Food, Drug, and
Cosmetic Act, from the sponsor of an appli-
cation for a drug under section 505(b) of such
Act, nothing in such law shall be construed
to permit or require the Secretary to ensure
that the period of market exclusivity for the
drug is extended.

(B) ALREADY MARKETED DRUGS.—

(i) DETERMINATION.—Effective January 1,
2004, if the Secretary requests or requires pe-
diatric studies, under Federal law other than
section 505A of the Federal Food, Drug, and
Cosmetic Act (as added by subsection (a)),
from the holder of an approved application
for a drug under section 505(b) of such Act,
the Secretary shall determine whether the
studies meet the completeness, timeliness,
and other submission requirements of the
Federal law involved.

(ii) MARKET EXCLUSIVITY.—If the Secretary
determines that the studies meet the re-
quirements involved, the Secretary shall en-
sure that the period of market exclusivity
for the drug involved is extended for 6
months in accordance with the requirements
of subsection (a), (c), (e), and (g) (as appro-
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priate) of section 505A of such Act (as in ef-
fect on the date of enactment of this Act.).

(3) DEFINITIONS.—In this subsection:

(A) DRUG.—The term ‘‘drug’’ has the mean-
ing given the term in section 201 of such Act.

(B) PEDIATRIC STUDIES.—The term ‘‘pedi-
atric studies’” has the meaning given the
term in section 505A of such Act.

(C) SECRETARY.—The term ‘‘Secretary’’
means the Secretary of Health and Human
Services.

SEC. 619. POSITRON EMISSION TOMOGRAPHY.

(a) REGULATION OF COMPOUNDED POSITRON
EMISSION TOMOGRAPHY DRUGS UNDER THE
FEDERAL F0oOD, DRUG, AND COSMETIC ACT.—

(1) DEFINITION.—Section 201 (21 U.S.C. 321)
is amended by adding at the end the fol-
lowing:

‘“(ii) The term ‘compounded positron emis-
sion tomography drug’—

‘(1) means a drug that—

‘“(A) exhibits spontaneous disintegration of
unstable nuclei by the emission of positrons
and is used for the purpose of providing dual
photon positron emission tomographic diag-
nostic images; and

‘(B) has been compounded by or on the
order of a practitioner who is licensed by a
State to compound or order compounding for
a drug described in subparagraph (A), and is
compounded in accordance with that State’s
law, for a patient or for research, teaching,
or quality control; and

‘(2) includes any nonradioactive reagent,
reagent Kkit, ingredient, nuclide generator,
accelerator, target material, electronic syn-
thesizer, or other apparatus or computer pro-
gram to be used in the preparation of such a
drug.”.

(b) ADULTERATION.—

(1) IN GENERAL.—Section 501(a)(2) (21 U.S.C.
361(a)(2)) is amended by striking ‘‘; or (3)”
and inserting the following: ‘‘; or (C) if it is
a compounded positron emission tomography
drug and the methods used in, or the facili-
ties and controls used for, its compounding,
processing, packing, or holding do not con-
form to or are not operated or administered
in conformity with the positron emission to-
mography compounding standards and the
official monographs of the United States
Pharmacopeia to assure that such drug
meets the requirements of this Act as to
safety and has the identity and strength, and
meets the quality and purity characteristics,
that it purports or is represented to possess;
or (3)”.

(2) SUNSET.—Section 501(a)(2)(C) of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 351(a)(2)(C)) shall not apply 4 years
after the date of enactment of this Act or 2
yvears after the date or which the Secretary
of Health and Human Services establishes
the requirements described in subsection
(c)(1)(B), whichever is later.

(¢c) REQUIREMENTS FOR REVIEW OF AP-
PROVAL PROCEDURES AND CURRENT GOOD
MANUFACTURING PRACTICES FOR POSITRON
EMISSION TOMOGRAPHY.—

(1) PROCEDURES AND REQUIREMENTS.—

(A) IN GENERAL.—In order to take account
of the special characteristics of compounded
positron emission tomography drugs and the
special techniques and processes required to
produce these drugs, not later than 2 years
after the date of enactment of this Act, the
Secretary of Health and Human Services
shall establish—

(i) appropriate procedures for the approval
of compounded positron emission tomog-
raphy drugs pursuant to section 505 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355); and

(ii) appropriate current good manufac-
turing practice requirements for such drugs.
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(B) CONSIDERATIONS AND CONSULTATION.—In
establishing the procedures and require-
ments required by subparagraph (A), the Sec-
retary of Health and Human Services shall
take due account of any relevant differences
between not-for-profit institutions that com-
pound the drugs for their patients and com-
mercial manufacturers of the drugs. Prior to
establishing the procedures and require-
ments, the Secretary of Health and Human
Services shall consult with patient advocacy
groups, professional associations, manufac-
turers, and physicians and scientists licensed
to make or use compounded positron emis-
sion tomography drugs.

(2) SUBMISSION OF NEW DRUG APPLICATIONS
AND ABBREVIATED NEW DRUG APPLICATIONS.—

(A) IN GENERAL.—Except as provided in
subparagraph (B), the Secretary of Health
and Human Services shall not require the
submission of new drug applications or ab-
breviated new drug applications under sub-
section (b) or (j) of section 505 (21 U.S.C. 355),
for compounded positron emission tomog-
raphy drugs that are not adulterated drugs
described in section 501(a)(2)(C) of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C.
3561(a)(2)(C)) (as amended by subsection (b)),
for a period of 4 years after the date of enact-
ment of this Act, or for 2 years after the date
or which the Secretary establishes proce-
dures and requirements under paragraph (1),
whichever is later.

(B) EXCEPTION.—Nothing in this Act shall
prohibit the voluntary submission of such
applications or the review of such applica-
tions by the Secretary of Health and Human
Services. Nothing in this Act shall con-
stitute an exemption for a compounded
positron emission tomography drug from the
requirements of regulations issued under sec-
tion 505(i) of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 355(i)) for such drugs.

(d) REVOCATION OF CERTAIN INCONSISTENT
DOCUMENTS.—Within 30 days after the date of
enactment of this Act, the Secretary of
Health and Human Services shall publish in
the Federal Register a notice terminating
the application of the following notices and
rule, to the extent the notices and rule re-
late to compounded positron emission to-
mography drugs:

(1) A notice entitled ‘Regulation of
Positron Emission Tomographic Drug Prod-
ucts: Guidance; Public Workshop’’, published
in the Federal Register on February 27, 1995.

(2) A notice entitled ‘‘Guidance for Indus-
try: Current Good Manufacturing Practices
for Positron Emission Tomographic (PET)
Drug Products; Availability’’, published in
the Federal Register on April 22, 1997.

(3) A final rule entitled ‘‘Current Good
Manufacturing Practice for Finished Phar-
maceuticals; Positron Emission Tomog-
raphy’’, published in the Federal Register on
April 22, 1997.

(e) DEFINITION.—As used in this section,
the term ‘‘compounded positron emission to-
mography drug’ has the meaning given the
term in section 201 of the Federal Food, Drug
and Cosmetic Act (21 U.S.C. 321).

SEC. 620. DISCLOSURE.

Chapter IV (21 U.S.C. 341 et seq.) is amend-
ed by adding after section 403B the following:

‘‘DISCLOSURE

“SEC. 403C. (a) No provision of section
403(a), 201(n), or 409 shall be construed to re-
quire on the label or labeling of a food a sep-
arate radiation disclosure statement that is
more prominent than the declaration of in-
gredients required by section 403(i)(2).

‘““(b) In this section, the term ‘radiation
disclosure statement’ means a written state-
ment that discloses that a food or a compo-
nent of the food has been intentionally sub-
ject to radiation.”.
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SEC. 621. REFERRAL STATEMENTS RELATING TO
FOOD NUTRIENTS.

Section 403(r)(2)(B) (21 U.S.C. 343(r)(2)(B)) is
amended to read as follows:

‘(B) If a claim described in subparagraph
(1)(A) is made with respect to a nutrient in
a food, and the Secretary makes a deter-
mination that the food contains a nutrient
at a level that increases to persons in the
general population the risk of a disease or
health-related condition that is diet related,
then the label or labeling of such food shall
contain, prominently and in immediate prox-
imity to such claim, the following state-
ment: ‘See nutrition information panel for

content.” The blank shall identify the
nutrient associated with the increased dis-
ease or health-related condition risk. In
making the determination described in this
clause, the Secretary shall take into account
the significance of the food in the total daily
diet.”.

TITLE VII—FEES RELATING TO DRUGS
SEC. 701. SHORT TITLE.

This title may be cited as the ‘‘Prescrip-
tion Drug User Fee Reauthorization Act of
1997,

SEC. 702. FINDINGS.

Congress finds that—

(1) prompt approval of safe and effective
new drugs and other therapies is critical to
the improvement of the public health so that
patients may enjoy the benefits provided by
these therapies to treat and prevent illness
and disease;

(2) the public health will be served by mak-
ing additional funds available for the pur-
pose of augmenting the resources of the Food
and Drug Administration that are devoted to
the process for review of human drug appli-
cations;

(3) the provisions added by the Prescrip-
tion Drug User Fee Act of 1992 have been suc-
cessful in substantially reducing review
times for human drug applications and
should be—

(A) reauthorized for an additional 5 years,
with certain technical improvements; and

(B) carried out by the Food and Drug Ad-
ministration with new commitments to im-
plement more ambitious and comprehensive
improvements in regulatory processes of the
Food and Drug Administration; and

(4) the fees authorized by amendments
made in this title will be dedicated toward
expediting the drug development process and
the review of human drug applications as set
forth in the goals identified in appropriate
letters from the Secretary of Health and
Human Services to the chairman of the Com-
mittee on Commerce of the House of Rep-
resentatives and the chairman of the Com-
mittee on Labor and Human Resources of the
Senate.

SEC. 703. DEFINITIONS.

Section 735 (21 U.S.C. 379g) is amended—

(1) in the second sentence of paragraph
H—

(A) by striking ‘“Service Act, and” and in-
serting ‘‘Service Act,”’; and

(B) by striking ‘‘September 1, 1992.”” and in-
serting the following: ‘‘September 1, 1992,
does not include an application for a licen-
sure of a biological product for further man-
ufacturing use only, and does not include an
application or supplement submitted by a
State or Federal Government entity for a
drug or biological product that is not distrib-
uted commercially. Such term does include
an application for licensure, as described in
subparagraph (D), of a large volume biologi-
cal product intended for single dose injection
for intravenous use or infusion.’’;

(2) in the second sentence of paragraph
)—

(A) by striking ‘‘Service Act, and” and in-
serting ‘“‘Service Act,”’; and
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(B) by striking ‘‘September 1, 1992.”’ and in-
serting the following: ‘‘September 1, 1992,
does not include a biological product that is
licensed for further manufacturing use only,
and does not include a drug or biological
product that is not distributed commercially
and is the subject of an application or sup-
plement submitted by a State or Federal
Government entity. Such term does include
a large volume biological product intended
for single dose injection for intravenous use
or infusion.”’;

(3) in paragraph (4), by striking ‘‘without”
and inserting ‘‘without substantial’’;

(4) by striking paragraph (5) and inserting
the following:

‘“(5) The term ‘prescription drug establish-
ment’ means a foreign or domestic place of
business which is at 1 general physical loca-
tion consisting of 1 or more buildings all of
which are within 5 miles of each other, at
which 1 or more prescription drug products
are manufactured in final dosage forms.”’;

(5) in paragraph (7)(A)—

(A) by striking ‘‘employees under con-
tract’” and all that follows through ‘“‘Admin-
istration,” and inserting ‘‘contractors of the
Food and Drug Administration,”; and

(B) by striking ‘‘and committees,” and in-
serting ‘‘and committees and to contracts
with such contractors,’’;

(6) in paragraph (8)—

(A) in subparagraph (A)—

(i) by striking ‘“‘August of” and inserting
“April of ”’; and

(ii) by striking ‘‘August 1992’ and inserting
“April 19977,

(B) by striking subparagraph (B) and in-
serting the following:

“(B) 1 plus the decimal expression of the
total percentage increase for such fiscal year
since fiscal year 1997 in basic pay under the
General Schedule in accordance with section
5332 of title 5, United States Code, as ad-
justed by any locality-based comparability
payment pursuant to section 5304 of such
title for Federal employees stationed in the
District of Columbia.’’; and

(C) by striking the second sentence; and

(7 by adding at the end the following:

“(9) The term ‘affiliate’ means a business
entity that has a relationship with a second
business entity if, directly or indirectly—

““(A) 1 business entity controls, or has the
power to control, the other business entity;
or

“(B) a third party controls, or has power to
control both of the business entities.”.

SEC. 704. AUTHORITY TO ASSESS AND USE DRUG
FEES.

(a) TYPES OF FEES.—Section 736(a) (21
U.S.C. 379h(a)) is amended—

(1) by striking ‘‘Beginning in fiscal year
1993 and inserting ‘‘Beginning in fiscal year
1998°’;

(2) in paragraph (1)—

(A) by striking subparagraph (B) and in-
serting the following:

‘“‘(B) PAYMENT.—The fee required by sub-
paragraph (A) shall be due upon submission
of the application or supplement.”’;

(B) in subparagraph (D)—

(i) in the subparagraph heading, by strik-
ing ‘‘NOT ACCEPTED’’ and inserting ‘RE-
FUSED’’;

(ii) by striking ‘50 percent” and inserting
““75 percent’’;

(iii) by striking ‘‘subparagraph (B)(i)”’ and
inserting ‘‘subparagraph (B)’’; and

(iv) by striking ‘‘not accepted’ and insert-
ing ‘“‘refused’’; and

(C) by adding at the end the following:

‘“(E) EXCEPTION FOR DESIGNATED ORPHAN
DRUG OR INDICATION.—A human drug applica-
tion for a prescription drug product that has
been designated as a drug for a rare disease
or condition pursuant to section 526 shall not
be subject to a fee under subparagraph (A),
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unless the human drug application includes
indications for other than rare diseases or
conditions. A supplement proposing to in-
clude a new indication for a rare disease or
condition in a human drug application shall
not be subject to a fee under subparagraph
(A), provided that the drug has been des-
ignated pursuant to section 526 as a drug for
a rare disease or condition with regard to the
indication proposed in such supplement.

‘“(F) EXCEPTION FOR SUPPLEMENTS FOR PEDI-
ATRIC INDICATIONS.—A supplement to a
human drug application for an indication for
use in pediatric populations shall not be as-
sessed a fee under subparagraph (A).

“(G) REFUND OF FEE IF APPLICATION WITH-
DRAWN.—If an application or supplement is
withdrawn after the application or supple-
ment is filed, the Secretary may waive and
refund the fee or a portion of the fee if no
substantial work was performed on the appli-
cation or supplement after the application or
supplement was filed. The Secretary shall
have the sole discretion to waive and refund
a fee or a portion of the fee under this sub-
paragraph. A determination by the Secretary
concerning a waiver or refund under this
paragraph shall not be reviewable.”’;

(3) by striking paragraph (2) and inserting
the following:

‘(2) PRESCRIPTION DRUG ESTABLISHMENT
FEE.—

‘“(A) IN GENERAL.—Each person that—

‘‘(i) is named as the applicant in a human
drug application; and

‘“(ii) after September 1, 1992, had pending
before the Secretary a human drug applica-
tion or supplement;
shall be assessed an annual fee established in
subsection (b) for each prescription drug es-
tablishment listed in its approved human
drug application as an establishment that
manufactures the prescription drug product
named in the application. The annual estab-
lishment fee shall be assessed in each fiscal
year in which the prescription drug product
named in the application is assessed a fee
under paragraph (3) unless the prescription
drug establishment listed in the application
does not engage in the manufacture of the
prescription drug product during the fiscal
year. The establishment fee shall be payable
on or before January 31 of each year. Each
such establishment shall be assessed only 1
fee per establishment, notwithstanding the
number of prescription drug products manu-
factured at the establishment. In the event
an establishment is listed in a human drug
application by more than 1 applicant, the es-
tablishment fee for the fiscal year shall be
divided equally and assessed among the ap-
plicants whose prescription drug products
are manufactured by the establishment dur-
ing the fiscal year and assessed product fees
under paragraph (3).

‘(B) EXCEPTION.—If, during the fiscal year,
an applicant initiates or causes to be initi-
ated the manufacture of a prescription drug
product at an establishment listed in its
human drug application—

‘(i) that did not manufacture the product
in the previous fiscal year; and

“‘(ii) for which the full establishment fee
has been assessed in the fiscal year at a time
before manufacture of the prescription drug
product was begun;

the applicant will not be assessed a share of
the establishment fee for the fiscal year in
which manufacture of the product began.’’;
and

(4) in paragraph (3)—

(A) in subparagraph (A)—

(i) in clause (i), by striking ‘‘is listed” and
inserting ‘‘has been submitted for listing’’;
and

(ii) by striking ‘‘Such fee shall be payable”’
and all that follows through ‘‘section 510.”
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and inserting the following: ‘“Such fee shall
be payable for the fiscal year in which the
product is first submitted for listing under
section 510, or for relisting under section 510
if the product has been withdrawn from list-
ing and relisted. After such fee is paid for
that fiscal year, such fee shall be payable on
or before January 31 of each year. Such fee
shall be paid only once for each product for
a fiscal year in which the fee is payable.”’;
and

(B) in subparagraph (B), by striking
“5056(j).”” and inserting the following: ‘‘505(j),
or under an abbreviated new drug applica-
tion pursuant to regulations in effect prior
to the implementation of the Drug Price
Competition and Patent Term Restoration
Act of 1984, or is a product approved under an
application filed under section 507 that is ab-
breviated.”.

(b) FEE AMOUNTS.—Section 736(b) (21 U.S.C.
379n(b)) is amended to read as follows:

‘“(b) FEE AMOUNTS.—Except as provided in
subsections (c), (d), (f), and (g), the fees re-
quired under subsection (a) shall be deter-
mined and assessed as follows:

(1) APPLICATION AND SUPPLEMENT FEES.—

‘‘(A) FUuLL FEES.—The application fee under
subsection (a)(1)(A)(@) shall be $250,704 in fis-
cal year 1998, $256,338 in each of fiscal years
1999 and 2000, $267,606 in fiscal year 2001, and
$258,451 in fiscal year 2002.

‘B) OTHER FEES.—The fee under sub-
section (a)(1)(A)(ii) shall be $125,352 in fiscal
year 1998, $128,169 in each of fiscal years 1999
and 2000, $133,803 in fiscal year 2001, and
$129,226 in fiscal year 2002.

‘(2) FEE REVENUES FOR ESTABLISHMENT
FEES.—The total fee revenues to be collected
in establishment fees under subsection (a)(2)
shall be $35,600,000 in fiscal year 1998,
$36,400,000 in each of fiscal years 1999 and
2000, $38,000,000 in fiscal year 2001, and
$36,700,000 in fiscal year 2002.

“(3) TOTAL FEE REVENUES FOR PRODUCT
FEES.—The total fee revenues to be collected
in product fees under subsection (a)(3) in a
fiscal year shall be equal to the total fee rev-
enues collected in establishment fees under
subsection (a)(2) in that fiscal year.”.

(c) INCREASES AND ADJUSTMENTS.—Section
736(c) (21 U.S.C. 379h(c)) is amended—

(1) in the subsection heading, by striking
“INCREASES AND’’;

(2) in paragraph (1)—

(A) by striking ‘(1) REVENUE’ and all that
follows through ‘‘increased by the Sec-
retary’ and inserting the following: ‘(1) IN-
FLATION ADJUSTMENT.—The fees and total fee
revenues established in subsection (b) shall
be adjusted by the Secretary’’;

(B) in subparagraph (A), by striking ‘‘in-
crease’’ and inserting ‘‘change’’;

(C) in subparagraph (B), by striking ‘‘in-
crease’’ and inserting ‘‘change’’; and

(D) by adding at the end the following
flush sentence:

“The adjustment made each fiscal year by
this subsection will be added on a com-
pounded basis to the sum of all adjustments
made each fiscal year after fiscal year 1997
under this subsection.’’;

(3) in paragraph (2), by striking ‘‘October 1,
1992, and all that follows through ‘‘such
schedule.”” and inserting the following: ‘‘Sep-
tember 30, 1997, adjust the establishment and
product fees described in subsection (b) for
the fiscal year in which the adjustment oc-
curs so that the revenues collected from each
of the categories of fees described in para-
graphs (2) and (3) of subsection (b) shall be
set to be equal to the revenues collected
from the category of application and supple-
ment fees described in paragraph (1) of sub-
section (b).””; and

(4) in paragraph (3), by striking ‘‘paragraph
(2)” and inserting ‘‘this subsection”.
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(d) FEE WAIVER OR REDUCTION.—Section
736(d) (21 U.S.C. 379h(d)) is amended—

(1) by redesignating paragraphs (1), (2), (3),
and (4) as subparagraphs (A), (B), (C), and
(D), respectively, and indenting appro-
priately;

(2) by striking ‘“The Secretary shall grant
a’’ and all that follows through ‘‘finds that—
> and inserting the following:

‘(1) IN GENERAL.—The Secretary shall
grant a waiver from or a reduction of 1 or
more fees assessed under subsection (a)
where the Secretary finds that—"’;

(3) in subparagraph (C) (as so redesignated
by paragraph (1)), by striking ¢, or” and in-
serting a comma;

(4) in subparagraph (D) (as so redesignated
by paragraph (1)), by striking the period and
inserting ‘, or”’;

(5) by inserting after subparagraph (D) (as
so redesignated by paragraph (1)) the fol-
lowing:

‘““(E) the applicant is a small business sub-
mitting its first human drug application to
the Secretary for review.”’; and

(6) by striking ‘“In making the finding in
paragraph (3),”” and all that follows through
‘“‘standard costs.” and inserting the fol-
lowing:

¢(2) USE OF STANDARD COSTS.—In making
the finding in paragraph (1)(C), the Secretary
may use standard costs.

‘(3) RULES RELATING TO SMALL BUSI-
NESSES.—

‘“(A) DEFINITION.—In paragraph (1)(E), the
term ‘small business’ means an entity that
has fewer than 500 employees, including em-
ployees of affiliates.

‘“(B) WAIVER OF APPLICATION FEE.—The
Secretary shall waive under paragraph (1)(E)
the application fee for the first human drug
application that a small business or its affil-
iate submits to the Secretary for review.
After a small business or its affiliate is
granted such a waiver, the small business or
its affiliate shall pay—

‘(i) application fees for all subsequent
human drug applications submitted to the
Secretary for review in the same manner as
an entity that does not qualify as a small
business; and

‘‘(ii) all supplement fees for all supple-
ments to human drug applications submitted
to the Secretary for review in the same man-
ner as an entity that does not qualify as a
small business.”’.

(e) ASSESSMENT OF FEES.—Section 736(f)(1)
(21 U.S.C. 3191 ()(1)) is amended—

(1) by striking ‘‘fiscal year 1993 and in-
serting ‘‘fiscal year 1997’; and

(2) by striking ‘‘fiscal year 1992’ and in-
serting ‘‘fiscal year 1997 (excluding the
amount of fees appropriated for such fiscal
year)”’.

(f) CREDITING AND AVAILABILITY OF FEES.—
Section 736(g) (21 U.S.C. 379h(g)) is amend-
ed—

(1) in paragraph (1), by adding at the end
the following: ‘‘Such sums as may be nec-
essary may be transferred from the Food and
Drug Administration salaries and expenses
appropriation account without fiscal year
limitation to such appropriation account for
salaries and expenses with such fiscal year
limitation. The sums transferred shall be
available solely for the process for the re-
view of human drug applications within the
meaning of section 735(6).”";

(2) in paragraph (2)—

(A) in subparagraph (A), by striking
“Acts” and inserting ‘‘Acts, or otherwise
made available for obligation,’’; and

(B) in subparagraph (B), by striking ‘‘over
such costs for fiscal year 1992 and inserting
‘“‘over such costs, excluding costs paid from
fees collected under this section, for fiscal
year 1997°’; and
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(3) by striking paragraph (3) and inserting
the following:

¢“(3) AUTHORIZATION OF APPROPRIATIONS.—
There is authorized to be appropriated for
fees under this section—

““(A) $106,800,000 for fiscal year 1998;

“(B) $109,200,000 for fiscal year 1999;

““(C) $109,200,000 for fiscal year 2000;

‘(D) $114,000,000 for fiscal year 2001; and

““(E) $110,100,000 for fiscal year 2002,

as adjusted to reflect adjustments in the
total fee revenues made under this section
and changes in the total amounts collected
by application, supplement, establishment,
and product fees.

‘“(4) OFFSET.—Any amount of fees collected
for a fiscal year which exceeds the amount of
fees specified in appropriation Acts for such
fiscal year, shall be credited to the appro-
priation account of the Food and Drug Ad-
ministration as provided in paragraph (1),
and shall be subtracted from the amount of
fees that would otherwise be authorized to be
collected under appropriation Acts for a sub-
sequent fiscal year.”.

(g) REQUIREMENT FOR WRITTEN REQUESTS
FOR WAIVERS, REDUCTIONS, AND FEES.—Sec-
tion 736 (21 U.S.C. 379h) is amended—

(1) by redesignating subsection (i) as sub-
section (j); and

(2) by inserting after subsection (h) the fol-
lowing:

‘(1) WRITTEN REQUESTS FOR WAIVERS, RE-
DUCTIONS, AND REFUNDS.—To qualify for con-
sideration for a waiver or reduction under
subsection (d), or for a refund, of any fee col-
lected in accordance with subsection (a), a
person shall submit to the Secretary a writ-
ten request for such waiver, reduction, or re-
fund not later than 180 days after such fee is
due.”.

(h) SPECIAL RULE FOR WAIVER, REFUNDS,
AND EXCEPTIONS.—Any requests for waivers,
refunds, or exceptions for fees paid prior to
the date of enactment of this Act shall be
submitted in writing to the Secretary of
Health and Human Services within 1 year
after the date of enactment of this Act.

SEC. 705. ANNUAL REPORTS.

(a) FIRST REPORT.—Beginning with fiscal
year 1998, not later than 60 days after the end
of each fiscal year during which fees are col-
lected under part 2 of subchapter C of chap-
ter VII of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 379g et seq.), the Sec-
retary of Health and Human Services shall
prepare and submit to the Committee on
Commerce of the House of Representatives
and the Committee on Labor and Human Re-
sources of the Senate a report concerning
the progress of the Food and Drug Adminis-
tration in achieving the goals identified in
the letter described in section 702(4) during
such fiscal year and the future plans of the
Food and Drug Administration for meeting
the goals.

(b) SECOND REPORT.—Beginning with fiscal
year 1998, not later than 120 days after the
end of each fiscal year during which fees are
collected under the part described in sub-
section (a), the Secretary of Health and
Human Services shall prepare and submit to
the Committee on Commerce of the House of
Representatives and the Committee on
Labor and Human Resources of the Senate a
report on the implementation of the author-
ity for such fees during such fiscal year and
the use, by the Food and Drug Administra-
tion, of the fees collected during such fiscal
year for which the report is made.

SEC. 706. EFFECTIVE DATE.

The amendments made by this title shall
take effect October 1, 1997.

SEC. 707. TERMINATION OF EFFECTIVENESS.

The amendments made by sections 703 and
704 cease to be effective October 1, 2002 and
section 705 ceases to be effective 120 days
after such date.
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TITLE VIII—-MISCELLANEOUS
SEC. 801. REGISTRATION OF FOREIGN
LISHMENTS.

Section 510(i) (21 U.S.C. 360(i)) is amended
to read as follows:

‘“(i)(1) Any establishment within any for-
eign country engaged in the manufacture,
preparation, propagation, compounding, or
processing of a drug or a device that is im-
ported or offered for import into the United
States shall register with the Secretary the
name and place of business of the establish-
ment and the name of the United States
agent for the establishment.

‘“(2) The establishment shall also provide
the information required by subsection (j).

‘“(3) The Secretary is authorized to enter
into cooperative arrangements with foreign
countries to ensure that adequate and effec-
tive means are available for purposes of de-
termining, from time to time, whether drugs
or devices manufactured, prepared, propa-
gated, compounded, or processed by an estab-
lishment described in paragraph (1), if im-
ported or offered for import into the United
States, shall be refused admission on any of
the grounds set forth in section 801(a).”.

SEC. 802. ELIMINATION OF CERTAIN LABELING
REQUIREMENTS.

(a) PRESCRIPTION DRUGS.—Section 503(b)(4)
(21 U.S.C. 353(b)(4)) is amended to read as fol-
lows:

‘“(4)(A) A drug that is subject to paragraph
(1) shall be deemed to be misbranded if at
any time prior to dispensing the label of the
drug fails to bear, at a minimum, the symbol
‘Rx only’.

‘“(B) A drug to which paragraph (1) does
not apply shall be deemed to be misbranded
if at any time prior to dispensing the label of
the drug bears the symbol described in sub-
paragraph (A).”.

(b) MISBRANDED DRUG.—Section 502(d) (21
U.S.C. 352(d)) is repealed.

(c) CONFORMING AMENDMENTS.—

(1) Section 503(b)(1) (21 U.S.C. 353(b)(1)) is
amended—

(A) by striking subparagraph (A); and

(B) by redesignating subparagraphs (B) and
(C) as subparagraphs (A) and (B), respec-
tively.

(2) Section 503(b)(3) (21 U.S.C. 353(b)(3)) is
amended by striking ‘‘section 502(d) and’’.

(3) Section 102(9)(A) of the Controlled Sub-
stances Act (21 U.S.C. 802(9)(A)) is amended—

(A) in clause (i), by striking “‘(i)”’; and

(B) by striking ‘“(ii)”” and all that follows.
SEC. 803. CLARIFICATION OF SEIZURE AUTHOR-

ITY.

ESTAB-

Section 304(d)(1) (21 U.S.C. 334(d)(1)) is
amended—

(1) in the fifth sentence, by striking ‘‘para-
graphs (1) and (2) of section 801(e)”’ and in-
serting ‘‘subparagraphs (A) and (B) of section
801(e)(1)”’; and

(2) by inserting after the fifth sentence the
following: ‘““‘Any person seeking to export an
imported article pursuant to any of the pro-
visions of this subsection shall establish that
the article was intended for export at the
time the article entered commerce.”.

SEC. 804. INTRAMURAL RESEARCH TRAINING
AWARD PROGRAM.

Chapter IX (21 U.S.C. 391 et seq.), as
amended by section 203, is further amended
by adding at the end the following:

“SEC. 907. INTRAMURAL RESEARCH TRAINING
AWARD PROGRAM.

‘‘(a) IN GENERAL.—The Secretary, acting
through the Commissioner of Food and
Drugs, may, directly or through grants, con-
tracts, or cooperative agreements, conduct
and support intramural research training in
regulatory scientific programs by
predoctoral and postdoctoral scientists and
physicians, including support through the
use of fellowships.
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“(b) LIMITATION ON PARTICIPATION.—A re-
cipient of a fellowship under subsection (a)
may not be an employee of the Federal Gov-
ernment.

‘‘(c) SPECIAL RULE.—The Secretary, acting
through the Commissioner of Food and
Drugs, may support the provision of assist-
ance for fellowships described in subsection
(a) through a Cooperative Research and De-
velopment Agreement.”’.

SEC. 805. DEVICE SAMPLES.

(a) RECALL AUTHORITY.—

(1) IN GENERAL.—Section 518(e)(2) (21 U.S.C.
360h(e)(2)) is amended by adding at the end
the following:

“(C) If the Secretary issues an amended
order under subparagraph (A), the Secretary
may require the person subject to the order
to submit such samples of the device and of
components of the device as the Secretary
may reasonably require. If the submission of
such samples is impracticable or unduly bur-
densome, the requirement of this subpara-
graph may be met by the submission of com-
plete information concerning the location of
1 or more such devices readily available for
examination and testing.”’.

(2) TECHNICAL AMENDMENT.—Section
518(e)(2)(A) (21 U.S.C. 360h(e)(2)(A)) is amend-
ed by striking ‘‘subparagraphs (B) and (C)”’
and inserting ‘‘subparagraph (B)”’.

(b) RECORDS AND REPORTS ON DEVICES.—
Section 519(a) (21 U.S.C. 360i(a)) is amended
by inserting after paragraph (9) the fol-
lowing:

‘(10) may reasonably require a manufac-
turer or importer to submit samples of a de-
vice and of components of the device that
may have caused or contributed to a death
or serious injury, except that if the submis-
sion of such samples is impracticable or un-
duly burdensome, the requirement of this
paragraph may be met by the submission of
complete information concerning the loca-
tion of 1 or more such devices readily avail-
able for examination and testing.”.

SEC. 806. INTERSTATE COMMERCE.

Section 709 (21 U.S.C. 379a) is amended by
striking ‘‘a device’ and inserting ‘‘a device,
food, drug, or cosmetic’’.

SEC. 807. NATIONAL UNIFORMITY FOR NON-

PRESCRIPTION DRUGS AND COS-
METICS.

(a) NONPRESCRIPTION DRUGS.—Chapter VII
(21 U.S.C. 371 et seq.), as amended by section
614(a), is further amended by adding at the
end the following:

“Subchapter F—National Uniformity for Non-
prescription Drugs and Preemption for La-
beling or Packaging of Cosmetics

“SEC. 761. NATIONAL UNIFORMITY FOR NON-

PRESCRIPTION DRUGS.

‘‘(a) IN GENERAL.—Except as provided in
subsection (b), (¢)(1), (d), (e), or (f), no State
or political subdivision of a State may estab-
lish or continue in effect any requirement—

‘(1) that relates to the regulation of a drug
that is not subject to the requirements of
section 503(b)(1) or 503(f)(1)(A); and

‘(2) that is different from or in addition to,
or that is otherwise not identical with, a re-
quirement under this Act, the Poison Pre-
vention Packaging Act of 1970 (15 U.S.C. 1471
et seq.), or the Fair Packaging and Labeling
Act (15 U.S.C. 1451 et seq.).

*“(b) EXEMPTION.—

‘(1 IN GENERAL.—Upon application of a
State or political subdivision thereof, the
Secretary may by regulation, after notice
and opportunity for written and oral presen-
tation of views, exempt from subsection (a),
under such conditions as may be prescribed
in such regulation, a State or political sub-
division requirement that—

‘“(A) protects an important public interest
that would otherwise be unprotected, includ-
ing the health and safety of children;
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‘“(B) would not cause any drug to be in vio-
lation of any applicable requirement or pro-
hibition under Federal law; and

‘(C) would not unduly burden interstate
commerce.

‘“(2) TIMELY ACTION.—The Secretary shall
make a decision on the exemption of a State
or political subdivision requirement under
paragraph (1) not later than 120 days after re-
ceiving the application of the State or polit-
ical subdivision under paragraph (1).

““(c) SCOPE.—

‘(1) IN GENERAL.—This section shall not
apply to—

‘““(A) any State or political subdivision re-
quirement that relates to the practice of
pharmacy; or

‘(B) any State or political subdivision re-
quirement that a drug be dispensed only
upon the prescription of a practitioner 1li-
censed by law to administer such drug.

‘“(2) SAFETY OR EFFECTIVENESS.—For pur-
poses of subsection (a), a requirement that
relates to the regulation of a drug shall be
deemed to include any requirement relating
to public information or any other form of
public communication relating to a warning
of any kind for a drug.

‘‘(d) EXCEPTIONS.—

‘(1) IN GENERAL.—In the case of a drug de-
scribed in subsection (a)(1) that is not the
subject of an application approved under sec-
tion 505 or 507 or a final regulation promul-
gated by the Secretary establishing condi-
tions under which the drug is generally rec-
ognized as safe and effective and not mis-
branded, subsection (a) shall apply only with
respect to a requirement of a State or polit-
ical subdivision of a State that relates to the
same subject as, but is different from or in
addition to, or that is otherwise not iden-
tical with—

‘“(A) a regulation in effect with respect to
the drug pursuant to a statute described in
subsection (a)(2); or

‘(B) any other requirement in effect with
respect to the drug pursuant to an amend-
ment to such a statute made on or after the
date of enactment of this section.

‘(2) STATE INITIATIVES.—This section shall
not apply to a State public initiative enacted
prior to the date of enactment of this sec-
tion.

‘“(e) No EFFECT ON PRODUCT LIABILITY
LAW.—Nothing in this section shall be con-
strued to modify or otherwise affect any ac-
tion or the liability of any person under the
product liability law of any State.

“(f) STATE ENFORCEMENT AUTHORITY.—
Nothing in this section shall prevent a State
or political subdivision thereof from enforc-
ing, under any relevant civil or other en-
forcement authority, a requirement that is
identical to a requirement of this Act.”.

(b) INSPECTIONS.—Section 704(a)(1) (21
U.S.C. 374(a)(1)) is amended by striking ‘‘pre-
scription drugs’ each place it appears and
inserting ‘‘prescription drugs, nonprescrip-
tion drugs intended for human use,”.

(c) MISBRANDING.—Paragraph (1) of section
502(e) (21 U.S.C. 352(e)(1)) is amended to read
as follows:

“(D(A) If it is a drug, unless its label bears,
to the exclusion of any other nonproprietary
name (except the applicable systematic
chemical name or the chemical formula)—

‘(i) the established name (as defined in
subparagraph (3)) of the drug, if there is such
a name;

‘“(ii) the established name and quantity or,
if deemed appropriate by the Secretary, the
proportion of each active ingredient, includ-
ing the quantity, kind, and proportion of any
alcohol, and also including whether active or
not the established name and quantity or if
deemed appropriate by the Secretary, the
proportion of any bromides, ether, chloro-
form, acetanilide, acetophenetidin,
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amidopyrine, antipyrine, atropine, hyoscine,
hyoscyamine, arsenic, digitalis, digitalis
glucosides, mercury, ouabain, strophanthin,
strychnine, thyroid, or any derivative or
preparation of any such substances, con-
tained therein: Provided, That the require-
ment for stating the quantity of the active
ingredients, other than the quantity of those
specifically named in this paragraph, shall
not apply to nonprescription drugs not in-
tended for human use; and

‘“(iii) the established name of each inactive
ingredient listed in alphabetical order on the
outside container of the retail package and,
if deemed appropriate by the Secretary, on
the immediate container, as prescribed in
regulation promulgated by the Secretary,
but nothing in this clause shall be deemed to
require that any trade secret be divulged:
Provided, That the requirements of this
clause with respect to alphabetical order
shall apply only to nonprescription drugs
that are not also cosmetics: and Provided fur-
ther, That this clause shall not apply to non-
prescription drugs not intended for human
use.

‘(B) For any prescription drug the estab-
lished name of such drug or ingredient, as
the case may be, on such label (and on any
labeling on which a name for such drug or in-
gredient is used) shall be printed promi-
nently and in type at least half as large as
that used thereon for any proprietary name
or designation for such drug or ingredient:
Provided, That to the extent that compliance
with the requirements of clause (A)(ii) or
(iii) or this clause of this subparagraph is im-
practicable, exemptions shall be established
by regulations promulgated by the Sec-
retary.”.

(d) CosMETICS.—Subchapter F of chapter
VII, as amended by subsection (a), is further
amended by adding at the end the following:
“SEC. 762. PREEMPTION FOR LABELING OR PACK-

AGING OF COSMETICS.

‘“(a) IN GENERAL.—Except as provided in
subsection (b), (d), or (e), a State or political
subdivision of a State shall not impose or
continue in effect any requirement for label-
ing or packaging of a cosmetic that is dif-
ferent from or in addition to, or that is oth-
erwise not identical with a requirement spe-
cifically applicable to a particular cosmetic
or class of cosmetics under this Act, the Poi-
son Prevention Packaging Act of 1970 (15
U.S.C. 1471 et seq.), or the Fair Packaging
and Labeling Act (15 U.S.C. 1451 et seq.).

“(b) EXEMPTION.—Upon application of a
State or political subdivision thereof, the
Secretary may by regulation after notice
and opportunity for written and oral presen-
tation of views, exempt from subsection (a),
under such conditions as may be prescribed
in such regulation, a State or political sub-
division requirement for labeling and pack-
aging that—

‘(1) protects an important public interest
that would otherwise be unprotected;

“(2) would not cause a cosmetic to be in
violation of any applicable requirements or
prohibition under Federal law; and

‘(3) would not unduly burden interstate
commerce.

““(c) ScoPE.—For purposes of subsection (a),
a reference to a State requirement that re-
lates to the packaging or labeling of a cos-
metic means any specific requirement relat-
ing to the same aspect of such cosmetic as a
requirement specifically applicable to that
particular cosmetic or class of cosmetics
under this Act for packaging or labeling, in-
cluding any State requirement relating to
public information or any other form of pub-
lic communication.

‘“(d) No EFFECT ON PRODUCT LIABILITY
LAW.—Nothing in this section shall be con-
strued to modify or otherwise affect any ac-
tion or the liability of any person under the
product liability law of any State.
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‘‘(e) STATE INITIATIVE.—This section shall
not apply to a State requirement adopted by
a State public initiative or referendum en-
acted prior to September 1, 1997.”.

SEC. 808. INFORMATION PROGRAM ON CLINICAL
TRIALS FOR SERIOUS OR LIFE-
THREATENING DISEASES.

(a) IN GENERAL.—Section 402 of the Public
Health Service Act (42 U.S.C. 282) is amend-
ed—

(1) by redesignating subsections (j) and (k)
as subsections (k) and (1), respectively; and

(2) by inserting after subsection (i), the fol-
lowing:

“(j)(1) The Secretary, acting through the
Director of the National Institutes of Health
and subject to the availability of appropria-
tions, shall establish, maintain, and operate
a program with respect to information on re-
search relating to the treatment, detection,
and prevention of serious or life-threatening
diseases and conditions. The program shall,
with respect to the agencies of the Depart-
ment of Health and Human Services, be inte-
grated and coordinated, and, to the extent
practicable, coordinated with other data
banks containing similar information.

““(2)(A) After consultation with the Com-
missioner of Food and Drugs, the directors of
the appropriate agencies of the National In-
stitutes of Health (including the National Li-
brary of Medicine), and the Director of the
Centers for Disease Control and Prevention,
the Secretary shall, in carrying out para-
graph (1), establish a data bank of informa-
tion on clinical trials for drugs, and
biologicals, for serious or life-threatening
diseases and conditions.

“(B) In carrying out subparagraph (A), the
Secretary shall collect, catalog, store, and
disseminate the information described in
such subparagraph. The Secretary shall dis-
seminate such information through informa-
tion systems, which shall include toll-free
telephone communications, available to indi-
viduals with serious or life-threatening dis-
eases and conditions, to other members of
the public, to health care providers, and to
researchers.

‘“(3) The data bank shall include the fol-
lowing:

““(A) A registry of clinical trials (whether
federally or privately funded) of experi-
mental treatments for serious or life-threat-
ening diseases and conditions under regula-
tions promulgated pursuant to sections 505
and 520 of the Federal Food, Drug, and Cos-
metic Act that provides a description of the
purpose of each experimental drug or bio-
logical protocol, either with the consent of
the protocol sponsor, or when a trial to test
efficacy begins. Information provided shall
consist of eligibility criteria, a description of
the location of trial sites, and a point of con-
tact for those wanting to enroll in the trial,
and shall be in a form that can be readily un-
derstood by members of the public. Such in-
formation must be forwarded to the data
bank by the sponsor of the trial not later
than 21 days after the approval by the Food
and Drug Administration.

‘(B) Information pertaining to experi-
mental treatments for serious or life-threat-
ening diseases and conditions that may be
available—

‘(i) under a treatment investigational new
drug application that has been submitted to
the Food and Drug Administration pursuant
to part 312 of title 21, Code of Federal Regu-
lations; or

‘“(ii) as a Group C cancer drug.

The data bank may also include information
pertaining to the results of clinical trials of
such treatments, with the consent of the
sponsor, including information concerning
potential toxicities or adverse effects associ-
ated with the use or administration of such
experimental treatments.
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‘“(4) The data bank shall not include infor-
mation relating to an investigation if the
sponsor has provided a detailed certification
to the Secretary that disclosure of such in-
formation would substantially interfere with
the timely enrollment of subjects in the in-
vestigation, unless the Secretary, after the
receipt of the certification, provides the
sponsor with a detailed written determina-
tion that finds that such disclosure would
not substantially interfere with such enroll-
ment.

‘“(6) For the purpose of carrying out this
subsection, there are authorized to be appro-
priated such sums as may be necessary. Fees
collected under section 736 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
379h) shall not be authorized or appropriated
for use in carrying out this subsection.”.

(b) COLLABORATION AND REPORT.—

(1) IN GENERAL.—The Secretary of Health
and Human Services, the Director of the Na-
tional Institutes of Health, and the Commis-
sioner of Food and Drugs shall collaborate to
determine the feasibility of including device
investigations within the scope of the reg-
istry requirements set forth in subsection (j)
of section 402 of the Public Health Service
Act.

(2) REPORT.—Not later than 2 years after
the date of enactment of this section, the
Secretary of Health and Human Services
shall prepare and submit to the Committee
on Labor and Human Resources of the Sen-
ate and the Committee on Commerce of the
House of Representatives a report that shall
consider, among other things—

(A) the public health need, if any, for in-
clusion of device investigations within the
scope of the registry requirements set forth
in subsection (j) of section 402 of the Public
Health Service Act; and

(B) the adverse impact, if any, on device
innovation and research in the United States
if information relating to such device inves-
tigation is required to be publicly disclosed.
SEC. 809. APPLICATION OF FEDERAL LAW TO THE

PRACTICE OF PHARMACY
COMPOUNDING.

Section 503 (21 U.S.C. 353) is amended by
adding at the end the following:

“(h)(1) Sections 501(a)(2)(B), 502(f)(1), 502(1),
505, and 507 shall not apply to a drug product
if—

‘“(A) the drug product is compounded for
an identified individual patient, based on a
medical need for a compounded product—

‘(i) by a licensed pharmacist in a State li-
censed pharmacy or a Federal facility, or a
licensed physician, on the prescription order
of a licensed physician or other licensed
practitioner authorized by State law to pre-
scribe drugs; or

“(ii) by a licensed pharmacist or licensed
physician in limited quantities, prior to the
receipt of a valid prescription order for the
identified individual patient, and is com-
pounded based on a history of the licensed
pharmacist or licensed physician receiving
valid prescription orders for the
compounding of the drug product that have
been generated solely within an established
relationship between the licensed phar-
macist, or licensed physician, and—

“(I) the individual patient for whom the
prescription order will be provided; or

‘‘(IT) the physician or other licensed practi-

tioner who will write such prescription
order; and

‘“(B) the licensed pharmacist or licensed
physician—

‘(i) compounds the drug product using
bulk drug substances—

“(I) that—

‘“‘(aa) comply with the standards of an ap-
plicable United States Pharmacopeia or Na-
tional Formulary monograph; or

‘“‘(bb) in a case in which such a monograph
does not exist, are drug substances that are
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covered by regulations issued by the Sec-
retary under paragraph (3);

‘“(IT) that are manufactured by an estab-
lishment that is registered under section 510
(including a foreign establishment that is
registered under section 510(i)); and

‘“(IIT) that are accompanied by valid cer-
tificates of analysis for each bulk drug sub-
stance;

‘“(ii) compounds the drug product using in-
gredients (other than bulk drug substances)
that comply with the standards of an appli-
cable United States Pharmacopeia or Na-
tional Formulary monograph and the United
States Pharmacopeia chapter on pharmacy
compounding;

‘“(iii) only advertises or promotes the
compounding service provided by the 1li-
censed pharmacist or licensed physician and
does mnot advertise or promote the
compounding of any particular drug, class of
drug, or type of drug;

‘“(iv) does not compound a drug product
that appears on a list published by the Sec-
retary in the Federal Register of drug prod-
ucts that have been withdrawn or removed
from the market because such drug products
or components of such drug products have
been found to be unsafe or not effective;

“(v) does not compound a drug product
that is identified by the Secretary in regula-
tion as presenting demonstrable difficulties
for compounding that reasonably dem-
onstrate an adverse effect on the safety or
effectiveness of that drug product; and

‘“(vi) does not distribute compounded drugs
outside of the State in which the drugs are
compounded, unless the principal State
agency of jurisdiction that regulates the
practice of pharmacy in such State has en-
tered into a memorandum of understanding
with the Secretary regarding the regulation
of drugs that are compounded in the State
and are distributed outside of the State, that
provides for appropriate investigation by the
State agency of complaints relating to com-
pounded products distributed outside of the
State.

‘“(2)(A) The Secretary shall, after consulta-
tion with the National Association of Boards
of Pharmacy, develop a standard memo-
randum of understanding for use by States in
complying with paragraph (1)(B)(vi).

‘“(B) Paragraph (1)(B)(vi) shall not apply to
a licensed pharmacist or licensed physician,
who does not distribute inordinate amounts
of compounded products outside of the State,
until—

‘(i) the date that is 180 days after the de-
velopment of the standard memorandum of
understanding; or

‘(i) the date on which the State agency
enters into a memorandum of understanding
under paragraph (1)(B)(vi),
whichever occurs first.

‘“(3) The Secretary, after consultation with
the United States Pharmacopeia Convention
Incorporated, shall promulgate regulations
limiting compounding under paragraph
(O)(B)A)(I)(bb) to drug substances that are
components of drug products approved by
the Secretary and to other drug substances
as the Secretary may identify.

‘“(4) The provisions of paragraph (1) shall
not apply—

‘“(A) to compounded positron emission to-
mography drugs as defined in section 201(ii);
or

‘“(B) to radiopharmaceuticals.

‘“(5) In this subsection, the term ‘com-
pound’ does not include to mix, reconstitute,
or perform another similar act, in accord-
ance with directions contained in approved
drug labeling provided by a drug manufac-
turer and other drug manufacturer direc-
tions consistent with that labeling.”.
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SEC. 810. REPORTS OF POSTMARKETING AP-
PROVAL STUDIES.

(a) IN GENERAL.—Chapter V (21 U.S.C. 351
et seq.), as amended by section 613(a), is fur-
ther amended by adding at the end the fol-
lowing:

“SEC. 562. REPORTS OF POSTMARKETING STUD-
IES.

‘‘(a) SUBMISSION.—

‘(1) IN GENERAL.—A sponsor of a drug that
has entered into an agreement with the Sec-
retary to conduct a postmarketing study of
a drug shall submit to the Secretary, within
1 year after the approval of such drug and
annually thereafter until the study is com-
pleted or terminated, a report of the progress
of the study or the reasons for the failure of
the sponsor to conduct the study. The report
shall be submitted in such form as prescribed
by the Secretary in regulations issued by the
Secretary.

‘(2) AGREEMENTS PRIOR TO EFFECTIVE
DATE.—An agreement entered into between
the Secretary and a sponsor of a drug, prior
to the date of enactment of this section, to
conduct a postmarketing study of a drug
shall be subject to the requirements of para-
graph (1). An initial report for such an agree-
ment shall be submitted within 6 months
after the date of the issuance of the regula-
tions under paragraph (1).

“(b) CONSIDERATION OF INFORMATION AS
PUBLIC INFORMATION.—Any information per-
taining to a report described in paragraph (1)
shall be considered to be public information
to the extent that the information is nec-
essary—

‘(1) to identify the sponsor; and

‘(2) to establish the status of a study de-
scribed in subsection (a) and the reasons, if
any, for any failure to carry out the study.

““(c) STATUS OF STUDIES AND REPORTS.—The
Secretary shall annually develop and publish
in the Federal Register a report that pro-
vides a status of the postmarketing studies—

‘(1) that sponsors have entered into agree-
ments to conduct; and

‘“(2) for which reports have been submitted
under subsection (a)(1).”.

(b) REPORT TO CONGRESSIONAL COMMIT-
TEES.—Not later than October 1, 2001, the
Secretary shall prepare and submit to the
Committee on Labor and Human Resources
of the Senate and the Committee on Com-
merce of the House of Representatives a re-
port containing—

(1) a summary of the reports submitted
under section 562 of the Federal Food, Drug,
and Cosmetic Act; and

(2) an evaluation of—

(A) the performance of the sponsors in ful-
filling the agreements with respect to the
conduct of postmarketing studies described
in such section of such Act;

(B) the timeliness of the Secretary’s review
of the postmarketing studies; and

(C) any legislative recommendations re-
specting postmarketing studies.

SEC. 811. INFORMATION EXCHANGE.

(a) IN GENERAL.—Chapter VII (2 U.S.C. 371
et seq.), as amended by section 807, is further
amended by adding at the end the following:
“Subchapter G—Dissemination of Treatment

Information
“SEC. 771. DISSEMINATION OF TREATMENT IN-
FORMATION ON DRUGS, BIOLOGICAL
PRODUCTS, AND DEVICES.

‘‘(a) DISSEMINATION OF TREATMENT INFOR-
MATION.—

‘(1) IN GENERAL.—Notwithstanding sec-
tions 301(d), 502(f), 505, and 507 and section 351
of the Public Health Service Act (42 U.S.C.
262), and subject to the requirements of para-
graphs (2) through (6) and subsection (b), a
manufacturer may disseminate to a health
care practitioner, a pharmacy benefit man-
ager, a health maintenance organization or
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other managed health care organization, or a
health care insurer or governmental agency,
written information concerning the safety,
effectiveness, or benefit (whether or not such
information is contained in the official label-
ing) of a drug, biological product, or device
for which—

‘““(A) an approval of an application filed
under section 505(b), 505(j), or 515, a clearance
in accordance with section 510(k), an ap-
proval in accordance with section 507, or a
biologics license issued under section 351 of
the Public Health Service Act, is in effect;
and

‘(B) if the use is not described in the ap-
proved labeling of the product, the manufac-
turer has submitted to the Secretary a cer-
tification that a supplemental application
for that use will be submitted to the Sec-
retary pursuant to paragraph (3) or the man-
ufacturer has received an exemption under
paragraph (3)(C).

‘(2) AUTHORIZED INFORMATION.—A manu-
facturer may disseminate the written infor-
mation under paragraph (1) only if the infor-
mation—

““(A) is in the form of an unabridged—

(i) reprint or copy of a peer-reviewed arti-
cle from a scientific or medical journal (as
defined in subsection (c)(5)) of a clinical in-
vestigation, with respect to a drug, biologi-
cal product or device, that would be consid-
ered to be scientifically sound by experts
qualified by scientific training or experience
to evaluate the safety or effectiveness of the
drug, biological product, or device that is the
subject of such clinical investigation; or

‘‘(ii) reference textbook (as defined in sub-
section (c)(4)) that includes information
about a clinical investigation with respect to
a drug, biological product, or device, that
would be considered to be scientifically
sound by experts qualified by scientific
training or experience to evaluate the safety
or effectiveness of the drug, biological prod-
uct, or device that is the subject of such clin-
ical investigation; and

‘(B) is not false, not misleading, and would
not pose a significant risk to the public
health.

¢(3) COMMITMENT TO FILE A SUPPLEMENTAL
APPLICATION; INCENTIVES FOR RESEARCH.—

‘““(A) IN GENERAL.—A manufacturer may
disseminate information about a use not de-
scribed in the approved labeling of a drug, bi-
ological product, or device pursuant to para-
graph (1) only if—

‘(i) the manufacturer has submitted to the
Secretary a certification that the studies
needed to file a supplemental application for
such use have been completed and such sup-
plement will be filed within 6 months after
the date of the initial dissemination of infor-
mation under paragraph (1); or

‘“(ii)(I) the manufacturer has submitted to
the Secretary a proposed protocol and sched-
ule for conducting the studies needed to sub-
mit a supplemental application for such use
and has certified that the supplement will be
submitted within 36 months after the date of
the initial dissemination of information
under paragraph (1); and

“(II) the Secretary has determined that
the protocol for conducting such studies is
adequate and that the schedule for com-
pleting such studies is reasonable.

*(B) EXTENSION.—

‘(1) LONGER PERIOD OF TIME.—The Sec-
retary may grant a longer period of time for
a manufacturer to submit a supplemental ap-
plication pursuant to subparagraph (A) if the
Secretary determines that the studies need-
ed to submit a supplemental application can-
not be completed and submitted within 36
months.

‘(ii) EXTENSION OF 3-YEAR PERIOD.—The
Secretary may extend the time within which
a manufacturer must submit a supplemental

CONGRESSIONAL RECORD —HOUSE

application pursuant to subparagraph (A) if
the manufacturer demonstrates that the
manufacturer has acted with due diligence to
conduct the studies in a timely manner.
Such extension shall not exceed a period of
24 months.

‘(C) EXEMPTIONS.—A manufacturer may
file a request for an exemption from the re-
quirements set forth in subparagraph (A).
Such request shall be submitted in the form
and manner prescribed by the Secretary and
shall demonstrate that—

‘“(i) due to the size of the patient popu-
lation or the lack of potential benefit to the
sponsor, the cost of obtaining clinical infor-
mation and submitting a supplemental appli-
cation is economically prohibitive; or

‘“(ii) it would be unethical to conduct the
studies necessary to obtain adequate evi-
dence for approval of a supplemental applica-
tion.

The Secretary shall act on a request for an
exemption under this subparagraph within 60
days after the receipt of the request. If the
Secretary fails to act within 60 days, the
manufacturer may begin to disseminate in-
formation pursuant to paragraph (1) without
complying with subparagraph (A). If the Sec-
retary subsequently denies the request for an
exemption, the manufacturer either shall
cease dissemination or shall comply with the
requirements of subparagraph (A) within 60
days after such denial. If the manufacturer
ceases dissemination pursuant to this sub-
paragraph solely on the basis that the manu-
facturer does not comply with subparagraph
(A), the Secretary may take appropriate cor-
rective action, but may not order the manu-
facturer to take corrective action.

‘(D) REPORT.—A manufacturer who sub-
mits a certification to the Secretary under
subparagraph (A) shall provide the Secretary
periodic reports that describe the status of
the studies being conducted to obtain ade-
quate evidence for approval of a supple-
mental application.

““(4) INFORMATION ON NEW USES.—

‘“(A) IN GENERAL.—If the information being
disseminated under paragraph (1) meets the
requirements of this section, a manufacturer
may disseminate information under para-
graph (1) concerning the new use of a drug,
biological product, or device (described in
paragraph (1)) 60 calendar days after the
manufacturer has submitted to the Sec-
retary—

‘“(i) a copy of the information; and

‘“(ii) any -clinical trial information the
manufacturer has relating to the safety or
efficacy of the new use, any reports of clin-
ical experience pertinent to the safety of the
new use, and a summary of such informa-
tion.

If any of the information required to be pro-
vided under clause (ii) has already been pro-
vided to the Secretary, the manufacturer
may meet the requirements of clause (ii) by
providing any such information obtained by
the manufacturer since the manufacturer’s
last submission to the Secretary and a sum-
mary that identifies the information pre-
viously provided.

“(B) ADDITIONAL INFORMATION.—If the Sec-
retary determines that the information sub-
mitted by a manufacturer under subpara-
graph (A)(i) with respect to a new use of a
drug, biological product, or device fails to
provide data, analyses, or other written mat-
ter, that is objective and balanced, the Sec-
retary may require the manufacturer to dis-
seminate along with the information de-
scribed in subparagraph (A)—

‘(i) additional information with respect to
the new use of the drug, biological product,
or device that—

‘“(I) is in the form of an article described in
paragraph (2)(A); and
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“(IT) provides data, analyses, or other writ-
ten matter, that is scientifically sound;

‘‘(ii) additional objective and scientifically
sound information that pertains to the safe-
ty or efficacy of the use and is necessary to
provide objectivity and balance, including
any information that the manufacturer has
submitted to the Secretary, or where appro-
priate, a summary of such information, or
any other information that the Secretary
has authority to make available to the pub-
lic;

‘‘(iii) an objective statement prescribed by
the Secretary based on information de-
scribed in clause (i) or (ii), provided the man-
ufacturer has access to the data that forms
the basis of such statement unless the Sec-
retary is prohibited from making such data
available to the manufacturer; and

‘(iv) a statement that describes any pre-
vious public announcements by the Sec-
retary relevant to the new use.

‘(6) NEW INFORMATION.—If a manufacturer
that is disseminating information pursuant
to paragraph (1) becomes aware of new infor-
mation relating to the safety or efficacy of a
new use of a drug, biological product, or de-
vice for which information was disseminated
under paragraph (1), the manufacturer shall
notify the Secretary with respect to the new
information. If the Secretary determines
that the new information demonstrates that
a drug, biological product, or device may not
be effective or may present a significant risk
to public health, the Secretary shall, in con-
sultation with the manufacturer, take such
appropriate action as the Secretary deter-
mines necessary to ensure public health and
safety. The Secretary may limit the types of
new information that must be submitted
under this paragraph.

¢(6) CESSATION OF DISSEMINATION; CORREC-
TIVE ACTION.—The Secretary may order a
manufacturer to cease the dissemination of
all information being disseminated pursuant
to paragraph (1) if—

‘““(A) the Secretary finds that a supple-
mental application does not contain ade-
quate information for approval for the use
that is the subject of the information;

‘(B) the Secretary determines, after an in-
formal hearing, that the manufacturer is not
acting with due diligence to complete the
studies necessary to file a supplemental ap-
plication for the use that is the subject of
the information being disseminated; or

‘(C) the Secretary determines that the in-
formation being disseminated does not com-
ply with the requirements set forth in this
section, after providing notice, an oppor-
tunity for a meeting, and for minor viola-
tions of this section (if there has been sub-
stantial compliance with this section), an
opportunity to correct such information.

If the Secretary orders cessation of dissemi-
nation pursuant to this paragraph, the Sec-
retary may order the manufacturer to take
appropriate corrective action.

“(7) SPONSORED RESEARCH.—If a manufac-
turer has sponsored research that results in
information as described in paragraph (2)(A),
another manufacturer may not distribute
the information under this section, unless
such manufacturer is required by the Sec-
retary to distribute the information.

““(b) DISCLOSURE STATEMENT.—In order to
afford a full and fair evaluation of the infor-
mation described in subsection (a), a manu-
facturer disseminating the information shall
include along with the information—

‘(1) a prominently displayed statement
that discloses—

‘“(A) that the information concerns a use of
a drug, biological product, or device or other
attribute of a drug, biological product, or de-
vice that has not been approved by the Food
and Drug Administration;
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“(B) if applicable, that the information is
being disseminated at the expense of the
manufacturer;

‘(C) if applicable, the name of any authors
of the information who are employees of, or
consultants to, or have received compensa-
tion from, the manufacturer, or who have a
significant financial interest in the manufac-
turer;

‘(D) the official labeling for the drug, bio-
logical product, or device and all updates
with respect to the labeling;

“(B) if applicable, a statement that there
are products or treatments that have been
approved for the use that is the subject of
the information being disseminated pursuant
to subsection (a)(1); and

‘“(F) the identification of any person that
has provided funding for the conduct of a
study relating to a new use of a drug, bio-
logical product, or device for which such in-
formation is being disseminated; and

‘(2) a bibliography of other articles from a
scientific reference textbook or scientific or
medical journal that have been previously
published about the new use of a drug, bio-
logical product, or device covered by the in-
formation disseminated (unless the informa-
tion already includes such bibliography).

‘‘(c) DEFINITIONS.—As used in this section:

‘(1) HEALTH CARE PRACTITIONER.—The term
‘health care practitioner’ means a medical
provider that is licensed to prescribe a drug
or biological product, or to prescribe or use
a device, for the treatment of a disease or
other medical condition.

‘“(2) MANUFACTURER.—The term ‘manufac-
turer’ includes a person who manufactures,
distributes, or markets a drug, biological
product, or device.

‘“(3) NEW USE.—The term ‘new use’ used
with respect to a drug, biological product, or
device means a use of a drug, biological prod-
uct, or device not included in the approved
labeling of such drug, biological product, or
device.

‘“(4) REFERENCE TEXTBOOK.—The term ‘ref-
erence textbook’ means a reference publica-
tion that—

‘““(A) has not been written, edited, ex-
cerpted, or published specifically for, or at
the request of a manufacturer of a drug, bio-
logical product, or device;

‘“(B) has not been edited or significantly
influenced by a manufacturer of a drug, bio-
logical product, or device;

“(C) is not solely distributed through a
manufacturer of a drug, biological product,
or device but is generally available in book-
stores or other distribution channels where
medical textbooks are sold;

‘(D) does not focus on any particular drug,
biological product, or device of a manufac-
turer that disseminates information under
subsection (a), and does not have a primary
focus on new uses of drugs, biological prod-
ucts, or devices that are marketed or under
investigation by a manufacturer supporting
the dissemination of information; and

‘““(E) presents materials that are not false
or misleading.

¢“(5) SCIENTIFIC OR MEDICAL JOURNAL.—The
term ‘scientific or medical journal’ means a
scientific or medical publication—

“‘(A) that is published by an organization—

‘(i) that has an editorial board;

‘‘(ii) that utilizes experts, who have dem-
onstrated expertise in the subject of an arti-
cle under review by the organization and
who are independent of the organization, to
review and objectively select, reject, or pro-
vide comments about proposed articles; and

‘‘(iii) that has a publicly stated policy, to
which the organization adheres, of full dis-
closure of any conflict of interest or biases
for all authors or contributors involved with
the journal or organization;
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‘(B) whose articles are peer-reviewed and
published in accordance with the regular
peer-review procedures of the organization;

‘“(C) that is generally recognized to be of
national scope and reputation;

‘(D) that is indexed in the Index Medicus
of the National Library of Medicine of the
National Institutes of Health;

‘“(E) that presents materials that are not
false or misleading; and

‘(F) that is not in the form of a special
supplement that has been funded in whole or
in part by 1 or more manufacturers.

“(d) CONSTRUCTION.—Nothing in this sec-
tion shall be construed as prohibiting a man-
ufacturer from disseminating information in
response to an unsolicited request from a
health care practitioner.

‘‘(e) STUDIES AND REPORTS.—

(1) GENERAL ACCOUNTING OFFICE.—

‘““(A) IN GENERAL.—The Comptroller Gen-
eral of the United States shall conduct a
study to determine the impact of this sec-
tion on the resources of the Department of
Health and Human Services.

‘(B) REPORT.—Not later than January 1,
2002, the Comptroller General of the United
States shall prepare and submit to the Com-
mittee on Labor and Human Resources of the
Senate and the Committee on Commerce of
the House of Representatives a report of the
results of the study.

‘(2) DEPARTMENT OF HEALTH AND HUMAN
SERVICES.—

‘“(A) IN GENERAL.—In order to assist Con-
gress in determining whether the provisions
of this section should be extended beyond the
termination date specified in section 811(e)
of the Food and Drug Administration Mod-
ernization and Accountability Act of 1997,
the Secretary of Health and Human Services
shall, in accordance with subparagraph (B),
arrange for the conduct of a study of the sci-
entific issues raised as a result of the enact-
ment of this section, including issues relat-
ing to—

‘(i) the effectiveness of this section with
respect to the provision of useful scientific
information to health care practitioners;

‘“(i1) the quality of the information being
disseminated pursuant to the provisions of
this section;

‘‘(iii) the quality and usefulness of the in-
formation provided, in accordance with this
section, by the Secretary or by the manufac-
turer at the request of the Secretary; and

‘“(iv) the impact of this section on research
in the area of new uses, indications, or dos-
ages, particularly the impact on pediatric in-
dications and rare diseases.

¢‘(3) PROCEDURE FOR STUDY.—

‘“(A) IN GENERAL.—The Secretary shall re-
quest the Institute of Medicine of the Na-
tional Academy of Sciences to conduct the
study required by paragraph (2), and to pre-
pare and submit the report required by sub-
paragraph (B), under an arrangement by
which the actual expenses incurred by the
Institute of Medicine in conducting the
study and preparing the report will be paid
by the Secretary. If the Institute of Medicine
is unwilling to conduct the study under such
an arrangement, the Secretary shall enter
into a similar arrangement with another ap-
propriate nonprofit private group or associa-
tion under which the group or association
will conduct the study and prepare and sub-
mit the report.

‘(B) REPORT.—Not later than September
30, 2005, the Institute of Medicine, the group,
or association, as appropriate, shall prepare
and submit to the Committee on Labor and
Human Resources of the Senate, the Com-
mittee on Commerce of the House of Rep-
resentatives, and the Secretary a report of
the results of the study required by para-
graph (2). The Secretary, after the receipt of
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the report, shall make the report available
to the public.

‘(4) AUTHORIZATION OF APPROPRIATION.—
There are authorized to be appropriated such
sums as are necessary to carry out this sub-
section.

“SEC. 772. ESTABLISHMENT OF LIST OF ARTICLES
AND TEXTBOOKS DISSEMINATED
AND LIST OF PROVIDERS THAT RE-
CEIVED ARTICLES AND REFERENCE
TEXTBOOKS.

‘“(a) IN GENERAL.—A manufacturer that
disseminates information in the form of arti-
cles or reference textbooks under section 771
shall prepare and submit to the Secretary bi-
annually—

‘(1) a list containing the titles of the arti-
cles and reference textbooks relating to the
new use of drugs, biological products, and de-
vices that were disseminated by the manu-
facturer to a person described in section
T771(a)(1) for the 6-month period preceding the
date on which the manufacturer submits the
list to the Secretary; and

‘(2) a list that identifies the categories of
providers (as described in section 771(a)(1))
that received the articles and reference text-
books for the 6-month period described in
paragraph (1).

“(b) RECORDS.—A manufacturer that dis-
seminates information wunder section 771
shall keep records that identify the recipi-
ents of articles and textbooks provided pur-
suant to section 771. Such records are to be
used by the manufacturer when, pursuant to
section 771(a)(6), such manufacturer is re-
quired to take corrective action and shall be
made available to the Secretary, upon re-
quest, for purposes of ensuring or taking cor-
rective action pursuant to paragraph (3), (5),
or (6) of section 771(a).

“SEC. 773. CONSTRUCTION.

‘‘(a) DISSEMINATION OF INFORMATION ON
DRUGS OR DEVICES NOT EVIDENCE OF IN-
TENDED USE.—Notwithstanding subsection
(a), (f), or (o) of section 502, or any other pro-
vision of law, the dissemination of informa-
tion relating to a new use of a drug or de-
vice, in accordance with section 771, shall
not be construed by the Secretary as evi-
dence of a new intended use of the drug or
device that is different from the intended use
of the drug or device set forth in the official
labeling of the drug or device. Such dissemi-
nation shall not be considered by the Sec-
retary as labeling, adulteration, or mis-
branding of the drug or device.

““(b) PATENT PROTECTION.—Nothing in sec-
tion 771 shall affect patent rights in any
manner.

‘“(c) AUTHORIZATION FOR DISSEMINATION OF
ARTICLES AND FEES FOR REPRINTS OF ARTI-
CLES.—Nothing in section 771 shall be con-
strued as prohibiting an entity that pub-
lishes a scientific journal (as defined in sec-
tion 771(c)(b)) from requiring authorization
from the entity to disseminate an article
published by such entity and from charging
fees for the purchase of reprints of published
articles from such entity.”’.

(b) PROHIBITED AcT.—Section 301 (21 U.S.C.
331), as amended by section 205(b), is further
amended by adding at the end the following:

‘(y) The dissemination of information pur-
suant to section 771 by a manufacturer who
fails to comply with the requirements of
such section.”.

(c) REGULATIONS.—Not later than 1 year
after the date of enactment of this Act, the
Secretary of Health and Human Services
shall promulgate regulations to implement
the amendments made by this section.

(d) EFFECTIVE DATE.—The amendments
made by this section shall take effect 1 year
after the date of enactment of this Act, or
upon the Secretary’s issuance of final regula-
tions pursuant to subsection (c), whichever
is sooner.
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(e) TERMINATION OF EFFECTIVENESS.—The
amendments made by this section cease to
be effective September 30, 2006, or 7 years
after the date on which the Secretary pro-
mulgates the regulations described in sub-
section (c¢), whichever is later.

SEC. 812. REAUTHORIZATION OF CLINICAL PHAR-
MACOLOGY PROGRAM.

Section 2 of Public Law 102-222 (105 Stat.
1677) is amended—

(1) in subsection (a), by striking ‘‘a grant”
and all that follows through ‘‘Such grant”
and inserting the following: ‘‘grants for a
pilot program for the training of individuals
in clinical pharmacology at appropriate
medical schools. Such grants’’; and

(2) in subsection (b), by striking ‘‘to carry
out this section” and inserting ‘‘, and for fis-
cal years 1998 through 2002 $3,000,000 for each
fiscal year, to carry out this section’’.

SEC. 813. MONOGRAPH FOR SUNBURN PROD-
UCTS.

Not later than 18 months after the date of
enactment of this Act, the Secretary of
Health and Human Services shall issue a
final monograph for over-the-counter sun-
burn products for prevention or treatment of
sunburn.

SEC. 814. SAFETY REPORT DISCLAIMERS.

Chapter IX (21 U.S.C. 391 et seq.), as
amended by section 804, is further amended
by adding at the end the following:

“SEC. 908. SAFETY REPORT DISCLAIMERS.

“With respect to any entity that submits
or is required to submit a safety report or
other information in connection with the
safety of a product (including a product
which is a food, drug, new drug, device, die-
tary supplement, or cosmetic) under this Act
(and any release by the Secretary of that re-
port or information), such report or informa-
tion shall not be construed to necessarily re-
flect a conclusion by the entity or the Sec-
retary that the report or information con-
stitutes an admission that the product in-
volved caused or contributed to an adverse
experience, or otherwise caused or contrib-
uted to a death, serious injury, serious ill-
ness, or malfunction. Such an entity need
not admit, and may deny, that the report or
information submitted by the entity con-
stitutes an admission that the product in-
volved caused or contributed to an adverse
experience or caused or contributed to a
death, serious injury, serious illness, or mal-
function.”.

MOTION OFFERED BY MR. BLILEY

Mr. BLILEY. Mr. Speaker, I offer a
motion.

The SPEAKER pro tempore.
Clerk will report the motion.

The Clerk read as follows:

Mr. BLILEY moves to strike out all after
the enacting clause, and insert in lieu there-
of the text of H.R. 1411, as passed by the
House.

The motion was agreed to.

The Senate bill was ordered to be
read a third time, was read the third
time, and passed.

The title of the Senate bill was
amended so as to read: “A bill to
amend the Federal Food, Drug, and
Cosmetic Act and the Public Health
Service Act to facilitate the develop-
ment and approval of new drugs and bi-
ological products, and for other pur-
poses.”

A motion to reconsider was laid on
the table.

A similar House bill (H.R. 1411) was
laid on the table.

The

NATIONAL MONUMENT FAIRNESS
ACT OF 1997

The SPEAKER pro tempore. Pursu-
ant to House Resolution 256 and rule
XXIII, the Chair declares the House in
the Committee of the Whole House on
the State of the Union for the further
consideration of the bill, H.R. 1127.
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IN THE COMMITTEE OF THE WHOLE

Accordingly the House resolved itself
into the Committee of the Whole House
on the State of the Union for the fur-
ther consideration of the bill (H.R.
1127) to amend the Antiquities Act to
require an Act of Congress and the con-
currence of the Governor and State leg-
islature for the establishment by the
President of national monuments in
excess of 5,000 acres, with Mr.
SNOWBARGER in the chair.

The Clerk read the title of the bill.

The CHAIRMAN. When the Com-
mittee of the Whole rose on Monday,
October 6, 1997, the demand for a re-
corded vote on the amendment offered
by the gentleman from Utah [Mr. HAN-
SEN] printed in section 3 of House Reso-
lution 256 had been postponed.

SEQUENTIAL VOTES POSTPONED IN COMMITTEE

OF THE WHOLE

The CHAIRMAN. Pursuant to House
Resolution 256, proceedings will now
resume on those amendments on which
further proceedings were postponed in
the following order: Amendment No. 2
offered by the gentleman from Min-
nesota [Mr. VENTO] and amendment
No. 6 offered by the gentleman from
Utah [Mr. HANSEN].

The Chair will reduce to 5 minutes
the time for any electronic vote after
the first such vote in this series.

AMENDMENT NO. 5 OFFERED BY MR. VENTO

The CHAIRMAN. The unfinished
business is the demand for a recorded
vote on the amendment offered by the
gentleman from Minnesota [Mr. VENTO]
on which further proceedings were
postponed, and on which the noes pre-

vailed by voice vote.
The Clerk will redesignate the
amendment.

The text of the amendment is as fol-
lows:

Amendment No. 5 offered by Mr. VENTO:

Page 3, line 14, strike ‘‘unless and until”
and insert ‘‘until 1 year after”.

Page 3, beginning on line 16, insert a period
after ‘‘Congress’ and strike all that follows
through the period on line 18 and insert in
lieu thereof: ‘“‘During the period of review,
Federal lands within the proclamation area
are hereby withdrawn from all forms of
entry, appropriation, or disposal under the
public land laws, from location, entry, or
patent under the mining laws, and from dis-
position under all mineral and geothermal
leasing laws.”’

RECORDED VOTE

The CHAIRMAN. A recorded vote has
been demanded.

A recorded vote was ordered.

The vote was taken by electronic de-
vice, and there were—ayes 201, noes 224,
not voting 8, as follows:
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Abercrombie
Ackerman
Allen
Andrews
Baldacci
Barcia
Barrett (WI)
Becerra
Bentsen
Berman
Blagojevich
Blumenauer
Bonior
Borski
Boucher
Brown (CA)
Brown (FL)
Brown (OH)
Capps
Cardin
Carson
Castle

Clay
Clement
Clyburn
Conyers
Costello
Coyne
Cramer
Cummings
Davis (FL)
Davis (IL)
Davis (VA)
DeFazio
DeGette
Delahunt
DeLauro
Dellums
Deutsch
Dicks
Dingell
Dixon
Doggett
Dooley
Engel
English
Eshoo
Etheridge
Evans

Farr
Fattah
Fawell
Fazio
Filner
Flake
Foglietta
Forbes
Ford

Fox

Frank (MA)
Franks (NJ)
Frost
Furse
Gejdenson
Gephardt
Gilman
Gordon
Green

Aderholt
Archer
Armey
Bachus
Baesler
Baker
Ballenger
Barr
Barrett (NE)
Bartlett
Barton
Bass
Bateman
Bereuter
Berry
Bilbray
Bilirakis
Bishop
Bliley
Blunt
Boehlert
Boehner
Bonilla
Bono
Boswell
Boyd
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[Roll No. 493]
AYES—201

Gutierrez
Hall (OH)
Hamilton
Harman
Hastings (FL)
Hefner
Hinchey
Hinojosa
Hooley
Houghton
Hoyer
Jackson (IL)
Jackson-Lee
(TX)
Jefferson
John
Johnson (CT)
Johnson (WI)
Johnson, E. B.
Kanjorski
Kaptur
Kelly
Kennedy (MA)
Kennedy (RI)
Kennelly
Kildee
Kilpatrick
Kind (WI)
King (NY)
Kleczka
Kucinich
Lampson
Lantos
Lazio
Leach
Levin
Lewis (GA)
Lipinski
LoBiondo
Lofgren
Lowey
Luther
Maloney (CT)
Maloney (NY)
Manton
Markey
Martinez
Mascara
Matsui
McCarthy (MO)
McCarthy (NY)
McDermott
McGovern
McHale
McIntyre
McKinney
McNulty
Meehan
Meek
Menendez
Millender-
McDonald
Miller (CA)
Minge
Mink
Moakley
Mollohan
Moran (VA)

NOES—224

Brady
Bryant
Bunning
Burr
Burton
Buyer
Callahan
Calvert
Camp
Campbell
Canady
Cannon
Chabot
Chambliss
Chenoweth
Christensen
Coble
Coburn
Collins
Combest
Condit
Cook
Cooksey
Cox

Crane
Crapo

Morella
Nadler
Neal
Obey
Olver
Owens
Pallone
Pascrell
Pastor
Payne
Pelosi
Pomeroy
Porter
Poshard
Price (NC)
Rahall
Ramstad
Rangel
Reyes
Rivers
Rodriguez
Roemer
Rothman
Roukema
Roybal-Allard
Rush
Sabo
Sanchez
Sanders
Sandlin
Sawyer
Saxton
Schumer
Scott
Serrano
Shays
Sherman
Skaggs
Skelton
Slaughter
Smith (NJ)
Smith, Adam
Snyder
Spratt
Stabenow
Stark
Stokes
Strickland
Stupak
Tanner
Tauscher
Taylor (MS)
Thurman
Tierney
Torres
Towns
Velazquez
Vento
Visclosky
Waters
Watt (NC)
Waxman
Wexler
Wise
Woolsey
Wynn
Yates

Cubin
Cunningham
Danner
Deal

DeLay
Diaz-Balart
Dickey
Doolittle
Doyle
Dreier
Duncan
Dunn
Edwards
Ehlers
Ehrlich
Emerson
Ensign
Everett
Ewing
Foley
Fowler
Frelinghuysen
Gallegly
Ganske
Gekas
Gibbons
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