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"FLOOR REMARKS AND TEXT OF S 255 AS AMENDED"

PATEN’I‘ TERM RESTORATION ACT l :

OF 1981

The PRESIDING OFFICER. The cIerk
will state the bill by title.

The assistant legrslatwe clerk read as
follows:

A bill (5.255) to amend the patent law to
restore the term of the patent grant for the
peticd of time that nonpatent regulatoery
requirements prevent the marketing of a
patented praduct. )

The Senate proceeded to consider the

bill..

Mr. ROBERT C. BYRD addressed the
*-Cha:r -

“The PRESIDING OFFICER. May we
© have order in the Chamber, please?
* The Senator from West Virginia is
recognized.

Mr. ROBERT C. BYRD. Mr, President,

- T helieve Mr. HerLIN has an amendment.
S i AMENDMENT NO. 218

“Mr, HEFLIN, Mr., President, T send an .-

" amendment to the desk and ask for its
immediate consideration. It is in the
+ nature of a technical amendment which
would correct an unintended but none-

- theless egregious injustice which would
- result  under - our “current regulatory

© framework. It ‘applies to & small class of

discoveries that have gone through the-.
noimal regulatory review process and:
secured. approval, but-then have had -

their marketing stayed by administra-

" tive act by the regulatory agency. My
amendment provides that if such a stay.

"is removed and marketing permitteqd, the
patent life will be extended by the pericd
of that stay.-

The PRESIDI‘NG ‘OFFICER. The

. amendment will be stated, -

The assnstant Ieglslatave clerk read as
follows:

. The Senator from Ale.bama. {Mr, Hmm).

proposes &n unprinted amendment nunm-

bered 218,

Mr. HEFLIN. Mr. President, I ask |

unanimous consent that further reading
of the amendment be dispensed with, .
The PRESIDING OFFICER., Wlthout.
objection, it is so ordered, L
The amendment is as follows:

A% the bottom of page 8 (at the end of the |

. bil}): change the perlod to a comma strike

_the guotation mark, snd add the following:
© exeept that for products approved and for
which a stay of regitlation granting approval
pursuant to Section 409 of the Federal Food,

Drug and Cosmetic Act was In effect &s of -

January 1, 1981, the perlod of such patent
extensions shall be teasured fromn the date

- such stay was Imposed until such proceed-.

Ings are fnally resolved and commerclal
marketing permitted provided the fling re-
quired by {b) (1} Is made within 90 days of
the tertmination of the regulatory review
-perlod or the effective date of this sectfon
whichever is later.”

The PRESIDING OFFICER. The
question is on agreemg to the amend-
ment,, -

" Tha amendment {Up No 218 was
agreed to.

Mr. HEFLIN, Mr, President, I move
to reconsider the voie by which the
amendment was agreed to.

Mr. HUDDILESTON. Mr. President, 1
move to lay that motion on the table,

The motion to lay on the table was
-agreed to.

pleased to join today with the distin-~

" guished Senator from Maryland (Mr.

Matnras) in supporting this legislation

to amend the patent laws fo restore the |

term of the patendt that is taken up by

nonpatent regulatory requirements.
Tt has become obvious that in recent

years America’s Innovative capacity bas

been reduced substantially. In addition

to backlogs in the patent application and
reexamination system itself, {s the added
burden of regulatory requirements unre-
lated to the patent-seeking process. An
increasing number of laws have been

-passed by the Congress to insure that

new products are safe for the public to
use, Unfortunately, the time required for
this testing runs against the 17-year life
of a patent. These tests are often unre-
lated to the patent, but have the effect
of limiting the time avarlable to market

- the product.

- This legislation, Mr. President simply
restores to the life of a patent that
amount of time required by Government

- testing of a new product. It in no way
restricts the ability of the Government

to test the safety of the product, it only

‘gives to the patent holder the 17-year -

life of the patent in which to market the
product once declared sa.fe by the Gov-
ernment.

Mr. President, this legislation is ex-
tremely important to America’s capacity
to keep pace with the development of
iechnology warldwide Y urge its adop-

ion, -

My, PERCY. Mr. President as an en-
thusibistie cosponsor of 8. 255, the Patent
Term Restoration Act, I am delighted
that it has moved expeditiously thirough
the Judiciary Commiitee and has now
reached the floor for consideration. It is

" a sorely needed bill and one that is abso-
-lutely vital both as anincentive and a
. reward for increased innovation, -

For over-6 years I have been working
closely with many of my Senate col«
leagues on comprehensive regulatory re-
form proposals. I am constantly remind-

‘ed of the complex regulatory masze thaj

has developed over the years through
which husiness has been expected to find
its way. It becarhe apparent to me & very
long time ago that we have succeeded
oniy in stifling innovation, creativity,
flexibility, and productivity, Other na-
tions have surpassed us.

In our effort to eliminate wasteful and
unnecessary regulatory burdens, we have
had g few victories—airline, railroad and
financial deregulation, to name three of

. them. 8, 255 is another victory. With-

out altering our commitment {o the pub-
He to make sure that new broducts are

.safe for their use, we protect the inventor

from having his patent life eaten away

by the necessary, hut often lengthy, reg-

ulatory review procedure,

The Patent Term Restoration Act re-
stores to the inventor, up to & maximum
of 7 years, thé time lost on patent life
during the regulatory review/testing pe-
ried. If the product does not pass review,
no restoration would be granted. Fur-
ther, sueh restoration would apply enly
to the specific purpose or vise involved in
the regulatory approval and not to the
entire range of products that might re-
sult from the original patent.

Mr. THURMOND, Mr. President, T am' '

It now costs an average of $70 million
for a company to develop a new drugz.
Naturally, they have less incentive for
this kind of investment when their pe~
riod of exclusive ownership of the drug
1s eaten away by the necessary, but often
lengthy, regulatory proceedings.

As the Judiciary Committee reporl'. so
aptly states:

There Is no valid reason for & better mouse~
trap to recelve 17 years of patent protection
and a life-saving drug less than ten years.

I wholeheartedly agree. I support this
legislation and look forward to its early
consideration in the House of Represent-
atives. I would like fo commend the Sen.
ator from Maryland (Mr. Matxaias) for
his distinguished leadership on this
measure and I ask my colleagues to join

.us in support of. this very important

piece of legislation. .=~

Mr, President, at- thls time, I ask
.unanimous consent that a thoughtful
editoria! appearing in the Chicago Trib-
une of May. 1, 1881, in support of this
legisiation, be printed in the RECCRD.

There being no objection, the editorial
was ordered to be printed m the REcorp,
asfollows; . . .» )

WMERE THE P.q-mm' L.llws Dor’t WoRK

Patents are intended to give investors and
creators of & new product 17 yeara of ex-
chusivity to reap g return on their investment
and make a profit from thelr discovery befora
it can be copled freely by others. Buf for
developers of new medleal drugs, it hasn't
been working out that way.

Today, the process of getting a new medl-
catlon approved by the Food and Drug Ad-
ministration (FDA) has become s0 compley
that, on the aversge, almost half of the pat-
ent life of & drug now expires before the
product can be put on the market, In same
ingtances, & manufacturer has only three or
four years left to sell & new medication be-
fore the patent runs cut e.nd lt ean be copled
by competitors.

‘With less chance to earn back their mitlal
investment—it cost an sverage of 580 miilion
to develop a new drug in 1879 compared w0
&6 mililon in 1962—pharmeaceutical compa-
nies are less motivated to invest in research
and drug development and increasingly in-
clined to shift to non-drug products, Drug
companlies introduced an average of 53 new
medications per year between 1959 and 1962,
but only an average of 18 per year between
1977 and 1979,

S0, Congress is censlderlng new !egistation
that would stop the clock from running oh .
the patent Hfe of any product that must be
reviewed " eand approved by & government
agency before 1t can be put on the market,
The bl would add to the remsining life of
the paient the time elapsed between the inl- -
tinl application for classification as an “in-
vestigattonel new drug” and final FDA ap-
proval-—Gp 0 & maximum of seven years. 1f
passed, the hew law would also help com-
panles developing new chemlcal products,
although government approval time is not

-guite as lengthy for these substances.

Some objections have been reised to the
proposed legislation Tbecause It would
lengthen the time until a drug could he
copled by thé developer's competltors and -
marketed s a generic product, presumably
at a lower price. But In the long run, we all
stand to benefit much more !rom the dis-
covery and availability of new medications.
It Is far less expensive 1o treat patients with
drugs than with surgery or long hospitaliza-
tion, which may be the only siternatives.
And one of the maost effectlve ways to cut
heaith care costs is to develop new medica-
tions. Enormous savings, for examnple, could
be made if we hed more effective drugs for
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heart discase, cancer, genetic disorders, res-
piratory diseases, and a.long list of other
anilments for which better treatment iz ur-
gently needed.
On the average, sclentists now screen more
. than 10,000 possibliities for every one new
medication that is eventually approved by
the FDA and put on the market. The pro-
posed legislation would provide some induce-
ment to pharmaceutical companles to con-

tinue risking their time and money on such

long shots.

The PRE&I‘DING OFFICER The b111 )

is open to further amendment, If there
e no further amendment to be proposed,
the question is on the engrossment and
third reading of the bill.

The bill was ordered to be engrossed
for a third reading and was read the
third time.

‘The PRESIDING OFFICER. The hilt
having been read the third tnne. tne
guestion is, Shall it pass? - ”

So the bill (8. 255), as amendecf was
pa_sed as follows; -

B. 255

Be it enacted by the Senate and House of

Representatives of the Unifed States of
America in Congress assembied, That this

. Act may be cited as the “Patent Term Resto-
ration Act of 1981”.

Sec, 2, Title 35 of the United States Code,
entitied “Patents” Is amended by adding the
following new section 1mmediately after sec-
tion 154:

“§ 165. Restoration of patent term

“(2) (1} Except as provided In paragraph.

(2}, the term of & patent which encompasses
within its scope & product, or a method for
using A product, subject to a regulatory re-
view period shall be extended by the amount
of time equal to the regulatory review pe-
riod for such preduct or method H—

“(A} the owmer of record of the patent
gives notlce to the Commission in compl-
ance with the provisions of subsection (b)

(1): :
“{B) the product or method has been sub-
jected to & regulatory review period pur-
suant to statute or regulation prior to its
commercial marketing or ues; and
“({Q} the patent te be extended has not
expired prlor to notice to the CDmmis'sloner
under subsection (b){1).
The rights derived from any claim or cmims
of any patent so extended shall be limited in
scope during the perlod of any extension to
the product or method subject to the regu-
latory review perfod and to the statutory use
- for which regulatory review was reguired.
: "{2) In'no event ghall the term of any

_patent he extended for more than seven

yEOrs.

“{b) (1) Within ninety days afier termi-
nation of a regulatory review peariod, the
owner of record of the patent shall notify

the Commissloner under oath that the regu~ -

Iatory review period has ended. Such noti-
fleation shall be in writing and shall:

“{A) ldentify the Federal statute or reg-
ulation under which rcgulatory review oc-
curred;
© “(B) stats the dstes on which the reg-ula.-
tory review perlod commenced end ended;

“(C) identify the product and the statu-
tory use for which regulatory review was
required;

“{D) state that the reuu!atory review re-
ferred to in subsection (a) (1) (B) has been
satisfied; and

*(R) identify the claim or clalms of the
patent to which the extension is applicable
and the length of time of the regulatory re-
view period for which the term of such pat-’
ent is to be extended. .

CTEXT.

{2} Tpon recelpt of the notice requlred
by paragraph (1), the Commisstoner shall
promptly -(A) publish the informstion no-

.- ticeg in the Official Gazette of the Patent

and Trademark Office, and (B) issue to the
owner of record of the patent s certificate
of extension, under seal, stating the fact

_and length of the extenston and identifying

the product and the statutory use end the

clatm or clalms to which such extenslon 13-

applicable. Such certifente shall be recorded

- -in_the official flls of each patent extended .
-pnd -such certificate shall be canslderecl [:1:]

part of the original patent,

“{¢) As used In this section: |

“{1) The term “product or a method for
using & product’ means any machine, manu-~

facture, compositinn of matter or any spe-

cifiec method of use thereof for which United
States Letters Patent can be granted and

“lncludes the following or any speclﬂc method
- of use thereof: :

*“(A) any new drug, antiblotle drug, new
animal drug, device, food additive, or color
sdditive subject to regutation under the Fed-
erat Food, Drug, and Cosmetic Act;

“{B) any human or veterlnary blologleal

© product subject to regulation under section

351 of the Public Health Service Act or un-
der the virus, serum, toxin, and analogous
products provisions of the Act of Congress
of March 4, 1013;

“{C) sny pesticide sublect to regulation
under the Federal Insecticide, Fungi-
cide, and Rodenticlde Act; and

#{D) any chemical substance or mixture’

subject to regulation under the Toxle Sub-
stances Control Act. !

*(2) The term ‘major health or environ-

mental effects test’ means an experiment to
determine or evaluate health or environ-
mental ‘effects which requires at least six

months to conduet, not including any perlod .

for analysis or concluslons.
“(3) The term ‘statutory use' means all

. uses regulated under the statutes 1dentified
in sections (c){(4)(A)—-(D) for which reg-

ulatory review occurred for the product in-
volved.

“(4) The term ‘regulatory revlew period’

means—
© “(A) with respect to a food additlve, color

rdditive, new animal drug, veterinary blolo-
gleal product, device, new drug, antiblotie
drug, or human biological product, & period
commenecing on the earliest of the date the

-patentee, his assignee, or his licensee (i) in-

itiated & major health or ehvironmental

-effects test on such produel or a method for
“using such produet, (1) clalms an exemption
" for investigation or requests authorlty to pre-

pare an experimental product wlth respect
to such product or & method for using such
product under the Federal Food, Drug, and

. Cosmetic Act, the Public Health Service Act,

or the Act of Congress of March 4, 1913, or
(i1} submits an application. or petition with
respect to such product or a rmethod for us-
ing such product under such statutes, and
ending on the date such application or petl-
tlon with resvect to such product or a method
for using such product 1s approved of
licensed under such statutes or, if objections
are flled to such approval or Heense, ending
on the date such ohlections are résolved and
commercial marketing is permitted or, if

commerclal marketing is Initially permitted .

engd later revoked pending further proceed-
ings g8 & resuit of such objections, ending
on the date such proceedings are finally re-

golved and commerclal marketing is permit< -

ted;

“{8) with respect o 8 pestlc!de. a period
commencing on the earllest of the date the
patentee, his assighee, or his licensee (H) in-

itiates » major health or environmental .

effects test on such pestlclde, the data from

which 1s submitted In g request for reglstra-
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tlon of such pesifclde under gection 3 of
the ¥Yederal Tnsecticlde, Funglclde, and
Rodenticlde Act, {I1) reqguests the grant of

‘an experimental use permlt under section &

of such Act, or (i) submits an application
for registration of such pesticlde pursuant

_to section 3 of such Act, and ending on the
" date such nesticlde s first reglatered efther

conditionelly. or fully;

() with respect to a ¢chemical substance
or mixture for which notlfication ls required
under section 5(s) of the Toxlc Substances
Control Act—

“{i) which is subject‘. to 8 rule reguiring
testing under section 4({a) of such Act, &

‘period commencing on the date of the
- patentee, hls assignee, or his llcensee has

tnitiated the testing required in such rule

‘and ending on the explration of the pre-

manufacture notification perlod for such
chemical substance or mixture, or if an or-
der or injunction s jssued under section
5(e} or 5(f) of such Act, the date on which
such order or Injunction is dissolved or set

. aslde;

(i) which is not subjlect to a testlng rule
under section 4 of such Act, a period com-
mencing on the earlier of the date the
patentee, his asslgnee, or his licenses—

“{I) submits a premanufacture notice, or

*{II} Initlates a major health or environ-
mental effects test on sueh substance,  the
data from which is Included in the pre-
manuiacture notice for such subatance,

- and ending on the expiration of the pre-
-manufacture notification perlog for such
. substance or 1f an order or Injunction is
" issued under section 5(e) or B(f) of such

Act, the date on which such order or such
injunction is dissoived or set aslde;

(D) with respect to any other product or
method Of using & product that has been
subjlected to Federal premarketing regula-
tory review, & perlod commencing on the
date when the patentee, his assignee, or his
lcensee initiates actions pursuant to a Fed-
eral statute or regulation to obtaln stuch re-

view prior to the iniltial commercial market-

ing In interstate commerce of such product
and ending on the date when such review
is completed, ©

except that the regulatory rev!ew period
shall not be deemed to have commenced un-~ -

‘til a patent has been granted for the prod-

uct or the methotl of use of such product

 subject to the regulatory review peried. In
“the event the regulatory review perlod has

commenced prior to the effective date of this
seqtion, then the perlod of patent extension
for such product or & method of using such
product shall be measured from the effective
date of this section, except that for products
approved and for which e stay of regulation

" granting approval pursuant to sectlon 405

of the Federal ¥Food, Drug and Cosmetic Act
was In effect as of January 1, 1931, the period
of such patent extenslons shall be measured
from the date such stay was Imposed until
such proceedings are finally resolved and -

“eommerelal marketing permitted provided

the filing required by section (b) (1) is rnede
within ninety days of the terminstion of the
regulatory review period or the efiective date

of this e.ection whichever ls later ",

Mr, BAKER Mr Presxdent I move to
reconsider the vote by which the bill was
paSSe{i

M'r HUDDLESTON. Mr. President, I
move to lav that motion on the table.

The motion to lay on the table was
agz eed to.
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