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R N SMALL BUSINESS, NONPROFIT ORGANIZATTON PKI"ENT PROCEDURES ACT

Today -Senator Birch Bayh and I are introducing -the "Small Business; -Nonprofit- (}rganlzatlon
Patent Procedures-Act." This bill will not only remove -an unfortunate bottleneck in the-
flow of technology to the public, it will also underscore the=need-for -the- publu: and
private sectors to work -in partnership on the mamy problems facing this nation:

FEDERAL PATENT POLICY BOTTLES UP TNNOVATIONS

Inventions developed with government support at this country's major mnver51t1¢.s and
research institutes are wasting away on the shelves of bureaucracies all across: govemment.
The present government - policy mandates the government take title to all mvent1on5 it has-.
had a hand in funding. .The policy discourages participation by the private. sector, with °
the end result being-that-the-innovation will never be -brought to the marketplaé:e for use-
by the public.. Inventions that conld make the difference for this nation's most -pressing
problems 10f Jobs mﬂatlon energy, and health are bemg relegated to the scra};:) heap.

Why is the govemnent w111mg to bottle up much of -this- country s most mq)ortan{ technolo-
gical innovations? Rather than acknowledging the need for.the public and private.sectors
to work in partnership on the many problems facing this nation, we maintain p011c1es that
foster an adversary relationship between government and private industry.- I CBJLI -assure-
you that this attitude will pot encourage start-ups of new small businesses, nor will it
enhance economic growth; mnor :mcre%e employment nor trade competitiveness, noEr solve
our energy shortage Lo : ) :

It is time we stop paying. ~1113 service to:the contrlbutmns of.the private sector. Although
patents-may be -but a -small factor-in establishing meaningful private-public coiiaboratlons
it does . provide.an opportunity for the government:and-private segtors to- dlsplay fmatual -
trust and-willingness-to work together .on"common problems.-

To thls end _Sen. Birch Bayh and T are mtroducmg today- the "Small Busmess Nonproflt
OTgELTllZ&thIl Patent -Procedures-Act." The biil:provides to wmiversities, non- proflt .
organizations and-small businesses patent rights_to inventions they have -made afith i
government grant-and-:contractrsupport.  The intent.of the bill:iis:to provide: the incentives.
necessary to unleash-the -creative energies of thé prlvate sector An- tackhng the ~soc1etal
c:haiienges of health energy and urban decay. ' T : \

SUPPRESSION OF TBCHNOLOGY IN HEW © "-” j" e

Nowhere are the problems raised by government patent pohqr moTe catastrophic than in the .
biomedical research programs of the Department of Health, Education and Welfare. At this
moment, people are being condemed to needless sufferlng because of the refusall of HEW
to release the rlghts to. medlcal dev1ces and pharmaceuticals developed with government

support.

For more than a year now, potentially.lifesaving medical technology from the world.‘s most~'-
renowned medical .research -laboratories supported by the National Institutes of Health has
been shut .down. HEW Has decided to pull the plug on development of biomedical ‘research,’
and withhold from the American public potential cures and revolutionary new diagnostic -
techniques for treating such diseases as cancer, arthritis; hepatitis and emphyscma.

In August when 1 raised this issue on the floor of the Senate, I was informed by the general
counsel of HEW, Mr. Peter lebassi, that the delay in the release of the more than 30 cases
was only a mttcr of paperwork. But now ancther month has gone by and still ngthing has
been released by MW, We are not nnmc':ms: m HEW ''an u:""nohla‘wle Tureaucvatic delay',
gt oa calontated oty of Usearch and destroy” vined at dnovatios foor this comtiy's




THE DEMISE OF A LIFESAVING INVENTION S

Let me illustrate the attitude of some-of the zealous bureaucrats in HEW who are! nom
determining the pohcles for this country. Yesterday, 1 was informed by the 1ega1 cmmc;e]
of the Weissman Institute of Israel, one of the world's most prominent medical rezzorss
centers, that the petition for OWDBI‘Shlp Tights submitted by :ts president, Professw
Sella, who is a renowned sclentist in cancer research, had been denied. Under a contract
from NCI for an investigation of carcino-embryonic antigens (CEA) as a dzagnostlc marker
for cancer, Dr. Sella invented a revolutionary new blood test for detecting cancer of the
breast, dngeStl\Ie tract and pancreas. From all indications it appears to be superior

to all presently available procedures, and is especially important for post-operative
follow-up diagnosis and prognosis of these dreaded cancers. Clinical trials of this
marvelous new discovery that were to take place in collaboration wlth a private pharma-
ceutical firm have been cancelled in light of the dec1s10n by HEW. * I fear we will never

know-how.many . 1ives this:invention- would have saved. -

What possibly. could have p:rompted the HEW general counsel to -reach the dec1510n to deny
to Dr. Sella the rights to his own invention? I can only wonder who is served by HEW's
policy? - Certainly not-the taxpayers who.-pay for this country's medical research.  Cer- -
tainly not Dr. Sella who has_devoted so much of his life.to conquering cancer. And
certainly not- the hundreds-of thousands ofus meortmaate enough to. be SI‘.I‘:LC](EI} w1th
cancer -who need-this. tedmelogy to sustam dife.=. : : I

‘Rarely have I witnessed a more mlfort{mate example . of .over= managementrby“the J:ureaucracy.. -
In the -anticipation of a presently nonexistent abuse, or -perhaps out-of-a preoccupation .
with the rising cost of health care, I-IEW is mllmg to shut down- the mnovatlve pmcess

We must not. allow-this_unforhmate. state of affa;:rs to be re_peated.f Leglslatmn of a .
govement ~wide -patent _pollcy s needed,=and- —11: 15 needed-nowsw.._ ,

mmowcnoN ‘OF. PROMINENT INUEN’K)RS- _ o

‘later.we :will thear From severaj:'prominent’ ﬁducators -and scientist's “hoeiknow: First-hand -
about - the-problems-of -government-sponsored-tesearch. - President Hansen=from.Purdue and -
Vice-President-Jonessof MIT administer two-of -the most: prestigions-research-programs=in =
" -. America:= DoctorsDelica; “Fox,=Londom, mllman;:Walser -and.:Goldsteinrepresent:-this. nation's

- medical :research*progrrzms rand- }mcw:i:xow_it ‘is -to “be :cut-down~by=the :HEwwbmeauc:m:)z:.- Fmally,,
George Claypooie,_representmg_-a small—R & D energy flrm,-can -spea]-cio “the' problems “of -
energy’ Tesearch : P o
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WASHINGTON, D.C., SEPTEMBER 13 —-.A wealth of scientific talent at American colleges

“and universities--talent responsible for the development of numerous innovative scientific

breakthroughs'each Year——is'going to waste as a result of bureaucratic red tape and il-

logical governmental reeulatlons Senator BlTCh Bayh (D -Ind.) said today.

Bayh Sald regulatlons coverlng procedures that govern the issuance of patents for
inventions resulting from government-financed research by universities and small busi-
nesses have kept new and potentlally beneficial ideas from belng marketed. : :

To rectlfy thls problem Bayh and Senator Bob Dole (R ~Kan. ) armmounced todav they are
introducing the University and Small Business Patent Procedures Act. The two Senators were
ioined at a Capitol Hill news conference by several representatives of academic and
«ientific research institutions. : :

"Our nation has become a leader in the world of technology, in part, because we have
n:t been-afraid to move on bold, new concepts,' Bayh said. "Often, government-backed
research programs provide the starting point for medical innovations that ultimately save
uicusands of lives, or starts the ball rolllng on pro;ects that in the end result in new
cources of energy o : ;

The Hoos1er Democrat pornted out, however that Amerlca seems to be falllng behind
in the development of new technology._ "This trend '"he said, "strikes at the heart of our
traditional American economic strenqth——our 1nvent1veness and ablllty to adapt to a
changing world "o R L L ,_., _ : ;._ , B

‘Bayh explalned current federal regulatlons have prohlblted un1ver51t1es and,small
tusinesses from obtaining patent rights on inventions 1f any of the research leading to the
1ivention was supported by federal money . : :

"The problem, very 51mply, is the present pollcy fbllowed by most government
agenc1es of retaining patent rights on inventions,” Bayh said. He noted government
cponsored research is often basic rather than applled research. Therefore, many of the
resulting inventions are at a very embryonic stage of development and require substantial -
expenditures before they actually become a product or applled system of benefltito the
~Wjic, e . . . S

"It is not the government s respon51b111ty-—or 1ndeed the r1ght of government—"to.,.
assume the commercialization function,” Bayh pointed out. 'Unless ‘private 1ndustry has the
protection of some exclusive use under patent or license agreements, they cannot-afford
u.z risk of commercialization expenditures. As a result, many new developments resulting
fiom government research are left 1d1e "o "7[3"q7?5155"'":J”"*T'”f : .

Bayh noted that approx1mate1y 28,000 patents are now 51tt1ng on government shelves
ltitold thousands of other developments have not been patented by the govermment) but .

'rttber have gone unused or underutilized simply because no exclusive rlghts could be _ e

Lalned durlng the crltlcal developmental perlod the Senator added

”Although my flrst 1nvolvement in this issue arose Wlth respect to energy researcb
Lth said, '"the most dramatic examples of this failed government policy can be found in
l.e ared of health research. Numerous deyelopments, including cancer-related drugs and
“ocedures Temain at a very early stage of development and wmavailable to the public
watause the govermment has not granted the necessary patent rights for industry|to expend
the sums of moncy needed for further development, leadlng to publlc avallablllty‘

Bayh referred to pioblcms that have plagued the dtvelopment of a now source;of a]toho]
1a-1s by Dr. Ge01pt Tsao at Purdue iversity. The Tsao process--a new method for cor-
©ridng cellulose and cellulestic westes into alcohol for use as a fuel--has begn {undc

by wrants frem the goS. Tooccinent of Inmerey. Yei, withont oxclusive r:?hts_ihci
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would arise from patent protection, no commercial enterprise has been willing to risk

cormorcialization of the Tsao process. Bayh said that although this specific problem after
long delay appears now to be solved by a waiver from DOE, the underlyinp probiem! remzine o
very real fact of life with respect to m: Ay other rcse“rch projects.

“"The bill Senator Dole and I are introducing will allow universities, non-profit
organizations and small businesses t¢ obtain limited patent protection on discoverics
they have made under government-supported rescarch, if they spend additional private
Tesources necessary to bring their discoveries to the public," Bayh said. "Our umiver-
sities and small businesses have a proven capacity to develop the sort of bold, new in-
ventions that our country needs to.maintain its’leadership in:the world economic: community.
This bill provides a careful balanc1ng of the rights of the federal government to use for
itself and the public inventions arising out of research that it helps to support and thc
cqually important rights of the inventor and the people to sce that the 1nvent10ns attain
their full potential. - .. R T ' s ‘

Bayh said an’ 1mportant provision of the b111 will .aliow the government to recoup its
investment in research projects. Under this "pay-back'' provision, the federal government
would be reimbursed for Adts research expendltures out of royaltles or income :in’ excess of
a fixed. figure.. : : : : |

"At a time when we want to be careful about how we utilize our hard-earned tax dollars,
it seems to me that it makes good sense to have the federal .goverriment's 1nvestments in
research projects pay off," Bayh said. He said toomany research dollars now go down the
drain because a complex welter of government regulations.:keep imnova tlve deve10pments from

reallzlng their fvll potentlal in the merLetplace

, Bayh c1ted a nunber of statistics which he said clearly demonstrate tha patent
onroblem. . .The number of patents issued to American inventors has declined. year by year
since 19/1 he noted adding that during the same time, the nuvber of United States patents
granted to persons other than Americans has increased. - He went on ‘to say that invention
disclosures and patents resulting from federelly funded research and development h1ve alsc’
decreased steadlly since 1970 P T ' : IR

"y have no doubt that one magor “reason.. for thls decllne is the fact that'patent< P

have been very difficult to obtain under our existing federal policy," Bayh said. “The =
incentive for disclosure of inventions is reduced if the inventors conclude the commercial-
ization of the invention will be 1mp0551b1e because no patent ‘will be 1ssued e

The Bayh- -Dole bill is expected to be referred to the Senate Jud1c1ary Commlttee.';Ao'
copy of the bill, as well as other bricfing materials are included in a press parket
available at this mornlng 's news conference or upon request :
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