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Presentation of Norman J. Latker before the

Commission_on Goqprnment:Prquféméngkhgg}y 29, 1971

7 Thewopinions éxpressed are.my.own'and not ﬁécessarily those of
thé-DePartment of Health, Edugétion, ané~We1fare. | |
General_r |
| “The topic of:ﬁy presentation is the evolution of the Institu-

.tiona1 Pateht Agréemené; a device-now_peéuliar to the Department'gf-
Health,'Education, and ngfare! but one;which'l_hope ﬁill éﬁeﬁtﬁéliy

_ be utilized by all of the ﬁepartments and agencies of the Executive.

The Institutional Patent Apreement

- In the main, our Institutionmal Patent Agreements provide to
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uhiversities and other non-profit institutions a first option to

.administer title to_alllinveptiéhs madé undér DHEW grapts; subject _ o
©to coﬁditions_¢0nsidefed ﬁécessary in:£he pubii# intere#t. 'A@ong

tﬂesé'ééndi:ions are the reservation of a royalty-frce license to -
_;heiGovernmeﬁt for Govefnméntal pﬁ:poses; a.requirément that ﬁqn—..

exclusive 1i¢ensing.by.the university or non-profit organization

_ .be-cmmﬁderad prior to.any exclusive 1i§ensing, and if not deémed
' ,  fegsible thé_righp té_éfant an exclﬁéivg 1icense for a periqd of

.léss.ﬁhan that of_the full patent grant;.é'festriction thét the: .
}substantial porﬁion of royalty receipts be utilized for edﬁcationél -
- oY research purposes, with a lesserportion for distfibﬁtion to

inventors; and march-in provisions similar to those required by

the President's Statement on FPatents. This first option is offered

with knowledge that a substantial portion of the inventions that



- will be generated will arisg_undér.grants Qhoséiﬁriﬁcipél p@fpose
- is exploration of public health and wélfare and‘arc therqgore
_.subject-tq disposition ﬁnde} section 1{(a), the.titlg #ection.pf
'?resident's.Patent Statement. Permitting prlic inéfitutions a
first option to such iﬁventidns is considered justified under thei'
.éxéeptioﬁal cir@umstanées 1anguage.of paragraﬁh 1(a) since most.
inventions spring ffom.baéic rasearch“apd are—af.éarly_étages.of
'devélopméht; Iﬁstitutional'Pateﬁt Agreements are giveﬁ to sgleéted
. iﬁstitutions”who hﬁvgzdemo#strated tﬁat they have the maﬁagement
 'capabi1i§} and tools to'admiéistef'patent rights. .If these Agreef-
meﬁts were extended ﬁo all ihstitutions reééiving grant'fundsA  .
 from DHEW, the results of over 600'milliqﬁ_dollars of‘HEW research .

‘would be ‘subject to the conditions of the Agreements. Presently

_Vyhe'Institutional.Patent Agreement has been granted to 37'uﬁiversities-
'i'wifh a number of ‘applications pending. | |

As,ﬁoted, Iﬁstitutional Patent Agregments extend only to

i grant-sﬁpporﬁed research at universities and non-prefit organi-
zatidns. In the Department's opinibn there is.a fundamental

'difference between Government -supported research projects funded

- by grant rather than contract. Research performed under DHEW

i

.granté'is substantially basic in nature, while that research funded

i TR

under contract is ordinarily applied. Review of the results of

':‘lt‘-’l;'u;{h.‘ﬁr e

‘grant research indicates that most inventions generated by grant
'-.involve at most. compositions of matter with no eclear utility, or
prototype devices, both of which require much additional development.

Public institutions'themselves'do not_undeitake to compléte'development
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‘of such inventions to bring them to the point of practical appli-
" cation as develoPment leading to conmercial marketing is not

ordinarily within the scope of their missions. Likewise fﬁhancing

of the type of development work that mlght be accompllshed %?

such institutions is general y not available from the Government,
 _Conseouent1y, complete development in such cases would- general]y

be accompllshed only where an 1ndustr1a1 organlzatlon.hasran‘1ncent1ve.
'Fo utilize its risk capital to bring'such inventions to the
ﬁerketolace. - N . | |

: The Need for an Intentlve to Develop Unlverr1ty and Non—Proflt
-Instltutlon Inventions

DHEW has noted situations of industry refusal to collaborate
with public institutions in_bringing‘these-inventions to the
- marketplace without some degree of patent protection as a

quid pro quo for the additional.investment and'development required.

- This was further substantiated by the'Harbridge House study and
the GAG Report ("Problem Areas Affecting Usefulness of Results
of Goveroment-Sponsoted Research in.Medicinal Chemistry.;.dated
Augﬁst 12, 1968.) Both of these studies-indicated an ioduStryf
wide reluctance by pharmaceutlcal flrms to test comp051tlons of
::matter synthe51zed or 1solated by DHEW grant supported 1nvest1gators
'due to DHEW's patent pollcy, ‘which industry indicated falled to
_take.into consideration the 1arge private investment before such
compositions could be marketed -as a drug.
1 wohld.note that similar evidence regardiog medical hardware.

“devices has not been extensive, but I beiieveewithout the extension

of use of our Institutional Agreements the situation might well be



'or come to parallel that'existing in‘the'area'of potential thexa-

peutlc compositlons‘ due to cases’ such as AMP v. Gardner 389 Fed.

2nd 825. This case upheld the Food and Drug Administration conten-

tioﬁ that a medical device-used in contact with the human-body.
is a drug that must be cleared for safety and efflcacy This:
' added requlrement for cllnlcal data places manufacturers of such
devices'in a position similar to those ofrthe pharmaeeutical
- industyy, .and may_generate.attituoes regarding pafeotéfeimilar'to'p
~ those of the pharmaceutieal inoustry. ( No device legislation at

this time -- but coming).

Examinatioh-of Methodefor'Creatiné'an Incentive_for:forther Development
Rec0gnition of'these facts had the effect of persuading the

Department that a monollthlc pollcy of dedlcat1ng the results of
its grant research to the publlc through Government patentlng or
publication was not in all.lnstances sufficient to transfer the.
results of such research to the marketplace, and that further thought
need be.given to creating the necessary 1ncent1ves for development

a.. ;_ through the granting of patent rlghts in approPrlate 51tuat10ns.

Of course, as noted above, the Department review of the : )

'above sitoation 1ed_t0 the expanded use of InetitutiOnal_Patent

ii - o 'Agreements toeall_qualified institutions. Homever; prior to the

F-determination to porsue this course, other plans.which might
create an incentive for development were exteneively'e9n51dered

? _ "_ _' } It was suggested that as an alternative to leaving ownership of

inventions to public institutions at the time of funding, a policy.



of deferred duterminations or exclusive licensing by the Government

would be more in the public interest. It was argued that either of

b

such policies would permit the Goverrment to identify and evaluate‘the"'

.inveptidn prior to ﬁakiné_any_determigation that exclusivity was .
neceséary'as_an incentiv; to furthér_development. It.waﬁ also  1
felt that such pblicies would afford the.vaé%nhent greater cbﬁtrﬁl
_ ovér_the.térms of any license fo be graﬁfed; '7 |
| . ?ur$ﬁing;a course of deferfed”detérminétions-would.have
 -permit£éd a§sigﬁment of'inveﬁtions-ﬁb puﬁlic inS;itﬁtions for
adﬁinistra;ion aftér the inﬁehpions'havé_beeﬂ-idéntified_aﬁd_where__;
 fadequate justificétion'for sﬁch a#signment ﬁould'be shown.tb exist.- 
Jusﬁifiéation'wbuid o;diﬁarily requige a showing.that an incéntive.
: £of-fur££éf developmént is necessary and that'such'develbpméﬁt was
'¥ n§t to be funded'byffhe Go#efﬁmenf._ As alrééd; ﬁotéd, in§entions
resulting_from-grént research ordina?ily require_ekten;ive_devéiop;
meny.ﬁriof_to their'mafketing ﬁith little expectétion tﬁat'sﬁch _"
.developmént will be funded ﬁy HEW. 'Accofdingly, it appearéd_that'
iﬁ é igrge prdportion of cases a Beferred dgtermination would B
[merely delay a decision that could ﬁave been made at the time

of funding. Further militating against a deferred determination

'_ﬁdlicy was the fact that such policy would act against the expeditious

-

.mfdgvelopment of invéntions.' It was concluded that the uncertainties
invoived.in after-the-fact'determinations'Would'discourage_active
- collaboration between public institutions and.industry_prior to the

actual waiver of rights to the institutions. The time delays

EYT




-} “L?invo1ved wcferexpécfed'to cool the Fnthusiasm of prospective
cﬁllabbratorg.. It was felt thét'where.;he institution knows_ﬁhat.-
.pafent rights.it has to offer, it wﬁulﬁ be in a,positioﬁ to seek

- out collaboration and possible suppo;t dﬁring the early stages of
development,by'making spécific licgnsing cbﬁmitménts.

exclusive licensing

-

" It was also concluded that a Government
-f?blicyrwas not the best mechanism for creating'an.incentivé'for
 further ﬁevélopment 6f HEW”-funded iﬁ#entiﬁps.made_ét'public_institu—

.tiqﬁs. While poséibly:apfropriaté.in situations where a public.'
.iﬁstitution§ managexia1 capaﬁiiitieﬁ did not inciudé administéfing o
patent rights, an-exclusive_liéenéing pelicy was not déemed an -

- adequate substitute for an'enthusiésti; uﬁivérsity or non-profit

“ institution’s patent managemeht'organizafioﬁ, Thé conclusion took
 in£o considefation the.follbwing: | |

1. Exclusive.licensing.would.in;rease the administrative
.bufﬁen of the Gévernment patent sﬁaff by necessitating

the filing of a mﬁchrlarger number of patent application;
" to protect all inventions which might haqg.sbme degree
of commercial Potentiai. In addition, thé staff.would.
:ﬁegd to negbtiate excluéive 1i;ense§_whi¢h will varj
.f¥om inﬁentiOn:to.inVéntion. |
.-:'_2. _Covernment patent petsonnel ofteﬁ.ére nok in as favorable
a positioﬁ to appreciéte the imporpgncé'éf novel ideas:
_;hat”doﬁnot'initially manifest cémhercial poteh;ial.or to
accord the necessary pricrity in ;eeking patent protection
on these more basic conéepté, dr attuned to the
peculiarities involved in transferring mofe basic'fechnology

~ from the institutions to the commercial developer.
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3. EﬁClusive 1icen§ing cannot Be'uﬁiizqd fo?’potential inﬁenfions
'thétffall within-the drug area bécause before property
"righpé could be established‘fOQ_liéensing'it‘is necessary
.  to comﬁ}y with Patgntrdffiée rules of evidencing medicinal
utility_with test data. The ngbridgé ﬁouse Report indicates._
.tﬁat obta%ning suéh test_&aﬁa from dommeréial organizations
Ahas noﬁ beeﬁ possiblé with0ut'a.guarantéé-of some exclusive:
'Patéﬁt_rigﬁts; o | | |
4. Exclusive licéﬁsing would deprive.institutions of the

‘opportunity to develop through their collaborativel

‘efforts ideas which do not. at first evidénce commercial
pqtential,‘siﬁce it would be the Govermment which wﬁuld'
- ultiﬁateiy-decide what should be patented and protected
" through tﬁe liéensing prdgram." o |
'i5¢A An.ekclusive li;énsing policy:carries with.it the same time

. delays associated with the deferred determination policy._'

. Summary.éf HEW Patent Policy as it Relateé-go'Pnblic Tnstitutions

T . ; . In'summary,iit was agreed that inﬁentionstmade at public
instituqidns under_Government—fundéd ;e;earch_constitute.a:valqable- -

Znational resource, and that DHEW had a responsibility to féster
the fullest exploitétion of such iﬁvgntions for the public bgnefit.

Although a substantial amqunt of DHEW funded research is conducted.

o

at public

institutions, such imstitutions, as a general rule, do
not. have the capability of transferring inventions resulting from
this research to the marketplace. Inventions made at public

iqstitutions will benefit the public-only if there is a SUfficient

incentive for them to be utilized by privaté industry. DHEW

g
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. fiéws-it%jrblé;in tﬁé nationél-rESeércﬁ'effé¥t a§ comfiement€rylfo
- the activities of 6therrélements within our sociéty, both public.
.ﬂhd'PrivaFe} thatla1so suppért research andrdeﬁelopment-relatea
. fo health. It seems to us that the intérests-of_the American'
people are ‘best served when .thé ‘various eiemEnts 6f thié medical
'reSgarch.structure-can.intéract.~ The most.effgctive:intgrrela-
tionshib_resuits when tﬁe.pa:ticular'capaﬁiliiies of the various
elements, Federal and.non—Fedéral; can be'utilized'to the fullest
extent. A.deérnmgnt patent policy should-sérvé.to eﬁcoﬁrage.
‘spch interaction.':Thé fﬁblic-institutiOn, being a notffor-profit,
pﬁblic interest—oriented organization, can_effec;ively promote ”
thé.devglopment and ultimate expiditation of inventions by industrial
_prgaﬁiéagioné. It can do so byrproviding.the uniﬁue competence . |
.of ébtaining such deﬁelopment,and eﬁpioitatién, while at the_same:
':timg, due to its character,_safeéuafding the éublic interest.; |
In general, DHEW has determined that it is feasible to permit
ownexrship of inﬁentions résulting from it$ grant research ;6_reside
;in quiic institutions, while utilizing a deferred determination. |
. leic& to make.disposition of ownership to inventions resulting
from reseafch contracts at'institufions. }The ﬁichotomy of poiicies.
_is,'of course, based on the -difference in invenﬁions fesulting |
Z;ftom grants and contracts. As noted above, inventions resulting.

from grant research ordinarily require extensive further development

which‘wiil'not be supported By the Government, while contract



#??iﬁveﬁéiang'may be the diééct bbjegt éf.tﬁésﬁéfﬁ éupported;.and
Lliithe;efqre be closer to complete dévelopment than aigrant invention.
'V_I woui& also add that the DHEW patent policy as if relates to

‘gfants has been scrutinized with greater-intensity due. to the
- DepértmERt’s choice to fund basié.research to. a gfeater extent
* than apflied reseérch.  In fiscal year 1970, ‘something over 600 .

million dollars of research at public insfitﬁtions was fuhded.

.through'fhg grant.mechanism, whereas the cOnﬁract:mechanism was

V:utilized in this Same.fiscal.yeér to diSpersé approximately 37

million dollar$.~ From.theSe figures, it seem;-apparent that if-
patent problems exist, they_wguld.occu? with greater frequency

: in the grant area, which in fac£-has7been the-case.. Acédrdingiy;
“f the Depértmgnt has hotjat this-time.felt it necessary to extend
'f.it#_Iﬁ#tiﬁutional.Patent'Agreemeﬁt poiicylto-cover contraéts at
: pﬁbiic ipstitutions.‘r |

The Incentive to Utilize the Results of Industrx_Research Differs
from that to Utilize the Results of Public Institution Research

I bel}eve tﬁat_it is of.éreat importance to stress the fact
’that:public institutions occupy . a poéition that differs significantl&  -
: 'erm prdfit-making.indusﬁrial ofganizations.éngaged'in Govérnment-

financed research. Industrial organizations, in maﬁy_céses; have
,ponsiéerable know-how relating to sucﬁ afeas. Tﬁere is an incenfi§e_
"-for.such an organization t§ further develop.the results of its
{ c6mme¥cia1 position. This incentive stems from the organizatioﬁ’s'
_continuous_contact with such research from its inception. There

is a lesser incentive for industry to further develop the results of

‘public institutions' research, for such research was not under

its review or control from inception. It is reasonable to assume

-9



that an industfial organization would be biased towérds-invcsting:

toward further development of its own ideas, rather than in ideas

from outside sources. . This merely recognizes the 'mot invented.

_ here" problem as applied to public institution résea;ch, These

. facts, plus the fact that the public. interest and the nature of

public institutions require their best efforts to accomplish the
transfer of technology from their inventors to industry, weigh in

favor of such institutions' ownership of inventions for 1icénsing

' Qf”iﬁdustry.-_This shoﬁld not be interpreted to mean I believe-
.ﬁhefe are no ﬁéaningful.raaséns why induéfrial coﬁcerns'shduld_not.
. retain title to health invenfiéns”made-in.perfofmancé of Governmeﬁtp

'fundéd.gontracts_in certain instanceé;- It is only intended to
.stress the fact that pﬁblic-institutions have an even greater
Cneed to‘retain the results of gfaﬁt-generated reseércﬁ if these
| fééﬁlfs_éﬁe to bg—ultiméfélﬁ.utilizéé'by_the.public. .Aécordingly’-
 '1t is recommended that the Coﬁmission pay careful attention to.

DHEW's Institutional Patent Agreement policy and make no recommen-

dations that would nullify its thrust. In my opinion, it would

be in the best interests of thé-public if the Commission would

‘recommend a pqlicy'which would enable. the departments and agencies .

of the Executive to adopt and utilize the theories embodied in the’

,DHEﬁ policy whether the inventions involved fall within the techno-

logical areas specified within paragraph 1(a) of the President's

Statement or not. S

To emphasize the importance ofrthis_ﬁatter,_I would impress

~upon the Commission that in Fiscal Yéar;1970 approximately 3.billionA

- 10 -



-d611;¥$-°£ the 1é.b11116n épqu.ﬁy iﬁe:entifé égverﬁméﬁf éutéide't
its own labor;téries was utilized by universitié; and donrprofit
érganizations in performénce'of.Govefnment grants or contracts.

" It appears to me'that substantially all inﬁentions which may -

_ have commercial'appliéation gengrated at public institﬁtions.wili
require the collabqrative‘aid'of.qommeréial ofganizations to bfing.l

.#hé-invéntion_to.the markétflace. Undéf the.bést of cifcumétances"

N fﬁe'ﬁublic iﬁstitut?on is féced_with the "no£~invented-héré“ problém.
fhe:further.inability.to traqgfer'some-meéningfﬁl-péteﬁt_rigﬁts |
to a prospective_collabbrator:maj.meaﬁ that any invention hévingr

.an'element of fisk é;tached'tb its further.dévelopment'and mérketing o

will not pass beyond the eariy sﬁages of its dévglbpment and the':_

: invéstm;;t in this public inééitution research will be 1os£‘to the

public.

_ Contracts with Commercial Ofganizétiops

:I would 1ike-nowtto direct a few.wo:ds to situations where
rﬁHEW bpntracté directly with commeréial concerns. As_previously 
noted, DHEW utilizés'the cont;act méchanism where it has a'specifié
'object'in‘mihd-—for example, the-need7for a small pump dri;en by
atqmic eﬁergy“for_use iﬁ értificialrhéar;sg the desire:fér-materials'
-compa#iﬁle ﬁith the human.body for use_inrfabricating artificial
. ‘organs; or the clinical teéting.of compositidns of matter_ﬁhich
'have.evidenced.therabeufic_activity; Altﬁough oﬁr contracting
'activitibé.with comﬁercial concerns have stealily increased from

" a total of 21 million dollars in Fiscal Year 1963 to the 63 million
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_ fdpllars:in Fiscal Yearil970§ .This fig;re.is.farJekéeéﬂéd.by oﬁr'_ 'lT '
fﬁndiﬁgrof ba$ic fesearch.through grants. At pieSept-théﬂDgparte
.' .;ment reﬁuires fhat;anyfihvention conéeiyed.or.fifst-actually reduced
to prac;ice in pérformange of such contracts be reported for .. |
Departﬁent disposition. There is 1itt1e'indigat10n of ajreluctanqe'
:.:-onithe:part of induétry'to accept this type of é%ovisiqn with the
-pqssible éxception of tontracts for dfug deﬁelopment. In thé-area
of devélﬁpmént of'ﬁafﬁware deviées, commergial cohééfns in many
'Q_ingtances'produce proto:jpes_of the item_iﬁ inféresé at tﬁeir f_
expenée prior‘td entrénée into the contra¢t. Thié, ;f COursg,l.'
r_establishés fhe contractor's froprietary position. 'fheré_is ne.
Department pdliéy which would'preclude.contracting.to enhance,
.tést, or improye such.prop;ietary.itemg.- With this undersfanding,r
DHEW-has been able to obtain the égrvices it deéires when néededf.
Drug devéldbment ﬁrogréms fupded by contract'have_poged a
more difficult problem. Although thgre has been mno extengive funding
- of this éreé;'with the_éxception of thé_Cancer Chemothérapy Develop -
.ment Pfogram,-on_the few occasions ‘that the Department wiéhed to_.
i ?rocee&_in developing therapeutic agents thfough.éont;acts with
_thetpha:maéeutiéal_indgét;y,.the industry has iﬁdiéatéd'a_re;uctancé
.'..to make proposals witﬁout some guaranﬁeefof patent"righ;s to | |
|   .7foreground inventions at the-time,of.contraéﬁing. Although_fhE-
‘pharmaceutical industry reéognizes th#t their background compoundgs
:will rémain proprietary, they point out a poésibiiity fhat pétentably

“distinct analogues of background compoundé méy'evolve in performance



<
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of a contract. " Industry feels tlat disposition to the Government

A=

of a compound which'haS'grgatéf efficacy'thén a company's background
_compounds will negate the ¢0mpény‘s proprietary positioﬁ. |

o The extent 'to Qﬁiéh'bﬁEw will diréctly contract with the
pharﬁaceutical industry outside_tgncér Chemot?erapy.hés not yet

crystalized. :Therefore, it cannot be stated with any accuracy
whether the industry's reservations

5 - S - '
{will influence their contracting
. _ oo .
with HEW. It should be noted, havever, that in regard to the Cancer

Chemotherapy Program the pharmaceutical industry was able to persuade

resulting from this program.

the Department to give the contractor the first option'tb"inventions

b
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