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which has already passed in the House Mr . BAKER . Mr . Pres ident, I move drug discoveries to compensate them

of Rep resentatives, designating this to reconsider the vote by which the for the time spent off- market in Food

ntonth. August 1984 , a s Ostomy joint re solution was passed. and Drug Adm ini stration review . Th
e Awareness Month"; 1 . 5 million people Mr. MATSIINAGA. Mr. President, I generic drug industry gets the ability

have undergone an ostomy due to the move to lay that motion on the table. to bring gener ic copies of off-patent

loss of the norma l function of their The motion to lay on the table was drugs to market as soon as the patent

bowel or bladder . Fortunately, all of agreed to. expires, without the needless rednpll.

these people are able to resume their Mr. BAKER. Mr. President, I ask cation of studies and tests already in
previous li festyles after the surgery. unammous consent that Senate Joint FDA's flies .

The United Ostomy Association has Resolution 330 be Indefinitely post- The public receives the bes t of both

50 , 000 members whom the association Pone d . worlds--cheaper drugs today and
counsels throu gh the trauma of aur- The PRESIDING OFFICER. With- be tter drugs tomorow. The prolifera

- geryand the read justment that is nec - ou t objection, it is so ordered. of new generics for some of
drugs on the marketessary after surgery . Not only does the

association help ostom9tes: but they FEDERAL FOOD, DRUG, AND will save consumers an estimated $ 1

also assslst the families and friends in COSMETIC ACT. AMENDMENT billion or more over the next decade .

geining understanding and support for The added patent life wlll restore to

their friend or family member, Mr. BARER . Aft. President, couldI our domestic drug companies some of
Many well-known people have had inquire next of the m inority leader if the incentive for innovation which has

one of the three types of ostomies, a it is possible for him to clear for action weakened a s Federal premarket ap-
colostomy, an urostom9 or an ileosto- by unanimous consent Calendar Order proval requirements have become

No. 1115 , S. 2926 , the drug bill. more expensive and time- conamy, and have become spokespersons ~. METyENBAIIM. Mr . Pres ident , That incentive will produce both~thefor ostomates . We can do our part too reserving the right to object, and I~yvestment and commitment to re .
by designating this month as "Ostomy shall not object, I wish to address seach and development that will againAwareness month" and thereby pro- myself for one moment to the minori-
moting the education o f the American ty l eader

. place the United States In unques-

population and commending the tioned leadersh ip in the field . And it
Mr. BAKER . Mr. President, I am ad- will generate an increase in thep eople who have had an o stomy and vised now that it may take a few addi- number of important new drug s ,continue to live as they had before the tional moments to get that in shape. among the most vital causes for th issurgery. I urge you to support this Im- I withdraw my request of the minor- century's dramatic increase in theportant resolution. it9 leaden '-- len gth and qualityof life .

The PRESIDING OF 'F'ICER . The Mr. President, I bel ieve now that the Now, those who have been following
joint resolution is op en to amendment . . earlier matter may be cleared. th is b ill know this is a vastly simpli-
If there be no amendment to be pro- yet me renew my inquiry of the mi- fied account of the bill and its effect.
posed, the question is on the engross- nority leader. It is involved and is carefully balance

d ment and the third read ing of the I wish now to go to Calendar No . at a number of points in ways only
joint resolution. 1115 , S. 2926, if the minority leader lawyers could have devised. But it is a

The joint resolution was ordered to can clear that.
be engro ssed for a third reading and Mr . BYRD. Mr . President, the g

ood bill, one which I have heartily

was read the third time. matter has been cleared on th is side, endorsed and promo ted in the Senate.

Mr. BAgER. Mr. President, I ask and there is no objection .
It is backed by a wide range of organi-

unanimous consent that the Pending Mr. BAKER . I thank the minority ~'tions including the Pharmaceutical

measure be laid as ide and the Senate leader
. Manufacturers' Association, the AFL-

measur e
to the consideration of Hou se Mr. Pre s ident, I ask the Chair to lay ~O and numerous individual unions,

Joint Resolution 587, Calendar Order before the Senate Calendar Order No. the American Association of Retired
Persons, and the National Council of

- , S. 2926.No. 1132 . 1115 ,
The PRESIDING OFFICER . The The PRES IDING OFFICER. The Senior Citizens . . . .

Joint resolution will be s tated by title . bill w ill be stated by title. As You are probably also aware, sev-

The assistant legislative clerk read The assistant legislative clerk read eral research-based pharmaceutical

as follows: as follows: companies have felt that the compra
mise embodied . . iin

joint resolution (H .J. Res . 587) designat- A bill (8. 2926) to mend the Federal in S
. 2748 was not ade •

lag the month of August 1984 as "Ostomy Food, DNB, and Cosmetic Act to revise the
quate and have pressed for changes in

Awareness Month" procedures for new drug applications, to the bill. D tiTtng the paSt 3 months I

There being no objection, the Senate amend title 35, United States Co de, to au- have met with many of these compa-
thorise the extention of the patents for cer- nies to discuss their concerns as has

proceeded to the consideration of the tain regulated products, and for other pur- Congressman HENRY WAuaex , the
joint resolution. Poses. . bill's House sponsor, and indeed as

Mr. MATSIJNAGA. Mr. Pres ident, There being no objection, the Senate have many members of my committee.
inasmuch as the language of the Proceeded t o consider the bill . Wh ile I believe S . 2748 enjoys over-
House joint resolution Is exactly the Mr. HATCH. Mr . President, we have whelm ing support in the Senate, it has
same as that of the Senate Joint Reso- befo re us the most important pharma- certainly been my belief that it to pref -
lution 330, I rise in full support of the ceutical legislation to come before erable to accommodate requests fo

r measure and ask for its Immediate pas- Congress in many years. This bill, S. changes which do not disturb balances
sage. - :- 2926, is the final version of S. 2748, essential to the bill.

The PRESIDING, OFFICER . The the Drug Price . Competition and - As the time remaining during this
Joint resolution Is before the Senate Patent Term Restoration Act of 1984. session has decreased, di scussions ove

r and open to amendment. If there be This is a groundbreaking compromise these concerns have Intensified
no amendment to be offered , the L ques- in the public interest. It reconciles the Hoping that I could catalyze a final
tion is on thethird reading and pas- opposing, competitive interests of two agreement among the in terested par-
sage of the Joint resolution. segments of the pharmaceutical Indus- ties , we met Tuesday and Wednesday

The Joint resolution (H.J. Res. 587) try which have often stymied each and conducted many hours of intense
was ordered to athird read ing, was other' s attempts to improve the law. negotiation. We discussed and placed
read the third time, and passed . . The research-based drug indus try ob- on the table issues relating both to the

The preamble was agreed t o. talus an extension of patents for new abbreviated new drug application
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[,4NDA7 and patent po rtions of the sive market life of the Product cannot tere st would be served. Although, a
s bill. exceed 14 years . with any compromise, everyone did

Fur ther negotiations ensued yester- The authority of the Secretary of not ge t every thing that he wanted,
day with Congressman WesMnx, the Health and Human Services to deny a this package represent s a fair balance
House sponsor, in an attempt to devel- petition for filing an ANDA for a prod- of interests .
op a final position which would be sat- uct no t exactly sim ilar to the original I urge my co lleagues to suDDort S.
lsfactor9 to everyone . I am pleased to drug will be expanded to include c a ses 2926 so that we can enact Patent term
report that these nego tiations bore where the p roposed generic is a combi- restoration and ANDA provisions
fruit and that a c omp romise set of nation drug, one of whose active Ingre- without further delay. . ~I
amendments has been incorpora ted dients is different from those of the AMENDMENT
into thi s new bi ll and into the techn i- original combination drug. Th is wil

l calamendment I am proposing today make sure that FDA retains the au- (Purpose: To make certain technical
The bill, S. 2926 , a s amended has thority to prevent drugs from coming changes to the bills)

drawn the support of almost all of the to market without proper tests to es- Mr. gATCFI. Mr. Pre s ident, I now
companies opposing S. 2748 , and has tabl ish the unforeseen interactions send to the desk a technical amend-
been accepted by Congressman that substituted active Ingredients ment to S. 2926 on behalf of mysel

f Gpexmnx and by the admin i stration may have on each other. and the other cosponsors and Senator _
Before continu ing my remarks, let The concern was raised that FDA MerzE rrBAom

, meacknowledge the good offices of might be forced under the b ill to ap• The PRESIDING OFF'ICER. Th
e themany People who assisted in these prove an ANDA , even if FDA had amendment will be s tated

: negotiations, especiallyMr. Joe Wil- started procee d ings to remove the , The legislative clerk read as follows:
Iiams, president of Warner-Lambert original drug from the market but had The Senator from Utah [nar. saxca7 , for
and chairman of the Pharmaceutical not completed the process . Language himself and Mr . Msraa envM, Mr. DaCox-
ManuYacturers Association; Mr . Jack was adopted which would remedy this cuv : . Mrs . xnwxars, nsr. ganamr, tar.
Stafford, chief executive officer of loophole . Den xox, and Mr. Tavnasoxm proposes
American Home Products; Mr. Bill The treatment of animal drugs con- amendment numbered 8707.
Haddad, President of the Generic tained in S. 2748 is de leted in this bill . Mr. HATCH . Mr. President, I ask
Pharmaceutical Industry Association: . T would also like to address a com- unan imous consent that reading of th

e Mr. William Gre if, vice president of ment to one issue which arose dur ing amendment be dispensed with.
Bristol Myers ; and Mr. William Ryan the d iscu ssion of the bill. The Patent The PRESIDING OFFICER. With-
assistant general counsel of Johnson Commissioner has expressed concern out objection, it is so ordered .
& Johnson. Above all, I express my ap- that he is required to verify the con- The amendment is as follows:
preciation for the flexibility and lead- tents of applications for Patent ex ten- Clause (ill) of section 505(j ) ( 4)(D) of th

e ership of Chairman Waxnsnx. We have sion. This was not i ntended , and a Federal Food, Drag, and Cosmetic Act, a s
enjoyed a. close and amicable working wordi ng change in the b ill clari fies adde d b y section 101(a) of the bill, 3s =and-
relationship during the progr ess of that he may rely wholly on the re- ed by sulking ou t ^(or supplement to an ap-
this legislation th rough the Congress. quired information as represented by Plication)" and "(or supplement thereto)" .

The elements of the compromise are: the applicant. and by inserting after "app roved under sub-

There is to be a prospective 5-year Mr . President, the United States section (b)" the following "and which can-

waiting period for filing of ANDA's waits for this bill
. tains reports of new cl inlcal investigations

following approv al by FDA o f . a new Mr . THURMOND. Mr. President, I
(other than moavaiiability studies) spon-
sored by the applicant" .

chemical entity new drug application express my strong endorsement of S . Clause (Iv)of section 605( ,i ) (4)(D) - of the
[NDA7 : For all o£her NDA `s involving - 2926, the Drug Price Competition and Federal Fbod. . Dru g, and Cosmetic Act, as
new clinical tests, there will be a 3 - Patent Term Restoration Act of 1984. adde d by section 101(a) o f the bill, redesig-

year period during which no ANDA Th is imp or tant compromise measure =led as clause (v), and the following new

approval may be made effec tive . This bu il ds upon legislation which was re- clame civ) Is in serted immediately after

protects products whose development ported by the Judiciary Committee clause (ill):

has taken much time and money In and passed by the Senate in the 97th
(iv) if a supplement to an application ap -

FDA testing and review , but wh ich Congress. I was a co sponsor of that
proved u nder subsection (b) includes repor ts
of new clinical Investigations (other than

have little for no patent life le ft when bill and its successors, and I am bloavauabII ity studies) sponsored by the ap-
they are finally allowed on the pleased to Join the distinguished chair- pl7cant and is approved after the date of an-
market. man of the Labor and Human Re- actment of thls . subsection,the Secretar

y Further, the10-year ANDA morata sources Committee, Senator Onnrn may not make th e approval of an applies,
rium for products app roved between HnTCa , in cosponsoring this measure. tion submitted under th i s subsection which

January 1 , 1982 , and the date of enact- Mr. President, patent term restora- refers to the drug for which s uch supple,

ment is supplemented by a similar pro- tion makes eminently good sense and ment was submitted effective before the ex-

vision for 2 for non-new-chemi- i s fair to business and consumers alike. p~tion of three years from the date of the
years approval of the supplement under suUaec-

cel-entity drugs. It encourages Inventiveness by making tion(b).-
The Period of time during which an the patent term a real and useful one. Cl ause (ill) of motion 50 5( c)(3 )(D ) of the

abbreviated new dru g application . is This b ill add s an additional feature re- Federal Food, rnve, and Cosmetic Act, as

not to be made effective, during the lating to approval procedures for added by section 101(b) of the bill, is amend-

Pendency of a patent challenge under drugs coming off patent, which will ed by sulking out °c or supplement to an ep -

the statute, is extended from 18 to . 30 expedite the availability of generic pli'atton>^ and "(or supplement thereto)"

months from the date of submission of drugs. This is a balanced packa
ge and by inserting after "approved under sub-

actio n
EaNDA application containing b3o• which addresses legitimate needs in a $ (b)" the following " and which con-

an reports of new clinical Investigations
equivalency data. This Increases the reasonable IDSnneT. (other than btoavailabNt9 studies) spon-

I, likel3hood that the litigation will be Mr. President, after a long delay, we sored by the applicant".
concluded within the time period - are finally able to bring this important Clause (iv) of section 505(e)( 3)(D) of the
during which ANDA's are not allowed. legislationbefore - the Senate . I want Federal Food . Drug, and Cosmetic Act, a s

Some of the complicated current re- to commend Senator HATCB for his added by section 101(b) of the bill, is redes -

strictions on the nature of patents persistence in this matter. I also want igaated as clause <v), and the following new

which can be extended are removed, to - express my congratulations t o rep
- clause (tv) Is inserted immeatately aft"

claus e
the provision that one patent on resentatives of the various interested ~iv)

(ill);
a~' supplement to an application ap -

proved under subsection, (b) includes reports8 Product , not necessarily the first, groupswho worked together to resolve
can be extended but that total exclu- their differences so thatthe public in- of new cuncisi investigations (other than

~
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