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S.806 The Clerk read the Senate amend- being the first European settlement in

Be it enacted by the Senate and Howe of ment to the House amendment, as fol- sitUppe
r uated oath th

e America .
boundary between

Representatives of the United States of lows :
America in Congress ¢sscmb ied That (a) Strike out l ines i to 5 , of th e H o use e n- Maine and New Brunswick, Canada'

notwithstanding any other provision of law, grossed amendment . Both countries have held the island in

the Secretary of the interior shall reim- The SPEAKER pro tempore . Is high esteem, and Co ngress recognized

burse the Okefenoke Rural Electric Mem- there objection to the request of the its proud traditions in 1949 when 8t.
bership Corporation for the cost incurr e dby Croix was established as a national'
such c orporation In ins talling tr ans mission gentleman from Ohio ?

. monumen t .
lines, transformers, and electric meters ❑ 114 0 In recent years, the United States
which s e rve the administrat ive nee ds o f th e
Federal Government within Cumberland Mr . McCAIN. Reserving the right to an d Canada have worked together i n

Island National Seashore in the state of object, Mr . Speaker , will the gentle- support of an island whose traditions

Georgia. Na such pay ment shall be made man explain the Senate amendment? are a source of inspiration for both
unless- Mr. SEIBERLING. Mr. Speaker, will countries. A memorandum of under-

(1) the Corporation has entered into a the gentleman yield? standing signed by the two nations
written agreement with the Secretary which Mr. McCAIN . Yes; I will be glad to cites the dual-historic va lue of St .
provides for-

(A) the continued adequate provision of yield to my co
lleague, the gentleman Croix . Other improvements and the

electrical service by the Corporation at rea- from Ohio
. construction of permanent shelters on

sonable rates to satisfy the administrative Mr . SEIBERLING . Mr. Speaker, both shores will help to preserve the

needs of the seashore, as determined by the Senate Joint Resolution 25 would re- island's significance for years to come.

Secretary, and des igna te the St. Cro ix Island Nation- AS an established national monu-

CB> the prompt r ep ayment of the Secre- al Monument as the St. Croix Island ment and as a unit of the National
tary of any amounts paid by the Secretary international Historic Site. Park System, no part of this resolu-
under this Act, Plus interest, in the event of St . Croix Island is located on the tion affects the status o f the island.
the Corp oration's future failure to provide boundary between Maine and New Redesignating S t. Croix as an Interna-
eieetrlcal service under terms Provided pur-
suant to parasranh (A); and Brunswick, Canada. tional historic site is a simple but 3m-

(z) the secretary has performed an audit A companion bill (H.J. Res. 106 ) was portant step we can take to better
maintain a common historical bond .

of the Corporation's records to determine gentlewoman January
from z Maine by[Ms .

the amount appropriately due the Corpora- jr . Speaker , I look forward to the

tion under the terms of this Act , which SNOtvE7 . redesignation of St. Croix as an inter-

amount so determined by the Secretary Mr. Speaker, St. Croix I s land was national historic site.*

shall c onstitute the maximum amount to be sett led in 1604 by a group of 1 5 0 Mr . MeCAIN . Mr. Speaker, I with-
paid. French settlers who later resettled to draw my reservation of ob jection.
The amount so determined by the Secretary a more habitable site across the Bay of The SPEAKER p ro tempore . Is
shall be reduced by an amount equal to th e Fundy at Port Royal . there objection to the request of the
sum of all reimbursement for such facili ties I

n recognition of the importance of gentleman from Ohio?
paid to the Corporation by any governmen- the site to the history o f both Canada There was no ob jection.
tal or nongovernmental source befor e the
date on wh ich payment is made by the Sec- and the United States, Congress au- A motion to reconsider was laid on

retary under this Act. thorized the St. Croix Island National the table.

(b) There Is authorized to be appropriated Monument in 1949 . More recently , in

to carry out the p rovislons of subsection (a) 1981 , Canada and the United S tates

not more than $338,000 . dedicated an interpretive structure on GENERAL LEAVE

The Senate bill was ordered to be St . Croix island at Red Beach, ME, Mr. SEIBERLING. Mr . Speaker, I

read a th ird time, was read the third and a sim ilar structure wi ll be built by ask unanimous consent that all Mem-
time, and passed, and a mot ion to re- New Brunswick on the opposite shore . bers may have 5 legislative days in
consider was laid on the table. In addition, Canadian and U.S. offi- which to extend their remarks on the

cials have signed a memorandum of legislation just considered and adopt-
understanding citing the historic sig- ed .
nificance of this i s land to bo th na • The SPF.auw. a. pro tempore . Is

Mr. SEIBERLING . Mr. Speaker, I tions. t here objection to the request of the

ask unan imous consent that all Mem- Senate Joint Resolution 25 would gentleman from Ohi o ?
bers may have 5 legislative days in recogn ize the truly international sig- There was no objection.
which to revise and extend their re- nificance o f St. Croix Island by redes-

marks on the Senate bill just wn s id- ignating the area as the St. Croix

ered and pa ssed. Island international H istoric Site. DRUG PRICE COMPETITION AND

The SPEAKER pr o tempore . Is Mr. Speaker , I urge passage of this PATENT TERM RESTORATION

there objection to the request of the bill. ACT OF 1984

gentleman from Ohio? Mr. McCAIN. Mr . Speaker, I thank The SPEAKER pro temPore . Purs
a his work onThere was no objection

. thjs gbeinllt. wotld also
folir

to express ant to House Resolution 569 and rul
e the House

our appreciation to our colleague, the Ie Committee ofet e Who le House
THE SAINT CROIX ISLAND gentlewoman from Maine LMB . on the State of the Union for the fur-

INT'ERNATIONAL HISTORIC SITE gpo~], ther consideration of the bill, H.R.

Mr. SEIBERLING . M r . Speaker, I • Ms. SNOWE . Mr. Speaker, I rise in
3605 .

ask unanimous consent to take from support of Senate Joint Resolution 25 ,

the Speaker's table the Senate jo int legislation which redesignates the St . ❑ 1142

resolution (S.J. Res. 25) redesignating Croix Island National Monument in COMMITTEE OF THE WHOLE
the Saint Croix Island National Monu- the State of Ma ine a s an international IN THE c o

ment in the State in Maine as the historic site. It is a fitting honor for Accordingly the House resolved

"Saint Croix Island International His- the famous island of St. Croix that itself into the Committee of the

torlc Site," with a Senate amendment the House is acting to pass legislation Whole House on the State of the

to the House amendment thereto, and making this designation offici al . Union for the further consideration o
f thebill t concurughtsasettle se to hthe eal Food, Drug~ and Co me ichAc te

The C lerk S read ethee ~jdmen~tf the Plain firs 1
t 604bw

Senate Joint resolution. island , St. Croix has set itself apart by authorize an abbreviated new drug ap'
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date upon which the approval of an appiica- di l igence and commitment to making and effectiveness data and informa-
tion under subsection (j) which refers to more low-cost generic drugs available tion submitted in a new drug applies-such drug coul d b e made effective i f s uch an for our citizens, a number of changes tion, no change is made in tha t sectionha d been s ubmitted

, (m) For purposes of this section, to the bill were agreed upon b y the bythe brand name and this amendment. With the excep-
term 'patent' means a Patent issued by the generic drug indus- tion of subsection (1)(5), the provisionPatent and Tra demark Office of th e D e- tries and subsequently passed by the in se c t ion 104 statutorily codifies thepartment of Commerce.". Senate on August 10

. current FDA regulation pertaining toSec . 105 . (a) The Secretary of Health and With technical and mi n
or rnodifica- disclosure of this type of information .Human Services shall promugate, in accord- tio ns, this amendment adds those

FDA' s once with the notice and comment require- changes to the bill before us. Let me A's current approach to release o f
ments of section 553 of title 5, United States desc ribe the changes. the data and to its policies regardi ng
Code, such regulations as may be necessary First, the amend

ment provides a 5- t
he extraordinary circumstances whenf or the admini stration of section 505 of the the data would not be released are ex-for Food, Drug, and Cosmetic Act, as year period of exclusive market life for

amended by section lol, 102, and 103 of this drugs approved for t he first time after plained in the preamble to FDA's
Ac t, within one year of th e date of enact- enactment of the legis lation. This pro- Freedom of Information Act regula-
ment of this Act . vision will give the drug industry the tions-39 Federal Register 44602-4464 2( b) Duri ng th e period beg inning six ty days incentives needed to develop new (December 2 4 , 1974). Section 104after the da te of the enactment of th is Ac t chemical entities whose therapeutic adopts t his same approach.and ending on the date regulations promul- usefulness is discovered

late when These changes to H.R. 3605 do notgated under subsection (a) take effect, ab- little or no patent life remains
. upset the fundamental balance of thebrevlated new drug applications may be sub-

mitted in accordance with the provisions of Generic drugmakers that wished to bill that assures consumers of more
section 314 . 2 of title 21 of the Code of Fed- challenge the validity of any patent low-cost generic drugs when a valid
eral Regulations and shall be considered as life remaining on such drugs would Patent expires and the drug industry
sui table for any drug which has been ap- not be barred from doing so. Such of sufficient incentive to develop inno -proved for safety and effectiveness under patent litigation could commence at vative pharmaceutical therapies. Isect ion 505(c) of the Fede ral Food, Drug, the expiration of the fourth year of 11k' ge my colleagues to support theand Cosmetic Act before the date of the en- the period and the generic drugmaker amendment .acC.~ient of this Act. If any such p r ov ision i

s could begin marketing after a favor-
tion with the requirements of sec- able court decision or 71/. ❑ 1 1 5 0tion 305 (j) of the Federal Food, Drug, and years afte

r Cosmetic Act, the Secretary shall consider approval of the brand name drug, Mr. MAD IGAN. Mr . Chairman, Ithe application under the applicable re- whichever occurs first . rise in strong sup port of the amend-quirements of such section. The Secretary Second, the 10-year period of exclu- ment offered by the gentleman fromof Health and Human Services may not ap- sive market life for drugs approved be- Cal ifornia, which takes care of one ofprove such an abbrev iated new drug applica- tween 1982 and the date of enactment the two administration oblections totionwhich Is filed for a drug which is d e-
scribed in of the bill is supplemented by afford- sections 505cc)C3)( D> and this bill . I understand that their505c)>(4 )cD> of the Federal Food, Drug, and ing a 2-year period of exclusive market sec ond objection will be addressed inCosmetic Act except in accordance with life to drugs which are not new chemi- an amend ment to be offered later bysuch section. ca l entities app roved during that same the gentleman from California.Sac. 106. Section 2201 of title 28, United period. The amendment now under consid-insert
beore In a c ase~"~and by dd ing athe end

Third, a 3 -year period of exclusive eration adopts the compromise propos -
the following,. market life is afforded to nonnew als agreed to by Senator Herca and°( b ) For limitations on actions brought chemical entities approved after enact- the ch ief execu tive officers of the do -with respect to drug patents see section 505 men t of the bill which have undergone mestic drug companies that previouslyof th e Federal Food, Drug, and Cosmetic new clinical studies essential to FDA were not suppor ting this bill . TheseAct .". approval. This provision will encour- changes are fair and reasonable ; theyMr. WAXMAN ( during the read ing), age drugmakers to obtain FDA ap- do not alter the basic thrust of H.R.Mr- Chairman, I ask unanimous con- proval for signi ficant therapeutic uses 3605, and they do bring the bill in linesent that the amendment be consid- of previously approved drugs

. with the Senate-passed bill, so thatered as read and printed in the Fourth, the period during wh ich a th is important measure can be quicklyRsconn. generic drugmaker may no t market signed into law.The CI3AIRMAN. Is there objection pending the Judicial resolution of a
I urge my colleagues to support theto the request of the gentleman from challenge to patent validity is expand-

California? ed from the 18 months currently in amendment of the gentleman from
There was no objection . the bill to 30 months . Some of the Cal ifornia [Mr. Wn$Mnxr7 .
W. WAXMAN. Mr. Chairman, this brand name drug companies felt this Mr. xASTENMEIER• Mr. Chair-

amendment makes several changes to change increases the l ikelihood that man , I reluctantly rise in opposition to
title I of the bill to incorporate com- such patent litigation will be conclud- the amendment offered by the gentl e -
promises reached in negotiations be- ed before the generic drugmaker man from California to express strong
tween the brand name drug industry begins marketing. reservations about the amendment.
and the generic drug industry. While Fifth , the bill clarifies the authority The bill before us, H.R . 3605, repre-
the bill before us ha s been endorsed of the Food and Drug Adm i nistration sentr a far from perfect compromise
by an overwhelming majority of the [FDA] to re ject a peti tion filed by a which-on balance-fur thers the
brand name drug companies as well as generic drugmaker for consideration public Interest . This amendment, on
the gene ric drug industry, consumer, of a combination product that differs the other hand, undoes that balance
senior citizen, and labor groups, sever- from the approved product of the and tilts too heavily t oward unwar-
al major drugmakers and the Patent brand name manufacturer, ranted rewards for private economic
and Trademark Office continued to Last, the authority of the FDA to interests. Moreover, the various
have concerns about some provisions disapprove generic copies of brand changes suggested by this amendment
of H. R . 3605. name drugs when the agency is seek- constitute fundame ntally wrong-

During the final week of session ing to remove the brand name drug headed public Policy . The proposedbefore the August break, the chairman from the market due to safety or ef- changes in the bill include four differ-
of the Senate labor and Human Re- fectiveness concerns is clarifie d. ent types of monopoly or exclusivesourcea Committee, Senator Hnxex, While there was some discussion on marketing authority . These changesworke d tirelessly to address these last amending section 104 of the bill deai- do little to further the interests of
remaining concerns . As a result of his ing with the confidentiality of safety consumers, nor do they strengthen our
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