o L PRESENTATION OFF NORMAN J. LATKER
I AT AMERTCAN PATENT 'LAW ASSOCIATION MERTING
SHERATON PARK nou.L, WASHINGTON, D, C. - JANUARY 8, 1976 -
| ‘.CUR ANT GOVERNMENT PATENT TOLICY AS

APPLYCABLE TO UNIVERSITIES AND NONPROFIT
' ORat\l ATIONS .

 A_£cw.day5 ago,.By haﬁpenstancé,.énd coincidehtél to the fémarks.
of the luncheon speaker, Mr. Eakcf, I came across and read for the first
: tiﬁe'the_famoué'1939.1ett¢r from Dr..Einstein to President Roosevelt
pointing out to the President;thc imminence of the'first'coﬁtrolled'
| nuclear chain-reaction and the advent of the Atdmic Age. In the -
. letter Einétein made.the following recoﬁmendatiéns with'a viéw toward

expediting the work:

~"In view of this‘situation you maf think it desirable
to héveﬁsomelpefmanent contact maintained between the
Adﬁiniétration and the group of phféicists working on chain
o reactlons in America. One possible way of achieving this‘hight'
be fbr you to entrust with this task a person who has your
- confidence and who could perhaps serve in an Unoff1c1al capaéity,

: His tasP mlght comprise the following:

. a) to apnroach Governmont Departnuqts, keep 1hcm
informed of the further development, and put forward

. rccommcndatibns for Government action, giving parti;ﬁlar
attention to-the problem ﬁf sccuring a supﬁly of

" uranium ore for the United States;




'b) to speed up, the experimental work, which is at present

‘being carried on within the limits of the budgets of

University laboratories, by providing funds, if such funds
~be required, through his contacts with private persons,
_hho are hllllng to make contllbutlons for this cause,

and perhanq also dbtqlnlnq the co- operation of ]ﬂdUkiTl?l

laboratories, which have the necessary equipment. (emph351s

added) BERPE .

In these few words Einstein.seemé tq.have préperly identified and
aésiéned to each clement of the collaborative team he deemed necessary
to the complction of develonméﬁt fhe'éuty-which éach'would perform
- best. Thus he suggests that the un1ve131t1es be aided in completlnc
their expernmental or fundamental Teqearch that Jndustrlal 1aborat0rlcs
- be tapped for their ability to bring such fundamental findings into
-practicai'application through the use of their equipment éﬁd the
Covernment act as the cataiyst or impresaric in bringing these facibrs
together. ' | |

As, Simple_és Einstein's fdrﬁuia for delivery of the results of
-;fundamcntal research into pracfidal use appéars the ﬁepartﬁénts and
: Ageﬁcics of the Execﬁtive-havc'done little to fofﬁﬁiiie it untillrcccnt
years fhc closing of the enormous gap bctwcen the fundamental f:ndlng
of unlvcrqjtlcq in ncw fields of knowledge as dramatlcally Jnnovatlvc

as rﬂdar, computcr memory corcs, lasors, antibiotics ctc., and their

practical implementation by industry with the exception of the few cases
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where the Cevefnmeﬁt has determined to provide the contiﬁuod‘fundinq
to 1ndustry fbr development of quch fJndlnes hqe been left to randmn
and hapha zard emecutlon. ' |

‘From the Vlcwp01nt of. ihe Government and the publlC the;stdke
':in-c1051nﬁ'th1€-pap is very hlgh The sheer maqnltude of Govcrnment-
syipport of reqearch and development at universities demands evidence

- of useful results if it is to be continued in the prevallmG competition

. -for the Federal dollar. In flscal year 1972, app1ox1mate1) $a 1 billion

of the $12 bllllon or over one quarte1 spent by the Governnent on
research and development outside its own laboratorles went in the

form of grants-and contracts to unlver51t1es Of the $3 1 bllllon
the Department of Health Educatlon and helfare was- responsible for

.admlnlsterlng $1.2 billion. | o

On Septenber 23, 1975, the Federal CounC11 on Science and Tecﬁnc—

' logy 5 Commlttee on Government Patent Pollcy-recommended that all
agen01es of the Exccutive Branch provide to universities a first option
to substantlally all future inventions gcnerdted \1th Federal support,

T provided that the 1nvent1ng organlzatlon is found to have an 1dent1fned
.'technology transfer function and subject to strengthened march Jn pro-
Visions, In add111on the Commlttce also dlrected that an interagency

';commlttee be formed for ‘the purposc of joint agency 1dcnt1f1ca110n of

- universitics hav:ng a satlsfdctory technology transfer functlon._

—~




" These long sought-positive developments were based on the

- June 1975'findings_of'phe University Subcosmittee on Patent Policy,

an interagency group responsible to the Committee on Govermment Policy.

At the outset of its study,'thié subcommittee identified some
;.gchcral‘prcmises,from ﬁhiéh it would bé necessary to proéeéﬂ. As
-~ you will note all of\these‘premises.were intuitifeiy uhderstood bf-
Einstein in 1939, | | |

. First, a‘syﬁpathetic and encoﬂraging Pederal'climate is very
important to technqlogical_progress. Thus, in cases Wheré the
‘requirement for university/industry relations is not met in a satis-
factory manner, Gofernment'cén~have an-imuortant role to'play as a.
_catalyst or '"impresario' in creatlnw the framework w1th1n which
regular contacts take place bctneen un1ve191ty and industry.

Second, the University comnunlty and 1ndu5try, left to thelr
" own 1n1t1atlves, will probably be unable to generate this atmosphere.
'-Private‘busineSs, even though concerned‘with institutional barriers
that:prec1ﬁde systems iﬁnovations, can't do much ébout.it. They |
are respensible for outputs'ofjtheir businesses, and must ordinarily
._Wofk within the nafrbw confines 6f thc'companies‘ responsibilities:
.to maximize: profits and minimize risks for the Ffirm.
Thlrd there appears to be an quolute need for 1ndustrlal

collaboration with universitics if the results of Government-sponsored

university rescarch arc to reach the marketplace.- This is true, since
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- muach of thé work ])orfd;rmed undér Gox’crnmcnt—spdworcd | grants and
contracts at universities is bdsic, as opposed to applied réscarch.
Inventions arising out 5f basic rescarch involve at most compositions
of matter with no éleaf utility, prototype devices, Or processes

uhlch usually requlre much addltlonal dcvelopment Unlver31t1eq
.thcmselves do ot undertake the complete development of such 1nchoate
1nvent10ns as devolopment leading to commnercial marketing is not
ordinarily within the'stape Of‘their missions or phyéical capability.

- Further, finanding of that t&pe of development work needed is not’
generally évailable from Governmént soﬁrces. 'Conseduently dGVelopment_
of such inventions will generaily be accompllshed only where 1ndustry
has‘knoﬁledge of:tﬁem and‘hés an inceritive to utilize its risk capital
to briﬁg fhem.to the mérketplace; | : |

Lést the difficulty of collaboration is compounded when those

~ who nbw_perform essential parts of é function refuse to modi fy their
operatioins to meet the needs of the whole system. (The COmmittee‘s
recommendations make it evident that.fhc Federal.Governmcnt was not

" to be excluded as one of 1he prlnC1pals \ho must modlfy 1ts operatnons )
These vcstcd 1ntercsts constltuuc by far the most serious 1nst11ut10na1
.barrlers to socially 1mportant innovations. Ordlnarlly, the principals

_Can‘t be ordered to collaborate. Nor will.thcy.do so unless they

see something in it for themselves. .The problem preceived was how to

provide the means for inducing them to integrate voluntarily into a




System thﬁt_perfoﬁﬁs a soéiélly desirable function.

.- With thcée preuises in!mind,.the'University Subcmmniffee began
its review of the university difficulty in transferring the results
of its rcScarch to industry."Thc following were identified as the
‘ primnry pr0b1cm$ ﬁhnt needed to be overcone Before_bpﬁimum results
iﬁ_traﬁsferrimg technology‘could bc achieved. .

First, 5ﬁd‘thought to be thé mosf‘important, was the conclusion
that uﬁiversities do not generally have an adequate management
capability to facilitate the timely ideﬁtifiéation, ﬁ}otectioﬁ énd
~the transfer of their inventive results to industrial concerns that
might make use of them. Even those organizétions'having the right ' o L
to transfer a -degree of patent protéction desiréd.by'iﬁdustfy may |
_well.fail to sucéeed in encouraging_utiliéhtion if an adeQuate,

organizcdleffort.to_identify, protétt and céwﬁmnicatg'these results
is not made. | |
It was preceived that the mere existence of a body of fesearch
publications and other techni¢a1 information was not enough to result
in significant industrial innovation. ' _ ’ - _" .
Second, was the "not-invented-here" syndrome.'-Industrial
.orgﬁnizations.hévg cdmmercial-positions in most areas of their
-rescufch. Accofdingly, there is an'invhousé incentive fdr such
organizations to {urther develop the results of their research in

order to improve their commercial position. This incentive stems:
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~ from the organization's ability to continuously evaluate their

rescarch through all stages of its development., It.follows.that L

f'thcrc will ﬁe a 1osset‘inccntite for industry to further'develop
"the results of university resealch nhele such rescarch will not be_‘
undel 1ts initial rev1ew or control. It was squested that thls
fbias'toward iﬁvéstmént iﬁ further develoPment of its own 1dcas,
rathet than ideas from outside sources, miqﬁt be lessened by early

1dent1f:cat10n by industry of unlverslty 1n\est1gators hho may be

-~ working in thelr areas of 1ntcrest

Thlrd, was the uncertalnt) over ownershlp of inventions made .
at unlver51t1es that may be collaboratlvely developed or are generated
;through a collaborative relatlonshlp -

DHEW had noted situations of industry-refusal to collaborate

~ with universities in bringing DHEW-funded inventions to the marketplace

“unless provided some patent protection as quid pro quo for additional -
investment and development required. |

This was substantiated by the Harbrldge House Study and a 1968
GAQ Report_on the DiEW_hbdlClnal Chemistry program. Both-of these
studies indicated an industryfwide reluctance by'phannaceutical_firmsl
'to.tcst compositioﬁs of métter'sfntﬁ¢3izcd or isolatcd by DHEW grant-
--supported investigators duc to DIIN's patcﬁt policy; which industry
felt failed to take into cbnsideraticn'thc large prtvatc inyéstment

before such compositions could be marketed as drugs. Similar situations




'-ﬁad.oCcufrcd in the arca of medical hardware devices.

It wés determined, from the experiences noted in uﬁiversity dealings
ﬁith the pharmaceutical,induﬁtry and medical device manufacturers that
there will be the same roluctance fo collaborate with wniversities
'in Brinning othcf high-risk inventions to the marketplace if some patent
omcluq1v1ty is not flrst pro Vlded to the develoner |

| Fourth, is the problem of contamination. As used by 1ndustry

and university investigatorq "contamlnatlon" means the potentlal
comprom1se of rlqhts in pz oprletarv research resultlng from exposure
.of industry to -ideas, compositions, and/or test results arising from
Govermnent-sponsored research. For'example; an invention made at

an ﬁniversity uhder_g Government;funded research progranm is locked
'Vinto by a companf doing parallel fesearch.i If-the.company incorporates
into its reseéfch program'some of'the.reSearch findings of the univofsity
and then develops a marketable.product pa&entably disoinpt from the
university's.invention, thc company:fears that the Government is in

a p051t10n to assert claims to their product.

- These p1oblcﬂs had the effect of persuading the Subcomnlttee that
the Federal GOVernment necded to act to create an atmosphere conductive
to the transfcr of inventive results from universitics to industry. |
- ‘To overcome these baTIlCTS to tcchnology trdancr it was déemod

“essential to the Subcommittee that the GOVcrnmcnt persuade universities

to pTOVldC ¢ managemcnt “capability w:thln the institution that will

e
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serve as'a focal point for.idcnfification'roccipt‘and prompt
.plotectlon of 1he 1nvont1ve results of un1\01Q1ty rcqcalch for latelll - o
dlssemlnatlon by itself or other mqnanement oxganluations to those . -
_ 1ndqur1a1 concerns most likely to Utlll’e such 1csults, It was the
.conc1u51on of the Subcommittee that thls mlght be accor@llshed by
guaranteg;ng to universities at the time of fundlng, patent rights
‘in GOVGrnment~supported inventions in return for establishment of a
management capability.created to undertake such identification, pro-
:tection'and transfer of fhe'inveﬁtive fesults of univérsity”reséarch.
I believe that fhe primary basis for thefrecbmméndation was the
- realization that a substantlal majorlty of ‘inventive ideas require
“advocates" in order to reach the marketplace and that experience

-indicates that the inventing organizatibn, if interested, is a more

Clikely "advocate” then a dlstant unmotivated Govelxﬂent staff. The
. guarantee of patcnt rights to the unlver51ty carries with it the
- right to_llcense‘comnerc1§1 concerns, thus crcatlnﬂ the incentive
necesséry for deﬁélopment_in those situations where_collaboratlon
would not othefﬁise be écéomplished and.IGSSening or eliminating _ "
:1ndustry fear of contamination. Further, under such a pollcy col-
-1ﬂb0T&LlVC arrangements could be made wherein 1ndu§try‘s part1c1pat1on
is protectod before it is even clear nhcthcr or not 1nvcnt10nq will be
made. Such prior arra@ocmcnts should m1n1mlzc thc problem of the
"not- invented-here® syndrome, since a Lollabordlor would not ‘be v1cvcd

~as an "outsider."
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As noted previously, the Subcomnittee'identified'the preblem

as f1nd1no the means o Jnduce voluntary integration into a system

. that results in technology transfer, It is bel:eved that the Commlttee s
_fecommcndations proyides such an inducement for all three of the partles
'inveived threugh recognition of their equities. _

eTe.éllarge extent.the September 23rd reeemmendétions of the Com-
m:ttce on Government POllC} arc a rat1f1cat10n of the p011c1es 1mple-
mented by DHEW since 1969 and the National Sc1ence Toundatlon since
_-1974. The DHEW’p011C1es in turn, were 1n1t1ated in part,.through |

ifhe impetus created by the critical remafks frem'the'1968 GAO study
'imentloned preV1ously on the lack of tlmellness in procc551no petitions
for greater rlahts in identified 1nvent10ns and the need to clarify
the use of Institutional Patent Aoreements wuaranteelng future invention
rights to universities with technology transfer capabilities.

Now, in practice, what has_haﬁpened.at,DHEW since the 1968 GAQ
Report? In Octeber,e1974 we collected some statistics which can be
considered to be_enly approximate in that they were aceumuléted very.
rapidly through our files and eith eonvefsations with the'parties in
, interest The statistics are on the low qldo, as not all the 1nterested
i.pdrtles cou]d provide information to us ulthln the tlme frame neccssary,
and.most that gave use statistics were conscrvative when they felt

figures could not be rcadily verified.
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First; in regard to the GAO Cmmncnts o Department performance,

I would note, that sincc January 1, 1969, .the Dcpartmont has exccuted }

62 new Institutional Patcnt \grecncnts (11qt avallable) Second
-1n regard to requests for greater rlﬁhts in 1den11fled inventions
'under our deferred dCtCIHlnathH polzcy nhlch is appllcqble to all
'unlver51tlcs not having 1n5t1tut10n11 agreements 1nd to all DHEW

1ndustr1a1 contractors average processing time is running between.

------

15 and 20 wecks from time of receipt of a pétitioﬁ.to final determination.

- This Compares to a situation'in 1968 to which GAO aimed its recommendation

for '"timely determlnatlon of rlghts“ when petitions ba51cally were
not processed _ . _
 Now, in regard td rights dispositions as of October 1974, our
 sthy'indicatés that 167 patent'appliCations were filéd since 1969
by institutions who chose to exercise their first optioﬁ to invenfion
: 'righté under their Institutional,Patent.Agfgemént. Under,thé 167
patent applications filed, the'universities have negotiated 29 non-
exclusive licenses and 43 exclusive licenses;-_In addition, seven
.obtions fo 1icense have been negotiated. Seventeen joint—funding
arrangeménts with éoﬁméraial organizations, inVo1Ving only_the
.poésiSility'of rights to futﬁre jnﬁéntioné, have been made. This
is an 1mportant statistic since it indicates a hllllnganS to make

arrangcmonts prior to the time that 1nvcnt:on% have been made on the

basis that the institution has the flcxibility of providing to the.

ERE P,
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‘concorn some 1nvenllon rlghts if an 1nvent10n should ovolvc from the

_JOlntly funded cffort.” The institution gains thls ability to ncgotlate '

by virtue of its Institutional Patent Agreémcnt. We were advised that _

on the besis of all the agreements noted, approximately 24 millien
dollars of risk capital was cmﬁnittédcte the develepment or meking
.Gf 1nventlons evolv1ng with DIEW suppo1t |

o Under our defelled determination pOllC}, it was detennlned that
‘since July 1, 1968, 178 petltlons have been revleued as of Oetober
d'1974 of these 178, 162 petltlons were glanted Under the 162
petltlons granted the. 1nst1tut10nq involved and resp0ﬁdlng have to
OCtober 1974 pranted 15 nonexc1u31ve-11censes and 35 exc1u51ve licenses,
These licenses have generated a commlbment of rlsk capltal of
approxlmately 53 million dollars._ One of the petltlons granted
1nv01ved a burn ointment dlqcovered at aﬁ university, which was
'pqtented for the university by Research Corporatlon licensed fo a
.phannaceutlcal company , cllnlcally tested under the leeCthH of the
'cmnpany, and clearcd by the Food and Drug Administration on the .
company‘s'initiativer The drug is now commercially aveilable.

| To ny knowledge, fhis is the only drug outside the Cancer
-Chembtherapy Program which was initially discoverced with Department
Supﬁort and has reached the marketplace fhreUgh-the investment of

risk capitai from the drug industry, . Wc are aware- of at least five

other drugs out51dc Cancer Chemoih01apy at various Qthes of devc]opmcnt

e L
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 .which wcre.discovered'with'Departﬁént suppért and afe nbw'béing
devcloped with private support under licenses made'possiblc‘under
our dcferfed detcrmination policy some of which are very close to
- market clearance. (i cannét.at this_time:advise whether the licenses
| granted under inventions retained upder.IPA's involve any drug
- development situations, but it is ﬁreswned‘they.do.) These numbers
éOmpare to zero situations at the time of the GAO Report.

: The approximately‘75 ﬁillibn doliars conmitted to déveiopment
of Department initiated inveﬁtions, although on the.face'appearing
‘tc Be insignificant'in comparison to the $1.8 billioﬁ_dollarﬁ yearly
dévoted to research and developﬁent‘at DHEW, is in féCt substantial
when coﬁpared-to the_lod million dollars.devofed to directed research
'ﬁith profit;making organizations in 1973 and to lesser amounts in
preccding ycars. The comparison to the 100 million dollars is deemed
- more rcalistié, since the 75 millidﬁ dollars of risk capital committed
is substantially all for deveiopment-purposes as is our the $100_million.
" dollars Comnittcd to contracts with commercial concérns;

Much more significant than the figures involfed GﬂiiChAI believe B
have.gfcatly increased since October, 1974) is information.provided-by
:the University Comnunity.indicating that the last four yoarsrihdustrial
organizations have been actively pursuing university research. I believe
this to be clecarly thelrpsult of the University COmﬁunity's activé :

“solicitation of collaborative arrangements, which, in turn, was partly

R Lo
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-motnratcd by the f 1cx1blllty p] OVldC‘d by our patent pollcy | Thus, .~
' whﬂc, thc GAO I\cport 1ndlcated that in m'm}' mst‘mces investigators
formerly could not reach the po_mt of cm;_clusn*efmlure with their
-.innbvationq tha-'t pathwm; app-car_s to be open, a_l_ong with the hope
of succcssful ut111,.at10n |
It is hopcd that the nromnn success of the DHEW exper 1cncc

) \\1111 be expandcd to the rest of the Executive throw*h ‘the Commttee
oanovemmcnt‘Patent POI:LC)F 1‘ec01muenclat:tons of Septenwgr 23rd. DHEW
_ récogﬁizc—;s that the tax fw1d§ a\tailable for the‘_fwuci‘ing..: of

RE&D have been primarﬂy | generated by a free economy dependent on
the private ownership and advocacy of inventive idéas_ as fostered

by the patent systcm. Our intention is continued support of that

sys tem.




