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PIPELINE DRUGS: PROPOSED REMEDIES FOR
RELIEF IN THE DRUG PATENT TERM RES-
TORATION REVIEW PROCEDURE ACT OF
1999

WEDNESDAY, AUGUST 4, 1999

U.S. SENATE,
COMMITTEE ON THE JUDICIARY,
Washington, DC.

The committee met, pursuant to notice, at 10:30 a.m., in room
SD-628, Dirksen Senate Office Building, Hon. Orrin G. Hatch
(chairman of the committee) presiding.

Also present: Senators Specter, Ashcroft, Sessions, Leahy, Ken-
nedy, Feinstein, Torricelli, and Schumer.

OPENING STATEMENT OF HON. ORRIN G. HATCH, A U.S.
SENATOR FROM THE STATE OF UTAH

The CHAIRMAN. I want them to get everyone in they can. This
is standing room only. This is not the biggest room in the Senate,
but I hope I can get everybody in. This is a very important hearing.
These are very complicated issues. There are very important people
testifying here today and I would like to have as many people from
outside get in here as we can.

Today, the Judiciary Committee will examine remedies proposed
in S. 1172, the Drug Patent Term Restoration Review Procedure
Act of 1999, sponsored by Senators Torricelli and Sessions. This
hearing will help us gauge what legislative action is warranted.

Article I, section 8, clause 8, of the U.S. Constitution reads,

The Congress shall have the power * * * to promote the
progress of science and useful arts, by securing for limited
times to authors and inventors the exclusive right to their
respective writings and discoveries.

Congress’ exercise of a constitutionally based patent power has
important consequences for society and has led to occasional con-
troversies between various business, consumer, and inventor inter-
ests. Yet, few would argue with the basic premise that people will
be encouraged to produce inventions if there is some reward as an
incentive.

The fundamental question S. 1172 asks of this committee is, are
there instances where, through regulatory delay or inefficiencies,
Congress’ constitutional responsibility to, “promote the progress of
science,” is undermined to a level which warrants remedial action
and, if so, should an objective mechanism be established for the
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consideration of such claims. Assuming the answer to these ques-
tions is yes, the sponsors of S. 1172 have proposed a mechanism
for pipeline drugs.

S. 1172 would establish a review process within the Patent and
Trademark Office to assess the treatment of certain pipeline drugs
that lost patent protection due to exceedingly lengthy regulatory
reviews at FDA. Similar bipartisan legislation introduced by Con-
gressmen Ed Bryant and Jim McDermott has also been introduced
in the House of Representatives. The House bill was the subject of
a hearing in the House Judiciary Committee on July 1, 1999.

Proponents of S. 1172 believe that proper patent protection for
pharmaceutical products is crucial for the discovery of new poten-
tially life-saving drugs. I agree with this premise, and S. 1172 es-
tablishes a mechanism to determine if such protection has been
provided for individual drugs or whether the dictates of Federal
drug law and regulations undeservedly eat into this protection.

The review process established in S. 1172 is one which support-
ers believe is fair and impartial because an independent body will
employ specified, objective standards to determine whether or not
to restore lost patent life. It is argued that a process-based solution
is preferable to Congress acting on an ad hoc case-by-case basis,
which certainly has been the case over the last number of years.

Under the bill, only pipeline drugs that were involved in an FDA
review process that took more than 60 months would be eligible for
review. There is no doubt that the protections afforded a patent
holder were significantly reduced and this delay may have been
due to circumstances that were beyond the control of the applicant.

On the other hand, critics of S. 1172 will argue that this legisla-
tion is unwarranted because the resulting additional period of ex-
clusivity will result in additional costs to consumers. Opponents
have suggested that inequities of the past should be given little
consideration and that as a matter of public policy Congress’ con-
stitutional responsibility to promote the progress of science should
be prospective in approach. Our focus, they argue, should be given
exclusively to advancing policies which rely on innovation to re-
place products whose patents have expired.

Finally, critics argue that S. 1172 creates a procedure for grant-
ing partial patent restoration through an entity, the Patent and
Trademark Office, that may inherently favor a patentholder. There
is some question about whether the PTO is the appropriate forum
to make decisions relating to the details of an agency review.

As we examine this important issue, I hope we can examine
some of the following questions. Is legislation of this sort in the in-
terest of the American public? Many believe that it is, and they
may be right. Was the type of delay suffered by these drug manu-
facturers one that warrants legislative action, and will such action
benefit others? What impact will S. 1172 have on the generic drug
industry? Should the committee only be reviewing administrative
delays affecting pipeline drugs, or is it a much broader problem
which warrants a broader, more comprehensive solution?

Now, I look forward to exploring these and other questions with
our panel of distinguished witnesses. In the end, we must be mind-
ful of the fact that Congress at one point in its recent history
passed product-specific private relief bills which granted those
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products patent term extensions. In fact, Congress has enacted
product-specific patent extensions for pipeline drugs.

At the time, critics then argued that such product-specific legisla-
tion did not benefit the public or the institution. Instead, it was
suggested that an objective process be put in place, a process that
subjected the claims for equitable relief to a set of objective criteria
and public scrutiny. S. 1172 appears to be an effort to rise to this
challenge.

Therefore, it is appropriate that this committee closely examine
the merits of this legislation, with an eye on Congress’ constitu-
tional obligation to promote the progress of science, and balance
them with what is in the best interest of the American public. I be-
lieve that a fair and equitable solution is possible, and I look for-
ward to hearing the recommendations of our witnesses on what
they believe is the appropriate solution to this critical issue.
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To provide a patent term restoration review procedure for certain drug
products.

IN THE SENATE OF THE UNITED STATES

May 27, 1999
Mr. TorrICEL1I introduced the following bill; which was read twice and
referred to the Committee on the Judiciary

A BILL

To provide a patent term restoration review procedure for

certain drug produets.

1 Be it enacted by the Senate and House of Representa-
tives of the United States of America in Congress assembled,
SECTION 1. PATENT TERM RESTORATION REVIEW PROCE-

DURE FOR CERTAIN DRUG PRODUC'I;S.

“Drug Patent Term Restoration Review Procedure Act of

2
3
4
5 (a) SHORT TITLE.—This Act may be cited as the
6
7 1999,

8

{b) PATENT TERM RESTORATION —
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2
(1) Ix GEXERaL.—Chapter 14 of title 35,
United States Code, is amended bj'-inser“cing after

section 155A the following new section:

“§155B. Patent term restoration review procedure -

for certain drug products
“(a) DEFINITIONS.—For purposes of this section—

“(1) the term ‘Commissioner’ means the Com-

" missioner of Patents and Trademarks; and

“(2) the term ‘drug product’ has the meaning
given that term under section 156(f)(2)(A), but does
not include drugs or products described under sec-
tion 156(£)(2)(B).

“(b) SPECIAL PATENT TERM REVIEW PROCE-

DURE.—

‘(1) IN GENERAL.—

“(A) PATENT RESTORED.—The term of
any patent described under subparagraph (B)
shall be restored under paragraph (3) from the
expiration date determined under section 154
(including any extension granted under section
156), if the Commissioner determines that the
standards under paragraph (2) have been met.

“(B) PaTExT—Subparagraph (A) refers

to any patent that—

«S 1172 IS



O 00 1 A U W

NMN[\)[\)»—HH»—I)—I»—A)—A»—-HH»——A
LMNHO\OOO\IO\(J\#QQM»—-O

6

3
“(i) has been extended under section
156, subject to the 2-yvear limitation de-
seribed under section 156(g)(6)(c);
“(11) 1s in force on—
“(I) September 24, 1984;
“(IT) the date of enactment of
this seetion; and
“(III) the date of filing an appl-
cation under this section; and
“(iii) claims a drug product, a method
of using a drug product, or a method of
manufacturing a drug product.
“(2) STANDARDS.—

“(A) IN GENERAL.—Upon application by
the owner of record of the patent or its agent
under paragraph (5) and consideration of the
application and all materials submitted by par-
ties that would be aggrieved by grant of the
restoration of a patent, the term of a patent de-
seribed in paragraph (1) shall be restored if the
Commissioner determines that—

“(i) the period set forth in section
156(g)(1)}(B)(ii) for the drug product ex-

ceeded 60 months;

S 1172 IS
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““(11) the owneér of record of the patent
or its agent has established by clear and
convineing evidence that the patent owner
acted with due diligence (as such term is
defined in section 156(d)(3) and applied in
section 156(d)(2)) during the regulatory
review period referred to In section
156(g)(1)(B); and

‘“(ill) granting the patent restoration
would not be detrimental to the public in-
terest and the interest of fairness, as de-
fined by the factors set forth in paragraph
(7 ).‘

“(B) DETERMINATION.—

“(i) DEDUCTION OF TIME—If the
Commissioner determines there is substan-
tial evidence that the patent owner did not
act with due diligence during a part of the
regulatory review period, that part shall be
deducted from the total amount of time in
the applicable regulatory review period re-
ferred to in section 156(g)(1)(B), and the
resulting period, shall be the basis for cal-
culating the patent restoration term under

paragraph (3) of this subsection.
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“(ii)  FDA ~ coxstrTaTioN.—The
Food and Drug-Administration shall be
consulted with respect to the Commis-
sioner’s determinations undér subpara-
graph (A) (f), (1), and (in). If there is a
dispute concerning the underlving facts be-
tween the patent owner and the Food and
Drug Administration, the Food and Drug
Administration shall make the relevant
records of the Administration available to
the Commissioner.

“(3) RESTORATION TERM.—If the Commis-
sioner determines that the standards in paragraph
(2) have been met for a patent, the term of such
patent shall be restored for a period equal to the
regulatory review period as defined in section
156(g)(1)(B) (taking into account any deduction
under paragraph (2)(B)(1)), without taking into ac-
count the 2-year limitation described in section
156(g)(6)(C), except that—

“(A) the total of the period of the patent
term restoration granted under this section and
any patent term extension previously granted

under section 156 shall be subject to the time

*S 1172 IS
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period limitations described in  section

156(¢)(2)-156 (c)(4) and (g)(6)(A); and

“(B) any patent term extension previously
granted under section 156 shall be subtracted
from the period of the patent term restoration
granted under this subsection.

“(4) INFRINGEMENT.—During the period of
any restoration granted under this subsection, the
rights derived from a patent the term of which is re-
stored shall be determined in accordance with sec-
tions 156(b) and 271.

“(5) PROCEDURE.—

“(A) TIME FOR FILING.—Any application
under this section shall be filed with the Com-
missioner within 90 days after the date of en-
actment of this section.

“(B) F1LING.—Upon submission of an ap-
plication to the Commissioner by the owner of
record of a patent referred to in paragraph (1)
or its agent for a determination in accordance
with paragraph (3)—

“(1) the Commissioner shall publish
within 30 days after the submission in the

Federal Register a notice of receipt of an

*S 1172 IS
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application and make the application avail-
able to the public upon request;

“(il) any interested party may submit
comments on the application within the 60-
day period beginning on the date of publi-
cation of the notiece;

“(iii) within 7 days following the expi-
ration of that 60-day period, the Commis-
sioner shall forward a copy of all eom-
ments received to the applicant, who shall
be entitled to submit a response to such
comments to the Commissioner within 45
days after receipt of such comments;

“(iv) within 30 days following receipt
of the applicant’s response to comments or,
if there are no such comments, within 30
days following expiration of the 60-day
comment period, the Commissioner shall,
n writing—

“(I) determine whether to grant
the application; and

“(II) make specific findings re-
garding the criteria set forth in para-
graph (2) (including, where appro-

priate, findings regarding the public
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interest and fairness factors set forth
in paragraph (7)); and
“(v) if the Céxnmissioner determines
“that the standards set forth in paragraph

(2) héve been met, the Commissioner

shall—

“(1) issue to the applicant a cer-
tificate of restoration, under seal, for
the period prescribed under paragraph
(3); and

“(II) record the certificate in the
official file of the patent, which cer-
tificate shall be in effect from the date
it issues and shall be considered a
part of the original patent.

“(C) PATENT TERM DURING REVIEW.—If
the term of a patent for which an application
has been submitted under this section would ex-
pire before a determination to issue a certificate
of restoration is made under subparagraph (B),
the Commissioner may extend, until such deter-
mination is made (but not to exceed 1 vear) the
term of the patent if the Commissioner deter-
mines that the patent likely would be eligible

for restoration.

S 1172 IS
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“(D) RECORD AND REVIEW.—The Com-
missioner’s determination under subpardgraph
(B){(iv) shall be based solely on the record de\%el—
oped under this subsection. Except as provided
in section 141, the Cémmissioner’s determina;
tion shall not be reviewable in any court.

“{6) APPLICATION FEE.—The applicant shall
pay a fee for an application made under this sub-
section which shall be determined in accordance with
the same criteria as the fees established under sec-
tion 156(h).

“(7) PUBLIC INTEREST AND FAIRNESS.—When
required to make a determination under paragraph
{2)(A)(iii), the Commissioner shall consider each of
the following factors and shall not rely solely on any
single factor:

“(A) Whether grant of the application
would result in the public having no other com-
mercially available alternatives to treat the
same disease or condition as the drug claimed
in the patent that is the subject of the patent
term restoration request.

“(B) Whether grant of the application
would disserve society’s interest in the avail-

ability of innovative drugs at competitive prices,

S 1172 IS
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“(C) Whether dénial of the application

would disserve society’s interest in encouraging

and rewarding pharmaceutical research and in-

novation.

“(D) Whether denial of the apbiieation
would be unfair to the applicant, in comparison
to others who have experienced the benefits of
a d-year patent restoration under section 156
while experiencing similar regulatory review
delays.

“(E) Whether other manufacturers, before
the date of enactment of this seetion, have sub-
mitted applications under sections 505(b)(2) or
() of the Federal Food, Drug, and Cosmetic
Act that are sufficiently complete to permit
substantive review and have made substantial
investments to manufaecture a generie version of
the particular drug that is the subject of the
patent term restoration application, which
would not receive the compensation specified
under subsection (e) of the Drug Patent Term
Restoration Review Procedure Act of 1999.7.

(2) TECHNICAL AND CONFORMING AMEND-

MENT.—The table of sections for chapter 14 of title

S 1172 IS



O© 00 NN N W A W

10
11
12
13
14
15
16
17
18
19
20
21
22
23
24

14

11
35, United States Code, i amended by inserting

after the item relating to section 155A the following:

“155B. Patent term restoration review procedure for certain drug products.”.

(¢) APPEAL OF DETERMINATIONS OF THE COMMIS-
SIONER.—Section 141 of title 35, United States Code, is
amended by adding at the end the following: “The appli-
cant under section 155B, or any aggrieved party that
made a submission commenting on an application under
section 155B, may appeal the determination of the Com-
missioner under such section to the United States Court
of Appeals for the Federal Circuit.”.

(d) COURT JURISDICTION.—

(1) COURT OF APPEALS FOR THE FEDERAL
CIRCUIT.—Section 1295(a)(4) of title 28, United
States Code, is amended—

(A) in subparagraph (B), by striking “or”
after the semicolon;

(B) in subparagraph (C), by adding ‘“‘or”
after the semicolon; and

(C) by inserting after subparagraph (C)
the following:

“(D) the Commissioner of Patents and

Trademarks under section 155B of title 35;”.

{2) JURISDICTION BASED ON INFRINGEMENT

OF PATENT.—Section 271(e) of title 35, United

*S 1172 IS
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States Code, is amended by adding at the.end the

following:

“(5) In any action brought under paragraph (2)

involving a patent, the term of which has been re-

stored under section 155B, the alleged infringer
shall have the right to seek compensation under sub-
section {e) of the Drug Patent Term Restoration Re-
view Procedure Act of 1999.”.

(e) COMPENSATION —-

(1) In GENERAL.—In the event a person has
submitted an application described in section
505(b)(2) or 505() of the Federal Food, Drug, and
Cosmetic Act (21 U.8.C. 355(b)(2),()) for a drug
product covex;ed by a patent for which a patent term
restoration was provided under section 155B of title
35, United States Code (as added by subsection
(a}(1)) and such application has been found by the
Food and Drug Administration on or before the date
of the enactment of this section to be sufficiently
complete to permit substantive review, such person
shall be entitled to compensation of $2,000,000 by
the patent owner. Any holder of a Type II Drug
Master File that has permitted a reference to its

Type II Drug Master File to be made in such appli-

S 1172 IS
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cation shall be entitled’ to compensation of

$1,000,000 by the patent owner. .

(2) LIMITS ON LIABILITY.—A patent owner

shall not be required to make under paragraph (1)

payments exceeding—-

(A) $10,000,000 to persons submitting ap-
plications described in such paragraph, or

(B) $5,000,000 to holders of Type II Drug
Master Files.

If the aggregate Limits are insufficient to pay the ap-

plicants or holders the full amounts specified in

paragraph (1), each such applicant or holder shall be
paid its per capita share of the aggregate liability
imposed by paragraph (1) upon the patent holder.

(f) EFFECT OF FILING OF ABBREVIATED APPLICA-
TIONS.—The fact that 1 or more ébbreviated applications
have been filed under section 505 (b) or (j) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 355 (b) or (j))
for approval of a drug product, which is covered by a pat-
ent that is the subject of an application for term restora-
tion under this section, shall not preclude the grant of
such term restoration.

{g) REPORT TO CONGRESS.—Not later than 1 vear
after the effective date of this section, the Commissioner

of Patents and Trademarks shall—

S 1172 IS
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(1) submit to Congress a report evaluating the
patent term restoration review procedure established
under this section; and
(2) include in such report a recommendation
whether Congress should consider establishing such

a patent term restoration review procedure for other

patents.

(h) EFFeCTIVE DATE.—This section shall take effect
on the date of enactment of this section and an owner
of record of a patent referred to under section 155B(b)(1)
of title 35, United States Code (as added by this section);
or an agent of the owner shall be immediately eligible on
such a date to submit an application to the Commissioner
for a determination in accordance with subsection (b)(3)
of such seetion.

SEC. 2. AMENDMENTS TO THE FEDERAL FOOD, DRUG, AND
COSMETIC ACT.

(a) LIMITATION ON USE OF PATENTS TO PREVENT
ANDA APPROVAL.—

(1) APPLICATION.—Section 505(b)(2) of the

Federal Food, Drug, and Cosmetic Act (21 U.S.C.

305(b)(2)) is amended by adding at the end the fol-

lowing:

“For an approved product claimed in a patent, the term

of which has been restored pursuant to section 155B of

S 1172 IS
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title 35, United States Code, the certification required by
subparagraph (A) is limited to any patent that claims an
active ingredient, including any salt or ester of the aetive
ingredient, of the approved product, alone or in combina-
tion with another active ingredient.”.

(2) ABBREVIATED  APPLICATION.—Section
505()(2)(A) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 355(3)(2)(4)) is amended by
adding at the end the following:

“For an approved product claimed in a patent, the term
of which has been restored pursuant to section 155B of
title 35, United States Code, the certification required by
clause (vii) is limited to any patent that claims an active
ingredient, including any salt or ester of the active ingre-
dient, of the approved product, alone or in combination
with another active ingredient.”.

(b) EXCLUSIVITY FOR GENERIC DRUG.—Section
505(3)(5)(B)(iv) of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 355(3)(5)(B)(iv)) is amended by inserting
after “containing such certification” the following: “and
for which an action for infringement of a patent which
1s the subject of such a certification has been brought be-
fore the expiration of 45 days from the date ofuthe notice
provided under paragraph (2)(B)(i) is received”.
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Mr. CHAIRMAN. In closing, I want to thank all of our witnesses
for taking the time to join us today and I look forward to hearing
their views on these critical questions.

With that, we will turn to our ranking member.

STATEMENT OF HON. PATRICK J. LEAHY, A U.S. SENATOR
FROM THE STATE OF VERMONT

Senator LEAHY. Thank you, Mr. Chairman. I will be direct be-
cause we want to hear from the witnesses. I am concerned that
Congress should not be in the business of approving individual pat-
ents for drugs, and I am also concerned that this bill could cost
consumers $5 billion. Every time I go home, I hear from one Ver-
monter after another about the prohibitive cost of medications; I
know I will this week when I go back home. I am concerned that
the bill goes in the wrong direction. Americans need better access
to affordable prescription drugs, and they deserve it.

When I look at this legislation, it seeks to amend a bill that was
crafted by the distinguished chairman, Senator Hatch, along with
Congressman Henry Waxman. The Hatch-Waxman Act was in-
tended to stop the practice of Congress legislating patent exten-
sions one drug at a time. Now, when you have a bill sponsored by
Senator Hatch and Congressman Waxman, it is either a darn good
bill or one of them didn’t read it. I suspect that it was a darn good
piece of legislation.

Now, the matter before us is that Schering-Plough has enjoyed
patent protection for its most popular product, the allergy medica-
tion Claritin, for many years, also a product that they spent a great
deal of money in producing and one on which they can and should
enjoy the benefits of what they have spent in preparing it.

When we passed the Hatch-Waxman Act, Claritin was granted a
2-year patent extension because it was being developed, or in the
pipeline, when the new law was passed. In 1994, Claritin received
a second 22-month patent extension under the terms of the GATT.
With these two patent extensions, the patent on Claritin will expire
in June 2002, after approximately 21 years of protection. Since I
am told the original Claritin patent was granted in 1981, you can
see why there has to be a lot of convincing to support a third exten-
sion.

I am also concerned the bill will increase the cost of medication
to consumers and the Government. The PRIME Institute found
that if we granted Claritin a 3-year extension, it would cost con-
sumers $5.3 billion from 2002 to 2007. Over the same period, the
bill would cost the Government approximately $2.5 billion. Medic-
aid bears the brunt of the costs at $1.34 billion. A Medicare pre-
scription medication benefit would cost about $5 billion. So any
true reform effort must preserve the balance that was so carefully
created in the original 1984 Hatch-Waxman legislation. Each
change we make now will have some effect on another provision of
the original bill.

My final concern with S. 1172 is that it could create an unbal-
anced review process that would appear to undercut the respon-
sibility of the FDA. It would create a new step in the patent review
process by allowing the Patent and Trademark Office to have the
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ability to undercut the scientific judgments made by the FDA and
its advisory committees. It is hard to see how that might work.

Schering-Plough has expressed concerns that the patent approval
process for Claritin was delayed at the FDA, and we should listen
to these concerns. But because the patent review process at FDA
is confidential, it has been difficult to determine the accuracy of
this claim. So I asked, along with Representative Waxman, for the
GAO to review the FDA process surrounding the Claritin patent to
determine the cause of the delays.

I think, Mr. Chairman, it might be premature for this committee
to act on any piece of legislation that would alter the review proc-
ess until we hear the results of the GAO report, which I under-
stand will be out soon. We may want to have that before us when
we discuss the matter further, but I think these hearings are well
worthwhile. There are a lot of questions.

As you know, I have a bill on the floor and I will be in and out.

The CHAIRMAN. I understand.

Senator LEAHY. I would ask consent that after members of the
committee enter statements or whatever they do that a statement
by the distinguished Senator from Minnesota, Mr. Wellstone, be
entered into the record.

The CHAIRMAN. Well, thank you. We will add that statement to
the record.

[The prepared statement of Senator Wellstone follows:]

PREPARED STATEMENT OF HON. PAUL WELLSTONE, A U.S. SENATOR FROM THE STATE
OF MINNESOTA

Today’s hearing will consider possible patent extensions for a handful of brand-
name prescription drugs under S. 1172. These patent terms were originally estab-
lished by the Drug Price Competition and Patent Term Restoration Act (Hatch-Wax-
man Act), a landmark piece of legislation in 1984 that made drugs more affordable
for American consumers. At the time of enactment of the Hatch-Waxman Act, Con-
gress realized the importance of creating a more competitive marketplace in pre-
scription drugs. That is why the Act provided for a process for the timely review
of generic drugs. Hatch-Waxman Act offered something for everybody: the consum-
ers, who benefitted from lower-priced generic drugs; the brand-name drug industry,
who benefitted from patent protections; and, the generic drug industry, who bene-
fitted from the establishment of a timely FDA process for generic drug approvals.
At the hearing today, you will hear from individuals who wish to reverse course,
and undo the progress that has been made.

Many of the generic prescription drugs approved since that time have provided
affordable prevention and treatment for a large variety of diseases. Unfortunately,
the battle has not yet been won. There are still occasions when peoples’ access to
prescription drugs is limited by their costs—especially for senior citizens who most
need these products. Prior to approval of a generic version of a brand-name drug,
the price of that drug is typically very high. The brand-name pharmaceutical compa-
nies are fighting to keep the price high by extending patent protection for so-called
“pipeline drugs,” which were under development during passage of the Hatch-Wax-
man Act. This issue was considered back in 1984, and appropriate provisions for
patent extension were provided for in that law. Further extending the patents of
pipeline drugs will only extend the length of time that patients may have difficulty
paying the high price for their medications. This is completely unnecessary. The
price of brand-name drugs is already too high!

Under the Hatch-Waxman Act, the brand-name drug companies currently receive
patent extensions. They take full advantage of this situation. Further, patent protec-
tions were added for some products under the General Agreement on Trade and
Tariffs. While the brand-name pharmaceutical companies already receive great pat-
ent protection, they want more. Should we want to fix something that is not broken?
The Hatch-Waxman Act has worked well and no changes are necessary. The patent
protection system in this country is designed to first reward an inventor for new
ideas, then to share the invention to serve society’s need for this technology after
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the inventor has had a fair opportunity to make a profit. Any changes to the Hatch-
Waxman Act should be made for the benefit of society, not for the benefit of a select
few companies who desire greater profits. Passing this law would be a bad prece-
dent. If this effort is successful, imagine every company lobbying to change the pat-
ent laws in a manner that suits their bottom line. Making changes to the length
of patent protections for pharmaceutical products is a very serious matter.

Let me be clear about where I stand on this issue. Brandname pharmaceutical
companies do not need further patent extensions, and I will fight efforts to unfairly
extend their patents through revisions in the Hatch-Waxman Act. These companies
have already made tremendous profits on prescription drugs due to existing patent
extensions. Regardless, these same companies are now lobbying hard for an exten-
sion of their patents. Of course these companies should make a “fair” return on their
investment, but they should not make an “excessive” return on their investment.

Schering-Plough Corporation produces Claritin, one of the products that is being
considered for a patent extension. One of the arguments advanced is that Schering-
Plough needs additional profits so that more money can be invested in new product
development. In 1998, sales of Claritin were in the neighborhood of two billion dol-
lars. Exactly what level of profits are needed for a company to invest in new product
development? The reality is that much of the money generated from product sales
is not devoted towards new product development, but rather is spent on television
advertisements and lobbying or retained as profits by the companies. Without pat-
ent extensions, these companies will still have healthy research and development
budgets. New products are necessary for companies to remain competitive, and pat-
ent extensions are unrelated to new product development.

Considering a number of indicators of profitability, the brand-name pharma-
ceutical industry is one of the most profitable industry groups in America. Should
this industry be granted patent extensions that would only increase their profits to
obscene levels at the expense of Americans? Of course not. It is not fair to extend
the patents for pharmaceuticals when the industry is already making profits that
other industry groups could only hope for.

It is ironic that we are considering legislation that will lead to an increase in the
cost of drugs to consumers at a time when we are also considering a prescription
drug benefit. We should be going in the opposite direction, decreasing the cost of
prescription drugs. Drugs are very expensive right now. In fact, senior citizens in
my district go all the way to Canada to purchase lower priced drugs because they
cost too much in this country. Some senior citizens must decide between buying pre-
scription drugs and buying food. Americans pay the highest prices for drugs in the
world. The brand-name pharmaceutical companies are not doing any favors for
Americans, but rather, these companies are taking Americans for a ride.

One of the provisions of S. 1172 requires the Patent and Trademark Office (PTO)
to make a determination regarding patent extensions. This is especially troublesome
because Waxman-Hatch specified that the Food and Drug Administration (FDA) is
charged with making key decisions about the conditions of review and approval re-
lated to patent term restoration processes. The responsibility should not be trans-
ferred from FDA to PTO. The Senate Health, Education, Labor and Pensions
(HELP) Committee is the appropriate Committee to consider the transfer of author-
ity from FDA, and this issue should therefore be considered by the HELP Commit-
tee.

One purpose in enacting Hatch-Waxman was to stimulate investment into new
products. Because this Act allowed generic competition after a period of patent and
exclusivity protection, the brand-name manufacturers could not simply rely on the
same products indefinitely. After the patent protection and exclusivity expired, the
Act allowed for the approval of generic competition. The generic version of that
product is less expensive and therefore cuts into the market share of the brand-
name product. The brand-name pharmaceutical companies responded to that by
spending more money on developing new products. The result of this effort was an
increase in the number of new drugs that were brought to the market. Not only was
this beneficial to the brand-name companies, it was also beneficial to the public who
then had access to new drugs. Current efforts to extend patent protection, if success-
ful, would lessen the need for brand-name companies to bring new drugs to the mar-
ket. This erodes progress made after passage of Hatch-Waxman Act.

Extending patent protections for brand-name prescription drugs is the wrong
medicine at the wrong time. Americans should pay less for their drugs, not more.
We should not be considering legislation that would serve the special interests of
a small number of pharmaceutical companies. Instead, we should be considering leg-
islation that would make drugs more affordable. I urge my colleagues on the Com-
mittee to reject this bill.
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The CHAIRMAN. Senator Kennedy and Senator Feingold also have
submitted statements, and they will also be included in the record
at this point.

[The prepared statements of Senators Kennedy and Feingold fol-
low:]

PREPARED STATEMENT OF HON. EDWARD M. KENNEDY, A U.S. SENATOR FROM THE
STATE OF MASSACHUSETTS

Today, the Committee hears testimony about proposed changes to one of the most
important health laws—the Drug Price Competition and Patent Term Restoration
Act of 1984—the Hatch-Waxman Act, which has had an effective role in improving
public health in America. The Act has enhanced research and development by phar-
maceutical companies and encouraged the growth of the generic drug industry,
which ensures affordable prescription drugs for patients at all income levels.

The law, which has now been on the books for 15 years, streamlined the approval
process for generic drugs, and allowed generic drug firms to make plans to enter
the market before a brand-name drug’s patent expires. It also gave brand-name
pharmaceutical firms an extension on their patents to accommodate the often
lengthy regulatory delays, so that research and development costs can be fairly re-
couped. The law strikes a balance between major interests on both sides and has
served the nation well for many years. Congress must carefully consider any pro-
posed changes to ensure that the balance is preserved.

S. 1172, the Drug Patent Term Restoration Review Procedure Act of 1999 pro-
poses to amend the Act to provide greater patent term extension for so-called “pipe-
line drugs”—drugs under consideration by the FDA when the Act became law. Pro-
ponents of the legislation believe it is necessary to ensure parity and fairness for
such drugs—some of which currently reap millions of dollars—even billions of dol-
lars—in revenue every year.

Opponents of this legislation argue that it is unnecessary and unwarranted. They
believe the process proposed in S. 1172 will only create a larger bureaucracy and
add to the cost of health care for millions of Americans. They also argue that 1t will
do relatively little to remove Congress from the annual, end-of-the-year rush to pro-
vide patent term extensions for individual drugs, a process that many of us find par-
ticularly disturbing.

Before Congress takes action, we must ensure that patients are the beneficiaries.
The careful balance that provides for research and development, and for affordable
prescription drugs must be maintained. I look forward to today’s testimony and to
working with other members of the Committee on this important health issue.

PREPARED STATEMENT OF HON. RUSSELL D. FEINGOLD, A U.S. SENATOR FROM THE
STATE OF WISCONSIN

Mr. Chairman, I want to thank you for holding this hearing. It is important that
the issues raised by this bill receive searching examination.

I have serious concerns about S. 1172, the Drug Patent Term Restoration Review
Procedure Act of 1999. Our nation’s patent system is designed to encourage creativ-
ity and ingenuity in the research and development of drugs, computer technology
and so many other products that enhance our lives and keep our economy thriving.
Giving exclusive market power to companies for a set period of time is a reward
for the time and resources that the private sector puts into research and develop-
ment. On the other hand, prolonged exclusive market power has an adverse impact
on competition and consumers. Our patent laws strike a balance between these com-
peting concerns. We should be very careful when we think about revisiting that bal-
ance.

The brand name drug companies signed off on an agreement reached when the
Congress passed Hatch-Waxman Act in 1984. Hatch-Waxman provided for a two-
year patent extension for pipeline drugs. The pipeline drug makers now complain
that this two-year period was inadequate. The Senate should rewrite the 1984
agreement only upon the most compelling justification, and I am not convinced that
high standard has been reached here.

I am concerned that rewriting Hatch-Waxman and providing for a patent exten-
sion for these drugs will result in an injustice to American consumers. Three more
years of profits to the pipeline drug makers will come at the direct expense of con-
sumers who rely on these drugs.
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Let’s take the example of Claritin, produced by Schering-Plough, which is the
most popular of the drugs affected by this bill. Claritin is an antihistamine used
to treat sinus problems and seasonal allergies. Schering-Plough received a patent
for Claritin in 1981, so it was “in the pipeline” when the Hatch-Waxman Act was
passed. Under current law, the patent will expire in June 2002—almost three years
from now and twenty-one years after Schering-Plough first received this patent. The
FDA approved Claritin in 1993. This means that by June 2002, Schering-Plough will
have marketed and sold Claritin, competition-free, for nine years.

Americans who use Claritin take one pill a day for anywhere from one to two
weeks for sinus problems, to months at a time for seasonal allergies. At the
Walgreens Pharmacy in Milwaukee, Wisconsin, a month’s supply of Claritin costs
$71.39. This cost comes straight from the pockets of Milwaukee residents and/or
health insurers, depending on the consumers’ health insurance status and whether
their health plans pay for prescription medication.

Now, with generic drugs usually priced at a 25 percent to 60 percent discount,
once the Claritin patent expires in June 2002 these same Milwaukee residents could
buy a generic equivalent of Claritin at anywhere from roughly $28 to $53. It is prob-
ably fair to say that given the immense popularity of Claritin and the generic indus-
try’s intense interest in not extending the Claritin patent, there will be many
Claritin competitors. The presence of numerous competitors, in turn, means the
price of generic alternatives will be closer to the $28 figure. In fact, Mr. Downey
of Barr Laboratories, who is testifying today, suggested in recent testimony before
the House Judiciary Committee that the price for generic Claritin could be a little
over $15 per month. $71 versus $15 a month. That’s a huge difference, Mr. Chair-
man, to Americans who need this drug. Instead of lining the pockets of drug compa-
nies, hardworking Americans could use this money to put food on the table or buy
school clothes for their children.

Schering-Plough and the other pipeline drug makers would like to delay the abil-
ity of Milwaukee residents and all Americans to buy generic Claritin at lower prices
until June 2005. Thus, there is no other way to look at this bill than as a net loss
for consumers. Consumers will pay roughly §71 per month for Claritin for an addi-
tional three years under this bill. Private health insurers will pay higher prices for
pipeline drugs for an additional three years. Consumers will pay for this bill either
out of their own pockets or through higher premiums for health insurance.

Brand name drug companies like Schering-Plough have already benefitted quite
handsomely from their exclusive sales periods. In just one of its patent years, 1998,
Schering-Plough had $1.8 billion in U.S. sales and $2.2 billion in worldwide sales
on Claritin. This is incredible. Claritin sales last year represented roughly one-third
of Schering-Plough’s total worldwide revenue. According to a study by Dr. Stephen
Schondelmeyer of the University of Minnesota College of Pharmacy, Schering-
Plough’s R&D costs are generally only 12.5 percent of its revenue. Based on this
data, I think it is fair to say that the enormous popularity of Claritin has more than
amply compensated Schering-Plough for its R&D costs incurred in developing
Clari&in. It simply cannot be argued that Shering-Plough needs this extension to be
repaid.

Dr. Schondelmeyer also finds that Claritin sales are expected to continue to climb
to almost three and a half billion dollars in 2002. American consumers will save
over $7 billion during the first five years that generic alternatives to Claritin be-
come available. But, if Schering-Plough gets its way and this legislation passes,
American consumers can expect to pay—not save, but pay—anywhere from $1.6 bil-
lion to over $5 billion on Claritin alone. American consumers can expect to pay
roughly $11 billion for a three-year extension for all seven pipeline drugs. Mr.
Chairman, each additional year of exclusive marketing for these pipeline drug com-
panies means billions of dollars of additional profits for the companies, and billions
of dollars of additional costs for consumers.

Mr. Chairman, I do appreciate the fact that allies of the pipeline drug manufac-
turers have chosen to seek redress through the standard legislative process, by fash-
ioning a bill and submitting it for hearing and debate in this committee and possible
consideration on the floor. That is not the way things often happen around here.
Patent extensions are a favorite item to be slipped into big bills in the dead of night
at the very end of the process. So I am pleased that we’re having a chance to con-
sider this bill rather than finding out about it at the last minute.

That having been said, this bill still has the scent of a special interest deal. It
benefits a small number of drug companies at the expense of American consumers.
And it comes as no surprise to this Senator, nor should it to anyone here, that the
companies who are asking us to pass this bill have made major political contribu-
tions to the political parties and members of Congress. I will have more to say about
this when I call the Bankroll on the floor if this bill gets that far, but let me give
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just a few examples. According to the Center for Responsive Politics, Bristol-Myers
Squibb made $559,975 in soft money donations in the last election cycle. Schering-
Plough contributed $287,021 in soft money for the 1998 cycle. Both companies have
reported millions of dollars in lobbying expenditures in 1997 and 1998.

This will be money well spent, of course, if the pipeline drugs succeed in convinc-
ing the Congress to pass this bill, which will result in not millions, but billions of
dollars of additional profits for the manufacturers and costs for consumers. I believe
we should think long and hard before we go along.

The CHAIRMAN. I will permit one other statement. The sponsor
of the bill has asked for a few minutes to express himself on this
bill and so we will turn to Senator Torricelli at this time.

STATEMENT OF HON. ROBERT G. TORRICELLI, A U.S. SENATOR
FROM THE STATE OPF NEW JERSEY

Senator TORRICELLI. I wanted, among the other witnesses before
the committee, particularly to welcome Richard Kogan, who is the
CEO of Schering-Plough, one of the most respected corporations in
New Jersey, and indeed one of the most respected business leaders
in America. Mr. Kogan has provided extraordinary leadership to
Schering-Plough and was invaluable in helping to draft this legisla-
tion in attempting to strike a balance between the understood and
respected need of the pharmaceutical industry which is such a
basis of the economy of New Jersey to be protected and provided
with the incentives to continue in the multibillion-dollar invest-
ment in the production of new products, but also protecting the
basic integrity of Hatch-Waxman and the redesign of the approval
process which has proven so valuable to the industry.

I also want to note that Agnes Veras is here today. Agnes Veras
is also one of the leaders in the generic industry in our country.
She has personally created several of the most successful compa-
nies in the generic industry, and was also invaluable in working on
this legislation to ensure that the generics themselves and their
own incentives and their ability to hold down costs and provide al-
ternatives to consumers were protected in this process.

As I am sure the testimony will reflect, this is not, as some
would represent it, as the Congress has often done, simply a patent
extension. This is not designed for any one product or any one com-
pany. It rather is an exception to the process to allow different
companies and different companies that encounter difficulties in
the approval process to have exceptions, those exceptions designed
to provide the same incentives within the patent process, but nev-
ertheless recognizing that sometimes delays and problems in the
process involve unnecessary costs and therefore should be ad-
dressed specifically. That is what this legislation is designed to do.

We have taken one approach in our Senate legislation. I know
the House of Representatives has taken a different approach. But
I think, Mr. Chairman, by virtue of this hearing we will learn a
great deal about the differences and the virtues of each. And I am
very grateful that you gave us this opportunity and once again
want to thank Agnes Veras, Richard Kogan, and the other partici-
pants in the hearing who have done so much.

I might also like to note on Senator Specter’s behalf that Carole
Ben-Maimon, of Teva Pharmaceuticals, has also been very impor-
tant in this process, and for that I am also very grateful.

The CHAIRMAN. Well, thank you, Senator.
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We have a distinguished panel of witnesses here today. First, we
have our distinguished former colleague, Senator Howard Metzen-
baum, who is testifying on behalf of the Consumer Federation of
America.

Our next witness will be Dick Kogan, the CEO of Schering-
Plough, a major research-based pharmaceutical company with an
important stake in Senator Torricelli’s legislation.

Next, we will be fortunate to have former FDA Associate Com-
missioner, Jerry Meyer, who will tell us about the intricacies of the
FDA review process.

Joining us for the first time today is Carole Ben-Maimon, who is
the Senior Vice President of Research and Development for Teva
Pharmaceuticals. Dr. Ben-Maimon will testify on the Torricelli bill
from the perspective of the generic drug manufacturer.

Next, a familiar face to this committee. We will hear from Peter
Barton Hutt, a leading member of the food and drug bar, and a
person for whom I think everyone has respect, as we do every wit-
ness here today.

Finally, we will hear from Mr. Bruce Downey, who is CEO of
Barr Laboratories. Mr. Downey has testified before this committee
previously and he represents the views of many in the generic in-
dustry. We are happy to have you here, Bruce, as well.

We are familiar with all of you and we appreciate having this
distinguished panel here today.

Senator Kennedy.

Senator KENNEDY. Could I just add a word of welcome to an old
friend, Howard Metzenbaum. He was, of course, a member of this
Judiciary Committee for many, many years, and he has been a real
watchdog for consumers over a long and distinguished career. I ad-
mire not only his service in the Senate and service on the commit-
tee, but his willingness after serving in the U.S. Senate to continue
his interest in public affairs.

We thank you for joining us and we extend a very warm word
of welcome.

The CHAIRMAN. Well, from the former chairman of this commit-
tee and from me, we are glad to have you here, Howard, and we
look forward to hearing your testimony.

PANEL CONSISTING OF HOWARD M. METZENBAUM, CHAIR-
MAN, CONSUMER FEDERATION OF AMERICA, WASHINGTON,
DC; RICHARD JAY KOGAN, CHAIRMAN AND CHIEF EXECU-
TIVE OFFICER, SCHERING-PLOUGH CORPORATION, MADI-
SON, NJ; GERALD F. MEYER, SENIOR CONSULTANT, AAC
CONSULTING GROUP, INC., POTOMAC, MD; CAROLE S.
GOLDFINE BEN-MAIMON, M.D., SENIOR VICE PRESIDENT
FOR RESEARCH AND DEVELOPMENT AND SCIENTIFIC AF-
FAIRS, TEVA PHARMACEUTICALS, INC., SELLERSVILLE, PA;
PETER BARTON HUTT, COVINGTON AND BURLING, WASH-
INGTON, DC; AND BRUCE L. DOWNEY, CHAIRMAN, BARR LAB-
ORATORIES, INC., WASHINGTON, DC

STATEMENT OF HOWARD M. METZENBAUM

Mr. METZENBAUM. Thank you. Good morning, Mr. Chairman,
Senator Leahy, distinguished members of the committee. I appre-
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ciate the opportunity to offer my comments regarding this legisla-
tion.

As you know, my name is Howard Metzenbaum and I now serve
on a pro bono basis as Chairman of the Consumer Federation of
America. The Consumer Federation of America is a nonprofit asso-
ciation of some 240 pro-consumer organizations with a combined
membership of over 50 million Americans.

When I was in the Senate, I consistently opposed patent exten-
sions as being a giveaway to the patentholder and a very costly and
unwarranted invasion of the consumer’s pocketbook. On more than
one occasion, I went to the floor and held the floor in a one-man
filibuster to keep such legislation from passing.

Now, at a time when Americans are calling on Congress to take
decisive action to make prescription drugs more affordable, S. 1172
would place an additional financial burden on American consumers
and the health system. The bill is essentially a tax on the unin-
sured, the poor, the sick, and the elderly. I strongly urge you to re-
ject it.

Now, before I go on, let me make one important point. We will
hear a lot of rhetoric today about intellectual property rights and
FDA’s delays in approving the so-called pipeline drugs. Don’t be
misled, don’t be mislead, don’t be distracted by these red herrings.
This bill is unjustified on its face because it would turn the intent
of patent protection and of the Hatch-Waxman Act on its head.

Patent life is intended to encourage research and development,
not after a drug is out on the market, but before a drug is granted
approval, not to reward a drug manufacturer after the product has
been on the market for a number of years. Moreover, the Hatch-
Waxman Act deliberately made allowances for drugs already in the
FDA review pipeline by granting two additional years of pipeline
protection.

Ten years later, in 1994, a number of those same pipeline drugs
received additional patent extension. Claritin got an additional 22.5
months. Claritin has received more than its fair share of exten-
sions. Enough is enough. The bill is the latest attempt by the drug
manufacturer Schering-Plough to protect its lucrative monopoly for
its best-selling antihistamine Claritin.

Last year, CFA, the organization I represent, helped to defeat an
attempt by Schering-Plough to get a back-door patent extension by
attaching it to the omnibus appropriations bill. Schering-Plough
has been well treated by the Congress and has made billions by
having patent protection for Claritin for years. But I give Schering-
Plough credit; they are very, very persistent and I respect them for
that.

As a matter of fact, before this hearing commenced I walked up
to three old friends who were at separate locations, not standing
with each other, and when I said to each one of them, what are
you here for, each one of them separately indicated to me “on be-
half of Schering-Plough.” Fortunately, I didn’t talk to three other
people because possibly they also would have been lobbyists on be-
half of Schering-Plough. But they are certainly well, well rep-
resented, and maybe that is good for the economy, at least the lob-
byist economy.
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The CHAIRMAN. Are you suggesting there are no consumer mem-
bers here?

Mr. METZENBAUM. Pardon?

The CHAIRMAN. I was just kidding.

Mr. METZENBAUM. It is time for Congress to call a halt. Let the
free market prevail when the already extended patent expires.

Senator Hatch, you provided great and wise leadership in au-
thoring the Hatch-Waxman Act, even though I am prepared to con-
fess that I was the only member of the Senate who voted against
it. [Laughter.]

The CHAIRMAN. And you have been repenting ever since, I know.

Mr. METZENBAUM. Maybe it was just a knee-jerk reaction.

The CHAIRMAN. It was just one of those days when you weren’t
thinking clearly, Howard. [Laughter.]

Mr. METZENBAUM. I do not have to tell you that the Hatch-Wax-
man Act was and is a balanced Act. It was designed to increase ac-
cess to affordable generic drugs, while ensuring that drug manufac-
turers have adequate patent protection to justify substantial in-
vestment in research and development.

Unfortunately, S. 1172 would upset the careful balance by allow-
ing the manufacturers of Claritin and six other so-called pipeline
drugs to petition the Patent and Trademark Office for additional
patent life. If the 3-year extensions are granted, a likely outcome
under the terms of the bill, the cost will be an astonishing $11.1
billion according to an analysis just released by the PRIME Insti-
tute. Earlier figures had indicated $5 billion, but this new analysis
by the PRIME Institute, which is a part of the College of Pharmacy
at the University of Minnesota, says it will be over $11 billion. It
is unthinkable that Congress should consider a patent extension for
Schering-Plough’s blockbuster drug Claritin which had sales of $1.8
gﬂlion in 1998. That is nearly $5 million in sales each and every

ay.

Now, let me tell you about some of CFA’s other concerns with S.
1172, Although Senator Torricelli deserves credit for making this
legislation somewhat less problematic than its House counterpart,
it is still fatally flawed. S. 1172 would cut the agency with the most
expertise on drug review, the FDA, out of the decisionmaking proc-
ess.

Right now, the Patent and Trademark Office performs a function
regarding prescription drug patent disputes that can only be de-
scribed and characterized as ministerial. Although the Patent and
Trademark Office makes the final judgment on patent extension,
theAentire decision is based on key determinations made by the
FDA.

The FDA”s determination involves issues such as a drug’s eligi-
bility for patent extension, the appropriate length of extension
based on a regulatory review period, and whether the manufac-
turer acted with due diligence during the FDA review process. S.
1172, on the other hand, would hand this decisionmaking authority
over to an agency with no experience in drug review, the Patent
and Trademark Office. It is sort of absurd on its face.

S. 1172 further mandates a review process based in favor of the
drug manufacturer. Although the review process in S. 1172 is cer-
tainly less flawed than that outlined in H.R. 1598, the bill’s short
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decisionmaking timeliness and narrow criteria are likely to result
in unwarranted approval of patent extension.

For example, while requiring the Commissioner of the Patent
and Trademark Office to consider public interest and fairness, a job
for which it is questionable as to its ability to evaluate, S. 1172 ac-
tually excludes the evaluation of the consumer’s interest in lower
prices or the negative impact of high prescription drug costs on tax-
payers and their health. S. 1172 could subject Congress to an on-
slaught of copycat legislation. Passage of 1172 would serve as a
great precedent for other drug manufacturers who might want Con-
gress to pass similarly unjustifiable patent extension.

In closing, let me thank you, Senators Hatch and Leahy, and all
the other members of this committee, for the opportunity to offer
our comments on this misguided legislation. I urge the leadership
of the committee, as well as each of the members of the committee,
to continue your high-profile leadership on the issue of affordable
prescription drugs by vigorously opposing this bill. It will promote
high prescription drug prices and deny your constituents, our mem-
bers, timely access to more affordable generic medicine.

I thank you, Mr. Chairman.

The CHAIRMAN. Thank you, Senator Metzenbaum.

[The prepared statement of Mr. Metzenbaum follows:]

PREPARED STATEMENT OF HOWARD M. METZENBAUM

Good morning, Mr. Chairman, Senator Leahy and members of the Committee. I
appreciate your invitation to offer my comments regarding this legislation. My name
is Howard M. Metzenbaum and I now serve as Chairman of the Consumer Federa-
tion of America (CFA). CFA is a non-profit association of some 240 pro-consumer
organizations, with a combined membership of over 50 million Americans. CFA was
founded in 1968 to advance the consumer interest through advocacy and education.

For 19 years in the U.S. Senate, I opposed patent extensions, even going so far
as to use or threaten to use the Filibuster on many occasions. The organization for
which I speak today, CFA, has worked very hard to improve access to affordable
prescription drugs for all Americans. Unfortunately, the legislation before you today
moves in the opposite direction. At a time when Americans are calling on Congress
to take decisive action to make prescription drugs more affordable, S. 1172 will
place an additional financial burden on American consumers and the health system.
The bill is essentially a tax on the uninsured, the poor, the sick and the elderly.
I strongly urge you to reject it.

The bill is also the latest attempt by the drug manufacturer Schering-Plough to
protect its lucrative monopoly and achieve a patent extension for its best-selling
antihistamine, Claritin. Last year, CFA helped defeat an attempt by Schering-
Plough to get a backdoor patent extension by attaching it to the omnibus appropria-
tions bill. Schering-Plough made similar efforts in 1997 and 1996.

THE HATCH-WAXMAN ACT

Senator Hatch, you provided great and wise leadership when you joined with Con-
gressman Waxman in authoring the Drug Price Competition and Patent Restoration
Act of 1984, also known as the Hatch-Waxman Act. It represents a careful balancing
act. It was designed to increase access to affordable, generic drugs, while insuring
that drug manufacturers have adequate patent protection to justify substantial in-
vestment in research and development.

In other words, the Act promotes innovation and affordability. And it has helped
bring down drug prices. The Congressional Budget Office estimated in 1998 that
buyers saved roughly $8 billion to $10 billion in 1994 alone in pharmacy purchases,
by substituting generic for brand-name drugs. At the same time, the wider availabil-
ity of generic drugs certainly has not affected the profitability of drug manufactur-
ers. According to researchers at Boston University, the pharmaceutical industry was
the most profitable in the U.S. in 1998 and has been so for the last thirty years.

Unfortunately, S. 1172 would upset the careful balance achieved by the Hatch-
Waxman Act by allowing the manufacturers of Claritin and six other “pipeline
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drugs” to petition the Patent and Trademark Office (PTO) for additional patent life.
If the three-year extensions are granted—a likely outcome under the terms of the
bill—the cost will be an additional $2.2 to $4.5 billion. It is unthinkable that Con-
gress should consider a patent extension for Schering-Plough’s blockbuster drug
Claritin, which had sales of $1.8 billion in 1998. That’s nearly $5 million in sales
each and every day.

The Hatch-Waxman Act made allowances for drugs already in the FDA review
“pipeline” at the time of enactment by deliberately granting two additional years of
patent protection, instead of the five years granted to drugs approved after 1984.
After all, the purpose of patent protection is to provide drug manufacturers with an
incentive to pursue future research and development for new drugs, not to increase
profits on existing drugs. At the time the Hatch-Waxman Act was enacted, drug
manufacturers had already invested heavily in research and development for
Claritin and the other pipeline drugs. Moreover, Claritin received an additional
22.5(im0nth patent extension in 1994 under the General Agreement on Tariffs and
Trade.

AMERICANS NEED ACCESS TO AFFORDABLE DRUGS

As T've said already, this bill couldn’t come at a worse time for Americans who
desperately need access to affordable drugs. I'm sure that all of the members of this
committee are aware of the scope of the problem, but let me provide you with a few
“hot off the presses” statistics from the publication, “Affordable Medications for
Americans: Problems, Causes and Solutions.” This report was released just last
week by Alan Sager and Deborah Socolar, researchers at the Access and Afford-
ability Monitoring Project (AAMP) of the Boston University School of Public Health.

¢ Roughly 70 million Americans of all ages—about one in four—have no prescrip-
tion drug coverage, according to AAMP estimates. Under-insurance for medica-
tions is also rising.

¢ Retail prescription drugs will consume 8.4 percent of U.S. health spending in
1999, up from 7.2 percent in 1997.

¢ Prescription drug spending is rising about three times as fast as overall health
costs. Prescription drug prices are rising 2.4 times as fast as the overall Con-
sumer Price Index, from April 1998 to April 1999.

e In 1998, pharmaceuticals were the most profitable industry in the U.S. in re-
turn on equity, on revenue and on assets. In fact, drug manufacturing has been
the most profitable U.S. industry over the past thirty years. The median return
on equity was 1.5 times the all-industry in the 1970s and 1980s, increasing to
2.3 times the industry average in the 1990s.

These statistics provide compelling evidence of the need for more affordable pre-
scription drugs, and of the fact that the drug manufacturing industry is in no need
of the unjustifiable windfall that this bill would provide.

SPECIFIC CONCERNS WITH S. 1172

Although Senator Torricelli deserves credit for making this legislation somewhat
less problematic than its House counterpart, H.R. 1598, it is still fatally flawed.

1. S. 1172 would turn the intent of patent protection on its head. Patent life is
intended to encourage research and development before a drug is granted ap-
proval, not to reward a drug manufacturer with additional profits after the drug
comes to market. Despite the elevated rhetoric about intellectual property rights
and FDA review timelines and procedures that you will hear this morning, this
bill is really about one thing: protecting Schering Plough’s lucrative monopoly on
Claritin. The irony is that Claritin has undoubtedly earned back the investment
made by its manufacturer in research and development many times over. More-
over, as mentioned above, Claritin has already received patent extensions of near-
ly four years.

2. 8. 1172 could cost consumers and the health system billions of dollars. A 1996
Congressional Research Service report found that generic competition reduced the
price of a drug between 30 and 60 percent. According to an analysis prepared by
Public Citizen, this would mean savings on Claritin of between $1.6 billion and
$3.2 billion over three years. Savings on all seven “pipeline” drugs would be be-
tween $2.2 billion and $4.5 billion over three years. Some consumers, especially
older Americans, will pay hundreds of dollars a year more in out-of-pocket costs.

3. S. 1172 would cut the agency with the most expertise on drug review, the FDA,
out of the decision-making process. The PTO is not equipped by experience or
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training to make a judgment call in this area. Questions involving the drug re-
view process are well beyond its area of expertise. Right now, the PTO performs
a function regarding prescription drug patent disputes that can only be character-
ized as ministerial. Although the PTO makes a final judgment on patent exten-
sion, the entire decision is based on key determinations made by the FDA. The
FDA’s determinations involve issues such as a drug’s eligibility for patent exten-
sion, the appropriate length of extension based on the regulatory review period,
and whether the manufacturer acted with “due diligence” during the FDA review
process. If a “due diligence” determination is challenged, the FDA will make a de-
termination on the validity of the challenge and then convene a hearing to con-
sider appeals. S. 1172, on the other hand, would hand this decision-making au-
thority over to an agency with no experience in drug review, the PTO.

4. S. 1172 mandates a review process that is biased in favor of the drug manufac-
turer. Although the review process in S. 1172 is less flawed than that outlined
in H.R. 1598, the bill’s short decision-making timelines and narrow criteria are
still biased toward approval of patent extension. For example, while ostensibly re-
quiring the Commissioner of the PTO to consider “public interest and fairness”,
S. 1172 defines those terms to exclude consideration of the consumer’s interest in
lower prices, or the negative impact of high prescription drug costs on taxpayers
and the health care system, when the Commissioner decides whether to grant pat-
ent extension approval. The bill also automatically grants an extension to drugs
for which the patent expires during the bill’s review process. Even if the applica-
tion is denied, the applicant is authorized to apply to the Court of Appeals to con-
tinue the extension pending judicial review. All the dice are loaded to keep the
patent extant while the appellate process drags on.

5.S. 1172 could subject Congress to an onslaught of “copy cat” legislation. Passage

of S. 1172 will serve as a bad precedent for drug manufacturers who will want

to push Congress to pass similarly unjustifiable patent extensions. If it is good
for one, why not for all?

You probably know that the General Accounting Office is investigating allegations
that Schering-Plough may have contributed to the delay in approval of Claritin at
the FDA. This delay is obviously the basis for Schering Plough’s claim that they de-
serve a patent extension. As you have heard from my testimony, CFA believes that
using an FDA delay as justification for this legislation, no matter what the cause,
represents a serious misreading of the Hatch-Waxman Act. This legislation should
be rejected outright as unjustifiable and costly to consumers.

In closing, let me thank both Senators Hatch and Leahy again for the opportunity
to offer our comments on this misguided legislation. I urge you both to continue
your high-profile leadership on the issue of affordable prescription drugs by vigor-
ously opposing this bill. It will promote high prescription drug prices and deny your
constituents—our members—timely access to more affordable generic medicines.

Thank you.

Senator ASHCROFT. Mr. Chairman?

The CHAIRMAN. Yes, Senator Ashcroft.

Senator ASHCROFT. Due to pressing business on the floor, some
of which is related to drugs, given the sanctions measure regarding
medicine, I was late and didn’t get a chance to make a statement
and won’t be able to stay. May I submit for the record my remarks
which are in support of Senator Torricelli’s bill?

The CHAIRMAN. Without objection, we will put those in the
record. We appreciate that and we understand the pressures on ev-
erybody here today.

Senator ASHCROFT. Thank you.

[The prepared statement of Senator Ashcroft follows:]

PREPARED STATEMENT OF HON. JOHN ASHCROFT, A U.S. SENATOR FROM THE STATE
OF MISSOURI

Good Morning. I would like to thank the Chairman for holding this hearing today
on the important issue of the need for a system at the Patent and Trademark Office
to consider applications for patent extensions for drugs that have been bogged down
in regulatory bureaucracy at the FDA for an inordinate amount of time.
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I can’t say I'm surprised that this situation exists. As President Reagan used to
say, ‘the only example of eternal life on earth is a federal administrative agency.’
President Reagan was right. Given this immortality, I guess it is only natural that
to the bureaucrats, a delay of four, five, six or more years before approving the sale
of a commercial product seems like a relatively short time.

But to a company that has invested fortunes in research and development to
produce these drugs, every minute of regulatory delay is time ticking against their
patent. It is time that the company can’t be selling their innovation under the pro-
tection of a patent to recoup these research and development costs, and to make a
fair profit, This is something that we cannot afford, if we create disincentives to re-
search and development, if we diminish the financial incentives to innovation, we
won’t get any innovation. The Chairman rightly understood this when he introduced
and passed the Hatch Waxman Act in 1984, setting the delicate balance between
the intellectual property interests of pharmaceutical innovators and the public inter-
est in a competition market for consumer drugs.

Recently I became aware of the so-called “pipeline” drugs—the small group of
drugs that were already in the FDA review “pipeline” when Hatch-Waxman was en-
acted. These pipeline drugs may have been inadvertent victims of the legislative
process.

Because they were already in the pipeline, these drugs were given a shorter pat-
ent extension (2 years) than drugs that had not started the review process yet (5
years). Unfortunately, the review process for the pipeline drugs took on average
twice as long as expected.

Not surprisingly, the companies whose drugs were held up in the FDA review
process don’t think it is fair that they should suffer due to delay they claim was
caused by the FDA. The companies want their patents extended to reflect this delay.
There are others, however, who say that the delay at the FDA was warranted, or
in some cases caused by the companies themselves. These others say that no patent
extension is warranted.

Now, it seems to me that if the companies that made the pipeline drugs are right
that they are the victims of bureaucratic delay, it is only fair that they get some
relief in the form of a patent extension. However, if their opponents are right, and
the delay was due to the companies’ own actions, they do not deserve an extension.

One thing is clear, there needs to be a neutral and independent process to review
these disputes, and it is not Congress that should make those determinations. That
is why Senator Torricelli introduced S. 1172, a bill that reflects a lot of thought and
hard work, and a bill of which I am proud to co-sponsor. S. 1172 sets up an inde-
pendent review process at the Patent and Trademark Office to handle these dis-
putes. Interested parties can make their case for or against a patent extension on
any of these pipeline drugs. If the Commissioner of the PTO believes that the manu-
facturer of the pipeline drug has shown by clear and convincing evidence that it
used due diligence in the review process, and the Commissioner determines that an
extension would be in the public interest, the Commissioner can grant an extension
of up to 3 years. If the Commissioner is not convinced, no extension is granted. Fur-
thermore, this decision is reviewable by a federal circuit court, and may be appealed
by either party.

Let me be clear, S. 1172 does not take sides. It does not express any opinion on
the merits of granting an extension on any particular drug. What is does is simply
set up a fair and independent process for these claims to be resolved, and that
seems eminently reasonable to me. That is why I co-sponsored this bill. I again
want to thank Senator Torricelli for his hard work and leadership on this issue and
look forward to the testimony today and to hearing if there are ways that this proc-
ess can be improved.

The CHAIRMAN. We will now turn to Richard Jay Kogan.

STATEMENT OF RICHARD JAY KOGAN

Mr. KoGaN. Thank you, Chairman. My name is Richard Jay
Kogan and I am chairman and chief executive officer of Schering-
Plough Corporation. I appreciate the opportunity to testify in favor
of S. 1172, a proposal by Senator Torricelli that would strengthen
intellectual property protection in the important area of pharma-
ceutical research.

The bill would establish an independent process within the Pat-
ent and Trademark Office to consider patent restoration for seven
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pipeline drugs that lost years of patent life because of unantici-
pated regulatory delays. The bill would give the companies that
discovered and developed these innovative drugs the chance to
make their case for patent restoration. Let me repeat, the bill gives
the companies a chance, not a guarantee, to make their case on the
merits. That is all we are asking for, a fair hearing by the Patent
and Trademark Office.

These seven drugs affected by S. 1172, because they were already
in the regulatory pipeline and presumably close to approval for
marketing, received 2 years of patent restoration under the terms
of the Hatch-Waxman Act. By comparison, most other drugs that
have come to market since the late 1980’s received 5 years of pat-
ent restoration.

One of the pipeline drugs at issue here, as has already been men-
tioned, is Claritin, which is a successful product and has earned
our company significant revenues. It is also important to point out
that millions of allergy sufferers live safer, more comfortable, and
more productive lives thanks to the dedication of the Schering-
Plough scientists who discovered and developed this drug.

I was the company’s Executive Vice President for Pharmaceutical
Operations when Claritin was awaiting regulatory approval. An
FDA advisory committee has recommended approval in October
1987, and it looked like the Hatch-Waxman 2-year patent restora-
tion would be right on the mark. Unfortunately, though, it actually
took another 5.5 years from the first advisory committee meeting
before FDA allowed us to market the product.

During that time, the agency had a major reorganization that
slowed drug approvals. And because of limited resources at the
FDA during this same period, the agency was correctly giving pri-
ority to the approval of life-saving drugs, so products like Claritin
were sort of sent to the back of the line.

We were also asked to respond to two new scientific questions
that created further delays, and as a result, and despite Schering-
Plough’s diligence in responding quickly and fully to all FDA’s re-
quests, Claritin was stuck in the approval pipeline until 1983.
Now, members of the committee, that is 9 years after the
enactment

The CHAIRMAN. You mean 19937

Mr. KoGaN. I am sorry; 1993. Thank you, Chairman. So, that is
9 years; we were stuck for 9 years after the enactment of the
Hatch-Waxman Act. In an industry where research is the key to
success and where funds for research can only come from success-
ful products, such a delay is highly detrimental.

Growth through research is a fundamental business strategy at
Schering-Plough. This is clear when one looks at our business per-
formance. We have increased our research spending by an average
of 13 percent every year. In 1998, we raised it even more, by 19
percent, to just over $1 billion, and this year we are going to spend
15 percent more than that. Pharmaceutical research involves both
high risk and an enormous investment of resources, and without
fair patent protection we simply could not generate the necessary
capital that allows us to make these risky and large investments.

Schering-Plough has targeted many serious medical challenges.
Today, our scientists are working on drugs that show promise
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against several cancers, including ovarian, breast, lung, skin, pan-
creatic, and colon. We are also developing a drug that would treat
brain tumors in children, and a new antibiotic that is highly effec-
tive against resistant bacteria.

In the area of biotechnology, our research team is conducting
studies to better address devastating chronic inflammatory dis-
eases such as rheumatoid arthritis and Crohn’s disease. Also, Sche-
ring-Plough’s gene therapy group in California is presently in clini-
cal trials with P-53, a treatment that has shown encouraging re-
sults in certain solid cancer tumors.

Pharmaceutical research is one of America’s great success sto-
ries. Generic drug companies provide a service by producing copies
of our products, but they don’t invest in innovation. Without re-
search-based companies, generic companies would not have prod-
ucts. I hope the members of the committee will consider the strong
connection between intellectual property rights and the research
that produces breakthrough drugs. It is impossible to have one
without the other.

The independent review process proposed in S. 1172 at the Pat-
ent and Trademark Office is an important part of the continuing
fight against disease and illness, but it is also about something
larger, a continuing commitment to encourage the spirit of inven-
tion and innovation that has helped make America a world leader
in almost every discovery area. I urge you to embrace that commit-
ment and support this bill.

Thank you.

The CHAIRMAN. Thank you, Mr. Kogan. We appreciate your com-
ments.

[The prepared statement of Mr. Kogan follows:]

PREPARED STATEMENT OF RICHARD JAY KOGAN

My name is Richard Jay Kogan. I am Chairman and Chief Executive Officer of
the Schering-Plough Corporation. I appreciate this opportunity to testify in support
of S. 1172, the Drug Patent Term Restoration Review Procedure Act of 1999.

This Bill would establish an independent review process within the Patent and
Trademark Office (PTO) to consider the possibility of patent term restoration for
seven pipeline drugs.! These seven drugs lost significant patent life because of
lengthy review in the new drug approval process. In each case, FDA’s review of the
new drug application (NDA) took over five years. Yet these drugs received only two
years of patent term restoration under the 1984 Hatch-Waxman Act, compared to
the five years of patent term restoration that other drugs received.

S. 1172 is a major departure from the private patent extension bills that Congress
has considered in the past. The Bill does not extend any patent or guarantee that
any patent will be extended. Rather it creates a nonpolitical process in which the
PTO determines if it is fair and equitable to restore patent term on any of these
seven drugs. In providing this process, Congress will reaffirm its commitment to
strong intellectual property protection which drives new drug research and develop-
ment (R&D).

SCHERING-PLOUGH’S COMMITMENT TO R&D

Schering-Plough has been successful because we know our future will be deter-
mined by research and by how well we identify discovery targets and conduct our
development projects. We also understand that the development of new drug thera-
pies is an extremely capital-intensive endeavor.

Schering-Plough’s R&D expenditures in 1998 exceeded $1 billion, which was an
increase of 19 percent over the prior year. R&D expenditures for 1999 will increase

1The seven drugs are Cardiogen-820, ClaritinJ, Dermatopl], EulexinJ, Nimotop,
Penetrex(] , and Relafenl].
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by more than 15 percent. Within our peer group of large research-driven pharma-
ceutical companies, Schering-Plough ranks fourth in terms of research expenditures
as a percentage of total sales. Our R&D expenditures have increased steadily and
significantly in the 1990s, as shown in Table 1.

Table 1. Schering-Plough Corporation's Investment in Pharmaceutical
Research and Development

Research & Development

1998

$1,007

1997

1996

1995

1994

1992

$0 $200 $400 $600 $800 $1,000 $1,200

Investment (Dollars in millions)
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R&D IS A HIGH-COST AND HIGH-RISK ENDEAVOR

Because of the cost and time it takes to bring a new drug to the market, it is
essential that we maintain, if not increase, our high level of R&D investment. Sche-
ring-Plough continues to invest steadily in new research and technologies. Through
new technologies we have increased the number of sample compounds tested from
around 400,000 annually to an estimated 1.3 million this year.

Even with the research advances of today, only one in every 5,000 chemical com-
pounds ever reaches the U.S. market. Bringing a drug to the market place takes
12 to 15 years and costs up to $500 million.

R&D FUNDING IS DEPENDENT ON REVENUES FROM CURRENTLY MARKETED PRODUCTS

The market introduction of our product Claritin0 in 1993, and its ongoing success
since then, has fueled Schering-Plough’s R&D efforts. Revenues generated in the
current year from our marketed products are utilized to fund ongoing and future
research initiatives. Strong sales support increases in R&D investment, which in
turn delivers important new drug products to consumers. Especially critical are the
revenues from a small number of very successful products.

PHARMACEUTICALS CRITICALLY IMPACT PUBLIC HEALTH

Schering-Plough’s researchers are pursuing novel therapies that address impor-
tant medical needs. Their efforts focus on cancer, infectious diseases (like hepatitis
C), cardiovascular disease, central nervous system diseases (like Alzheimer’s dis-
ease), and allergic and inflammatory disorders. Our scientists are developing drugs
that can directly target the causes of disease, with the hope of offering significant
improvements over existing treatments that only address disease symptoms.

But many of these promising drug candidates are years away from marketing. A
potential new drug must be evaluated for many years—in laboratory testing, animal
testing, and human clinical studies—in order to develop the necessary data for a
new drug application (NDA). The speed with which we are able to pursue this inno-
vative research is directly dependent on earnings from marketed products, and
those earnings are directly dependent on strong and fair patent protection.

THE OUTLIER PIPELINE DRUG PROBLEM

Recognizing the importance of patent protection to pharmaceutical R&D, Congress
enacted the Drug Price Competition and Patent Term Restoration Act of 1984, also
known as the Hatch-Waxman Act.2 Under that Act, the holder of a patent for a new
drug can apply to the Patent and Trademark Office for restoration of part of the
effective patent life lost due to regulatory review. For most drugs, the Hatch-Wax-
man Act limits the restoration period to five years. For drugs whose patent issued
and whose regulatory review straddled the enactment date of the legislation—so-
called “pipeline” drugs—the statute limits the restoration period to two years.

In 1984 when Hatch-Waxman was enacted, the average time for FDA approval
of an NDA was 2.25 years.? However, for the seven pipeline drugs that are covered
by S. 1172, regulatory review took many years longer than Congress would have an-
ticipated based on this 2.25 years average review time. FDA approval of the NDAs
for these drugs took over 5 years, more than twice the amount of time that would
have been expected.

The unfairness of applying the 2-year limitation on patent restoration to
Claritind and the other six pipeline drugs can be seen by comparing these drugs
to drug products which began clinical trials just after the Hatch-Waxman enactment
date and thus were not subject to the 2-year limit on patent term extension. Prod-
ucts with much shorter NDA review periods than Claritin( received much longer
patent term extensions. For example, a blockbuster lipid lowering agent that just
missed being classified as a pipeline drug spent 4.19 years in NDA review, received
over 4.6 years of patent extension, and has an effective patent life of 14 years. Simi-
larly, a well-known antibiotic that just missed being classified as a pipeline product
spent only 1.56 years in NDA review, received 3.4 years of patent extension, and
has an effective patent life of 14 years. In comparison to these successful drugs,
Claritind had an NDA review time of 6.45 years, received only 2 years of patent
extension, and has an effective patent life of just over 9 years. These are but two
examples. There are numerous others.

2Pub.L.No. 98-417, 98 Stat. 1585 (Sept. 24, 1984).
3FDA, “New Drug Evaluation Statistical Report” 53 (Oct. 1985) (FDA mean approval time of
26.9 months for new molecular entities in 1984).
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Even drug products that were approved by FDA just prior to enactment of the
Hatch-Waxman Act received better treatment than many of the outlier pipeline
drugs covered under S. 1172. While these already approved drugs did not receive
any patent extension, they did receive 10 years of market exclusivity under other
provisions of that Act. Thus, they received ten years of protection against generic
drug competition.

Pharmaceutical companies are under tremendous competitive pressure. Compa-
nies that do not discover and develop new products oftentimes do not survive. The
number of pharmaceutical companies that have disappeared through mergers and
acquisitions in recent years is evidence of this fact. Given this environment, and be-
cause so few compounds ever make it through the development process and to the
market, it is critical that the rare successful product receive fair patent protection.

SOLUTION TO THE OUTLIER PIPELINE DRUG PROBLEM

Senator Torricelli has introduced legislation that would create a process by which
the PTO could consider applications for patent term restoration for seven outlier
pipeline drugs. The bill, S. 1172, would authorize the PTO to determine whether
pipeline drugs that were subjected to more than five years of NDA review by FDA
should be awarded patent term restoration of up to three years. The period of patent
term restoration would be reduced for any period of time in which the applicant did
not exercise due diligence in pursuing approval.

In past years, Congress has been asked to award patent term extension directly
to a specified drug product. In fact, Congress has enacted product-specific patent ex-
tensions for pipeline drugs three times since enactment of Hatch-Waxman. But this
private bill approach has been criticized for politicizing the patent term restoration
process.

In contrast, S. 1172 creates a neutral administrative process. Under the Bill, the
PTO—an informed decisionmaker with expertise on patent matters—conducts an
administrative proceeding in which interested parties—including generic drug man-
ufacturers—can participate. FDA is given a significant consultative role and PTO
has access to all relevant documents and information. All seven outlier pipeline
drugs would be eligible to participate in the process. No drug would automatically
receive patent term restoration. We believe this process-oriented approach can effec-
tively address the outlier pipeline drug problem.

Under the Bill, the applicant must show that it acted with “due diligence.” This
is the same standard an applicant must meet to currently receive an extension
under Hatch-Waxman. Due diligence is defined as “that degree of attention, continu-
ous directed effort, and timeliness as may reasonably be expected from, and are or-
dinarily exercised by,” an applicant during an NDA review period.* Due diligence
focuses on the applicant’s actions, not on FDA’s actions. As a result, the PTO is not
put in the position of second-guessing FDA’s scientific judgments.

I was President and Chief Operating Officer of Schering-Plough Corporation and
Executive Vice President—Pharmaceutical Operations during the time that
Claritin(J was awaiting FDA approval. Less than a year after the NDA for Claritin[]
was submitted to FDA, on October 23, 1987, an FDA advisory committee rec-
ommended that FDA approve the Claritind NDA. FDA often promptly approves a
drug that has received a favorable recommendation from an advisory committee. In
the case of Claritin(], however, approval did not come until April of 1993. Schering-
Plough had to wait more than six years after the NDA was submitted to market
Claritin( in the United States. When the Claritin(] approval finally came, the pub-
lic received access to a once-a-day, nonsedating antihistamine that did not present
the kinds of cardiac risks that existed with the other nonsedating antihistamine
products on the market at the time.

Two unanticipated scientific issues arose after the FDA advisory committee rec-
ommended approval of Claritind in 1987—one involved toxicology data and the
other involved bioequivalence. FDA addressed both of these issues with caution.
Schering-Plough acted with due diligence during the entire process.

The review of the Claritin0d NDA was complicated by FDA’s reorganization of the
Center for Drug Evaluation and Research (CDER) which began in 1987 and contin-
ued until 1989. Moreover, FDA reviewed Claritin0 prior to enactment of the Pre-
scription Drug User Fee Act (PDUFA) in 1992. Before enactment of PDUFA, FDA
lacked the funding and resources to review NDAs expeditiously, particularly for
drugs that were not designated for “priority” review. During the CDER reorganiza-
tion Claritin0 was assigned to the same division that reviewed cancer drugs, all of

435 U.S.C. 8156(d)(3).
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which received “priority” designations. Claritin[] received a “standard” review des-
ignation.

All of these factors certainly had an adverse impact on the time the Claritin NDA
spent in the regulatory review. In contrast to the 6.5 years spent in regulatory re-
view in the United States, Claritin(] received approval in 2.5 years or less in many
countries with sophisticated regulatory agencies, including Germany, France, Ire-
land, Italy and the United Kingdom.

Claritin(] is a good example of why the manufacturers of the seven outlier pipe-
line drugs should be given an opportunity to present their case to the PTO for up
to three years of patent term restoration. Claritin(] received the worst of both
worlds, extraordinarily lengthy regulatory review, and minimum patent restoration.

Congress recognized the importance of, and relationship between, fair and strong
patent protection and pharmaceutical R&D when it enacted Hatch-Waxman. In
order to properly fund R&D, successful products must have fair patent protection.
S. 1172, in providing a nonpolitical forum and a fair process, furthers this goal. That
is why Schering-Plough supports this Bill. That is why we urge you to do the same.

The CHAIRMAN. Next, we will turn to former FDA Associate Com-
missioner Jerry Meyer, and we will listen to your testimony, Mr.
Meyer.

STATEMENT OF GERALD F. MEYER

Mr. MEYER. Thank you, Mr. Chairman. I appreciate very much
this opportunity to appear and to speak in support of S. 1172, the
Drug Patent Term Restoration Review Procedure Act of 1999.

As you may know, I previously testified in support of this kind
of legislation before the House Subcommittee on Courts and Intel-
lectual Property of their Judiciary Committee on both July 1, 1999,
and on May 21, 1998. I also participated in a panel discussion on
this subject with Surgeon General Koop and others sponsored by
the Intellectual Property Institute that was held on the Senate side
of this Capitol on June 10 of this year.

Mr. Chairman, I remain convinced of the merits of this legisla-
tion, and I am personally pleased that this committee is pursuing
it, as well as appreciative that I have been given this opportunity
to appear in support of it. I say that from the perspective of having
served on the front lines of FDA’s drug review and approval proc-
esses as Deputy Director of FDA’s Center for Drug Evaluation and
Research some 8 years ago. I remember with both some pride and
with some pain appearing before both you and the distinguished
Senator from Massachusetts on a number of occasions.

I also want to make clear that I am not here on behalf of anyone,
and I am not being paid in any way by anyone in any manner for
my appearance in connection with this legislation or any other ac-
tivity in connection with this legislation. I am here as a former offi-
cial of the Food and Drug Administration. I do now work as an
independent consultant and I work for several other organizations,
but I am here strictly on my own.

Prior to enactment of the Prescription Drug User Fee Act of
1992, as you and Mr. Kennedy will remember, FDA faced enormous
difficulties in reviewing new drugs within the statutory timeframe
because of a chronic lack of adequate funding and resources. And
I believe that despite the very substantial efforts of a talented and
dedicated review staff to carry out our responsibilities, our agency
simply could not keep up with the number of new drug applications
that were being submitted and are continuing to be submitted by
the pharmaceutical industry. There are almost 150 NDA’s that
come in every year.
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Review and approval times increased, and it was not until enact-
ment of the user fee legislation that the drug review activities of
the agency began to receive the funds and manpower that were
needed to make a significant impact on this extended review time.
The fact is that the lack of sufficient staff before enactment of this
legislation meant that when someone was ill or resigned or retired
or had a child or was otherwise unavailable to work on an applica-
tion, there was no one else available to step in.

And when the number of applications in a particular drug class
increased substantially, as they did for certain types of drugs at
different times, they could simply overwhelm the available staff in
a review division. You will remember this occurred, for example,
over time with antihypertensive, with nonsteroidal
antiinflammatory drugs, and with certain classes of antiinfective
drugs. It also occurred when an application presented a difficult
and complex scientific issue that required extended time to ad-
dress, such as occurred with conjugated estrogens not very long
ago.

In such cases, a division would simply have to defer review until
they could work through this backlog or this scientific question. In
some cases, these kinds of delay could and did add years to review
times. Mr. Chairman, I could cite examples, and I remember Dr.
John Harter telling me that it would be 2 years before he could
even pick up an application for a nonsteroidal antiinflammatory
drug to begin review because there were that many applications in
front of it.

In all candor, Mr. Chairman, I also don’t believe these kinds of
problems will ever be completely eliminated. There will always be
applications that come in in a rush in a particular class of drugs
that overwhelm the reviewers who are trained in that class of
drugs. There will always be some complicated scientific issue pre-
sented by a particular product, where making the risk/benefit deci-
sion will be difficult and require extended time. And there will also
be situations where we have trouble in recruiting people.

At the moment, the current number of applications for products
to treat asthma is an example of a division that is almost over-
whelmed with those applications. Learning how to measure how
much of a drug gets into the lungs by a novel delivery system is
a difficult and complicated task. Working through the scientific
issues that are involved is tough, and the difficulty in recruiting
pulmonologists for a government salary is also a worthy, worthy
challenge.

That is why a process like that proposed in this legislation is so
important, and not just for those few problems that occurred in the
past, but also for those problems that I believe will occur in the fu-
ture. And I hope the legislation provides for that. I think there will
always be those kinds of issues.

It is true that the FDA did, and continues to assign priorities to
applications for products that represent drugs for life-threatening
diseases for which there is only limited or no adequate authority.
I agree with that priority. You and others in our Congress agree
with that priority. But I acknowledge that it only adds years to the
review time and delays for other applications that may later on
prove important. I say that because as you know, Mr. Chairman,
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all patients do not respond equally, in the same way, to all prod-
ucts.

The additional resources provided to the drug process through
user fee legislation and appropriations that have been made avail-
able are invaluable, but they have not eliminated all of the inequi-
ties that existed before this legislation and may somehow exist in
the future. That is what I hope this new legislation will correct.
And as a matter of public policy, I believe an open administrative
process will almost always be preferable to other alternatives.

Thank you, Mr. Chairman, for this opportunity and I will be
pleased to respond to any questions.

The CHAIRMAN. Well, thank you, Mr. Meyer. We are glad to have
you before the committee again. We have always respected you and
enjoy your point of view, or at least have enjoyed listening to it.

Ms. Ben-Maimon, we look forward to hearing your testimony. I
think this is the first time you have appeared before our commit-
tee, so we are happy to welcome you here and we look forward to
hearing what you have to say.

STATEMENT OF CAROLE S. GOLDFINE BEN-MAIMON, M.D.

Dr. BEN-MAIMON. Thank you. Good morning, and thank you for
inviting me to testify before the Senate Judiciary Committee. My
name is Carole Goldfine Ben-Maimon and I am a physician board-
certified in internal medicine who has worked in research and de-
velopment in the pharmaceutical industry since 1991.

Currently, I am Senior Vice President for Research and Develop-
ment at Teva Pharmaceuticals. Teva is a manufacturer of both
pharmaceutical products and raw materials, with facilities in New
Jersey, Pennsylvania, and Missouri. Teva is a member of the Ge-
neric Pharmaceutical Industry Association and the National Phar-
maceutical Alliance, and my testimony today is on behalf of both
of those trade organizations. In my current position, I have been
responsible for obtaining the approval of a multitude of generic
drug products, as well as working with the FDA to obtain approval
for several novel and new orphan drug products.

I would like now to focus on the legislation at hand. Hatch-Wax-
man is a law that was carefully and thoughtfully drafted to strike
a balance between the brand industry and the generic industry,
and to serve the public interest. The generic industry is dependent
on the brand industry for its lifeblood. It is only through the brand
industry’s continued research and development that new products
ultimately become available for the generic industry to develop and
market.

It would be naive to believe that the risks involved in drug devel-
opment would be incurred without the anticipation of significant fi-
nancial reward. Thus, we understand the need to protect intellec-
tual property rights and the importance of incentives to stimulate
the costly research and development for new drugs. We emphati-
cally support the protection of these rights. The question now is
only when does the patient deserve access to lower-cost generics.

S. 1172 is a bill that proposes extending the patents on several
branded pharmaceutical products, the most notable of which is
Claritin, Schering-Plough’s multibillion-dollar drug for allergy suf-
ferers. I would ask that today we take a different look at this and
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look at the alternative. In our view, allowing Schering’s Claritin
patent to expire would accomplish exactly what Congress intended
when they passed the Hatch-Waxman Act.

First, Hatch-Waxman has already provided the incentive to con-
tinue the development of Claritin and ultimately bring the product
to market. Second, American consumers will finally have access to
more affordable generic versions of the drug. And, third, and most
importantly, letting patents expire stimulates and encourages the
development of new, improved and novel approaches to disease. Al-
lowing the brand industry to rely on profits from an aging product
line is not only inconsistent with the intent of Hatch-Waxman, but
undermines the incentives to seek needed advancements in the
treatment of disease.

S. 1172 accurately, although inadequately, acknowledges some of
the widely debated issues surrounding the 180-day generic exclu-
sivity. One of the mechanisms by which the brand industry has de-
layed marketing of generic drug products is by abusing the listing
of patents in the Orange Book. FDA has taken the position that
they do not have the expertise to oversee the listing of these pat-
ents and has accepted for listing in the Orange Book any patent.
This has resulted in a situation where inappropriate patent listings
have become a major obstacle to the lawful market entry of com-
petitive generic drug products. It is clear to us that as a matter of
both law and policy, only patents on drug-active ingredients should
be listed. FDA initially agreed with that approach and documented
it in a letter to industry in 1984. Today, however, FDA lists any
patent.

S. 1172 in its current form creates additional inequities. Generic
drug applications for these seven products, already at FDA, were
forced to certify to all listed patents. If S. 1172 is passed in its cur-
rent form, applications being submitted in the future will not be re-
quired to certify to all the same patents. In order to create a level
playing field, filing requirements for products which generic appli-
cations containing paragraph IV certifications are already on file at
FDA should remain unchanged, while innovators should be re-
quired to remove irrelevant patents from the Orange Book for all
other products.

Finally, the extension of patents for pharmaceutical products
must be considered in light of the impact on patients who will now
be required to pay more for prescription drugs and, as importantly,
who may now have to wait longer for new and improved drugs as
the lack of incentive for their development may delay their market
entry. Requests for patent extensions must be considered in an
open forum in which knowledgeable parties can adequately and
fairly debate the issue.

In summary, as a physician and a representative of the generic
industry, I implore you to consider the implications of approving S.
1172. This bill does not achieve anything other than an extension
of several long-running monopolies at the expense of the patients
who suffer from the diseases these products treat. I hope that if,
prior to my testimony, Congress believes that a balance had been
struck, I have convinced you to the contrary.

The CHAIRMAN. Thank you, Ms. Ben-Maimon.

[The prepared statement of Dr. Ben-Maimon follows:]
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PREPARED STATEMENT OF CAROLE S. GOLDFINE BEN-MAIMON

Good morning. Thank you for inviting me to appear before the Senate Judiciary
Committee today and for giving me the opportunity to share with you the generic
pharmaceutical perspective on S. 1172. Before I begin to address the specific legisla-
tion at hand, I would like to take a moment to tell you a little about my background.
My name is Carole Goldfine Ben-Maimon and I am a physician, board certified in
Internal Medicine, who has worked in research and development in the pharma-
ceutical industry since 1991. Currently, I am Senior Vice President for Research and
Development and Scientific Affairs at Teva Pharmaceuticals, Inc. Teva is a manu-
facturer of both pharmaceutical products and raw materials with facilities in Penn-
sylvania, New Jersey and Missouri. Teva is a member of the Generic Pharma-
ceutical Industry Association and the National Pharmaceutical Alliance and my tes-
timony today is on behalf of both trade organizations.

My responsibilities at Teva have included the development of both brand name
drug products and generic drug products. As Senior Vice President of Research and
Development, I manage the entire development process for our pharmaceutical prod-
ucts. This has included obtaining the approval of a multitude of generic products
as well as working with the FDA to obtain approval for several new and novel or-
phan drug products, specifically a product called Copaxone for the treatment of Mul-
tiple Sclerosis and a product called Galzin for the treatment of a very rare and ter-
minal disease, Wilson’s Disease. I make this point because it is important and rel-
evant to understand that many generic manufacturers, such as Teva, are engaged
in the development and innovation of new medicines in addition to the development
of more affordable generic medicines.

My work in research and development for the pharmaceutical industry has al-
lowed me to participate in some of the most exciting research occurring today. As
a physician committed to advancing the health care profession’s ability to signifi-
cantly impact disease, there is nothing more rewarding than providing quality phar-
maceutical products to the patients who need them. With this as my background
and interest, I hope my testimony will provide the committee with a somewhat
unique view on the issues presented in S. 1172.

When one talks about the pharmaceutical industry, one must keep in mind that
decisions made relating to drug development have a direct impact on a very large
and vulnerable subset of consumers; those who are ill, those who are looking to
pharmaceuticals sometimes to save their lives and almost always to improve the
way they feel and thus their quality of life. As we all know, these necessary phar-
maceuticals can be very costly, all too often forcing a patient to choose between
spending their limited income on the drug or some other essential or desired com-
modity. We all also know that senior citizens are often the ones forced to make
these unfortunate choices.

With this in mind, in 1984 Congress tackled the task of balancing the public need
for cost-competitive generic drug products while providing incentives to encourage
innovation and creativity by the brand industry. The result was passage of the land-
mark Hatch-Waxman Act. The Act was carefully and thoughtfully drafted to strike
a balance between the brand industry and the generic industry and to serve the
public interest. The generic industry relies on the brand industry for i