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© CURRTNT. GOVERNMENT PATENT POLICY AS

APPLICABLL TO UNTVERSITIES \\D \O\PI\OFIT
' ORG.\.\I \'lIO\S B

A few days: ago, bv happcnstancc, and comudental to the 1cmarLs '

' of the 1um.'hnon 5pca]\er Mr Ba]\cr I came acmss zmd 1-ead for the flrst ;

_‘tlme the f'unous 1939 1ettr.,r from Dr hmstel‘n to- Pres:.dent Roose\'elt _
'pomtmg out to the Prcsmeni. the imminence of the {1r==t controlled
" nuclear'cham -reaction and the advent. oi the Atomic Age. In the -
letter Elnstem made the follcmmg recormenda’clons \»1th a. view tox\ard
' expedltln'r the work | o | | B
R "In view of this 51tuat10n you may 'thln]-. it deanable
. . -to have some pemanent contact malntaﬂned bet\\een Lhe K
-_Admmlstratlon and the group of phvs1c1sts uo:tk:mg on chain -
” "‘reaCtlons in Amerlca.___ One poss:.b]e vav of achle\rlng ‘thlS n1ght
_‘be for-'you to entrust with 1:]115 tds}\ a pe’rson-\\ho has your-
. cbhi’ide‘nté'and whé couid'perhaﬁs serve 'm an unoi'{lc:l al capac1ty
- His tasl\ mlght ccmpl ise the following: | '
a) to approach Govemment D;,partnmts Leep Lhem‘
: Jinformed of the Iurther de\rclopﬂcnt and put forx-.ard
fecumrendatwns for Gmcrnmcnt dCt] cn, glvmg pa‘rtlculm
' 'attcntmn to-the problem of c;ccurmg a mp]y of

uraniun ore for thc‘ United States; -

a s . . .
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. b) to qpeed up the e\porzmontal work \\h:u:h is at present o
- bca:mrr carrlcd on mthm the lmlts of thc budqets of |

‘Unn'crsnv 1ab01 atm ies, b} pxondmg funds, 1f such funds

. be- requ1rc-d through hlS contacts 1h,;rth prl\’a‘Lc persons,
."who are \~.1111ng to na}\e cont: r1but10ns for thls cau_se, |

' and perham alqo obt'{:mmo the co- operation of 1ndur~tr1a1

laboratorleS', which have- the necessary._equlpment. (emphams' |
‘added) S B
In these i'ew words Elnsteln seems to have properly 1dent1fled and

o a551gned to each element of the collaooratlve teanm he deemed necessary

- to the co*npletmn of development the duty \\thh each would perfom o

best Thus he sucrgests that the unlve151t1es be alded in completlnc
thelr expermcntal or fundamental reqeznch that 1ndustr131 1ab0rator105 |
e tapped for thelr ablll‘t) to brlnv such fu:ndamental fmdlnrrs :mto

'_‘;pracucal appllcatlon ﬂn‘ough the use of thelr equlp"nent and the

‘__.."Govermnent act as the catalyst or n.ml:»resarlo in bri 1ng1ng these factors _

B .,.together. . | | o o

As smlple as Emstmn s forrmzla for dcllver)* of t'he reeults of o ,_. ,7 -

:.:fundanental rcsea1ch into practlcal use ap )ears 1.]10 Departments and o

--Agencms of the Executive ]nve done lzttle to fomullze 1t unt11 reccnt

.-yearcs The closmg of 1_he CROTMOUS gap bctwccn the fundamental fmdmg-

. -of umverqatles 1n new flcldc; of Lnowlcdge as dramal 1ca11y 1nnovat1vc

._a'; 'mdar computcr mcn\ory cores, 1asers, antibioti¢s ctc., and their

_p'.l_‘ac_tl.cal 1mp]cmcnt.'zt10n.hy industry with the exception of _1;hef fow cases



‘wnere the Governnent‘has'determined'to.nrovide-the.continuedlfunding .
"to 1ndustr) fbl development of such flndlnqs has been left to random o
and haphe aad e\ecutlon | | | _ . .

From the V1ewp01nt of Lhe Covernment and the publlc the stake
in c1051nn th1s qqp is \ery hlgh The sheer magnltude of Gove1nment

support of 1eqearch and development at unlver51t1es demqnds ev1dence :

of useful resultq 1f it is to be contlnhed in the prevall1na competltlon

_for the Federal-dollar; In f1sca1 year 1972 appr0\1mately $a 1 billion
of the $12 billion; or over one quartcr spent by the Governnent on |
lresearch and development outside its-cwn laboratorles went 1n the
. form of grants and contracts to un1ve151t1es. lOf the $3. 1'billion.
the Department of Health Educatlon and Welfare was- respons1b1e for
‘admlnlsterlng 1.2 bllllon. :

On September 23 19?5 the Federal CounC11 on Sc1ence and Techno-

Tlogy's Comm1ttee on Government Patent Pollcy reconnended that all

}agenc1es of the Executive Branch provzde to unlver51t1es a flrst optlon

"to substant1ally all future inventions - generated with Federal support
”prOVIded that the 1nvent1ng organlzatnon 15 found to have an 1dent1f1ed
'techno]ogy tr1nsfe1 funetlon and subject to strengthened march in pro-
- visions, In addlt1on the Commlttec also dlrected that an 1nteragency
-commlttee be formed for the purpoqe oi 301nt agency identification of

'-un1ver51tles haV1ng a satlsfactory technology transfer functlon.




Thcse long Souqht p091t1ve dovelopmontq wcre bqsed on thc.
June 1Q75 flndlnqs of the Un1v0r51tv Subcommlttee on Patcnt P011C),
an 1nt01agency group respons1b1e to the Commlttee on Gove1nnent Pol1cy ]f
At the outsct of its study, thlS SUbCOﬂnltteG 1dent1f10d some
gencral premlses from hthh it would be necessary to proceed Asl
':_you W111 note- all of these plemlseq were 1ntu1t1vely understood b)
Elnsteln 1n 1939 | | - ‘.
First, a.synpathetlc and encouraglng Federal climate is very
1mportant to technolog1cal proo*ess. Thus, 1n cases uhere the B
; requlrement for unlver51ty/1nduqtry rclat:onq 1s not met 1n a satis-
factory manner, Government can have an 1mportant role to play as a
.catalyst or "1mpresarlo" in creat1nw the frameuork within hthh '
.'_regular contacts taLe place betueen unlverelty and 1ndustry |
Second the Unlver51ty communlty and 1ndu5try left to-their
°;0§n 1n1t19t1ves, 1111 probably be unable to generate this atmosphere.
:'Prlvate business, even thouﬁh concerned wlth 1nst1tut10nal barrlers
.'that preclude systens 1nnovat10ns, can' t do much about 1t“ They
-are reepcn51b1e for outputs of thelr bu51nesses and nust ord1nar11y l'}
;worh w1th1n the narrow conflnes of tho companles respon51b111tlcs
ﬁto maximize pToths and minimize risks. for thc flnm ';.' L _j o o ,; fl
lhlrd “there appears to be an abqolute need for 1ndustrlal |
collaborat:on w1th un1v0r51tlos if thc 1eqults of Covernmcnt sponsored

un1VCr51ty_rcscaTch arc to reach tho markctplacc.‘ This is truc, s1nce



much of tﬁe work berformed1nnder“Goverﬁmeﬁt—spoﬁsoreergrante and
rcontrectéuat:uhirersitlcs.ie basic, aS'opposod'to epoliedlreeearchl‘.
‘Inventzons arising out of b151c research involve at most compos:t1ons
of matter w1th no clear utlllt}, prototype dev1ceq 'or_processes o
‘which usually requlre much addltlonal developrent Univeréitiee‘
"'themselves do not undertake the completc development of such 1nchoate
'1nvent10ns as dcvelopment leadlnn to comner01al mar\etlng is’ not
ordlnarlly within the scope of thelr m1551ons or ph\Slual capablllty

Further f1nanc1n0 of that type of development work needed is not

generall) avallable from Government cources. Conqequently development ;

of such inventions nlll generally be accompllshed only nhere 1ndustry
has knoxlcdge of them and has an *ncontlve to Utlll’e 1ts risk capltal
to bring thenm to the marketplace e

Last the dlfflculty of collabordtlon is compounded nhen those
_“who nov perform essentlal parts of a functlon re{use to nodlfy their
- operations to meet the needs of the vhole system. {The Cormittee's
recommendatlons make it ev1dent that the cheral Covernment was not

;to be excluded as one of the pr1nc1pdls who must modify its operatlons )

~These vested 1nterests constitute by far the most-serlous 1nst1tut1ona1

"barrlels to 50C1ally 1mpor1ant innovations. Ordin”rily the pr1nc1pals

“can t be ordercd to c0111borate. Nor nlll they do SO unless they"

-sce somethlnq 1n it for thcmselvcs. .The problem-prece:vcd was how to

‘pr0V1de the means for 1nduc1ng “them o integrate voluntarily into a



: syqtem that pcri"on*m a qocmllv de<;1 1hle functlon. '

Wuh thecse prex.uqes 1n mmd ‘the Uxuvernty Subcemlttee began

_ _J.ts rev1ew of the umvers:t)f dlfflcult"y in transferrmq ‘the results

- of 1te re%earch to 1ndustry 'The followlnq were 3:dent1f1ed as the

.prlmary problems that needed to be ovc-rcome befme optlmm resulte e

in transferrmc teclmology could be ac hlevcd

S l‘rrst and thounht to be the most 1mportant _was .the cenclusion
‘that universities do not generally have an adequate manager'zent

_capablllty to fac111tate the tlmely 1clent1f1cat10n, protectlon and

the transfer of thelr mventn'e results to 1ndust1 1al concerns. that '
mlght make use of then. E\'en thoqe or gam‘.atlons haxrlncr the rlght

to transfer a degree of pqtent protect ion de51red by 1ndustry may

well" f‘ul to succeed in enceuracrlng ut 1llzat10n if an adequate,

orgamzed effort to 1dent1f) protect and co*rmmrcate these results

. is not made.

Tt was precelved that the mere ex 1stence of 2 body of research

: -"publlcatlons and other technlcal 1nformat10n was not enough to result

'-'111 51cfn1f1cant 1ndustr1a1 1nnovat10n.-

'Second was the "not 1nvented her e“ svndrome. Industrial

'Aorganlzatlons have commerc1a1 po'31t10rxs in- most arcas of thelr

rescarch. Accordingly, there is an in- house incentive for such

organizations to _further develop the results of their research in

order to improve their commcrcial position. This incentive stems




from the organzeatlon S ab111ty to contlnuouely evaluate thelr _
Yescarch th10ugh all stngcs of its deve]opment It follons thnt R
7:‘there w111 be a lcsser 1nccnt1ve forllndustr} to further de\elop
~the results of unlver51ty 1eee31ch where such reqcazch hlll not be
- under its 1n1t1a1 reV1ew or control It nas squested th1t thlS

bias toward 1nve5tment in further dewclopment of 1ts ‘own 1deas,'
.rather than 1deas from out51de sources mlght be lessened by earlyrj
1dent1f1cat10n by 1ndustry of unlverelty 1nvestlgators hho may- be
worklng in thelr areas of 1nterest

. Thlrd, was the uncertalnty over ownerChlp of inventions made

at unlver51t1es that may be collabordtlvely developed or are generated
‘through a collaboratlve relatlonshlp i o | |

| DHEW had noted 51tuat10ns of 1ndustry refusal to collaborate "
with unlver51t1es in brlnglnw DHEW Funded 1nVent10ns to the marLetplace

~unless prov1dod some patent protectlon as gu1d pro quo for addltlonal

investment and development requlred | o

;Ihis was substantiatcd_by the Harbridge_Honse_Study.and,a 1968
%GAO.Report on the DHEW Lbdieinal Cnemistry program. Both'of these
studies 1nd1cated an industry- hlde reluctancc by pharmaceutlcal flrms
T to tht compoqltlons of matter synthe51zed or 1solated by DHEW grant-
: qupportod 1nveqt:gatorq due to IXHWV s patent policy,. uhlch 1ndustry

felt failed to tahe into con51derat10n ‘the lnrgo prlvate 1nvcstment

‘before such comp051t10nq cou]d be mar]etcd as drugs. Similar 51tuat10n5 B

B ) . R . : : L .
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had occulred in the 1req of med1cal ha1duare dev1ces.

It nas dotermlned from the e\perLences noted 1n un1vers1ty d0111nQb

5w1th the pthmHCOUt1CQI 1ndustry and medxxildev1ce manufacturers that
i'there will be the same reluctance to collaborate hlth universities
in bllnglng cther hl”h rlsk 1nvent10ns to the narketplace 1f some patent
'exc1u51V1ty is ot f11st provlded to txe developer. | B
Fourth -is the problem of contamrnatlon._-As used'byhtndostrf-
hand unlver51ty 1nvest1gators,."contamrnat1on" means. the potentlal
compromlse of rlghts in proprletary research resultlng from etposure
of 1ndustry to 1deas, conp051t10ns, and/or test results arlslnw from
_‘Government sponsored resea1ch For eaample an 1nventlon made at :
an unlver51t} un&er a Government - funded research prooran is looked
into by a Company doing parallel research- Tf the company 1ncorporates |
into 1ts research program some of the research flndlngs of the unlver51ty
hand then develops a marketable product patentably dlStlnCt from the N
*unlver51ty s 1nvent10n, the company fears that the_Government is 'in
‘a p051t10n to assert claims to- thelr product _ | | | .
Thesc plobleﬂs had the. effect of persuadlng the Suhcommlttee that
the Federal Government needed to act to create an atmosphere conductlve
to the transfer of 1nvent1ve results from unlrer51t1es to 1ndustry
| To overcome these barrlers to technolopy.transfer, it was decmed |

“'essentlal to the Subcomm1ttee that the Covernment persuade unlver51tles'

to proV1dc_a managewent Cdpﬂb]llfy w:thln the Jnstltutlon thqt hlll

A :
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*_serve as a focal p01n1 for 1dent1fcht10n recelpt and prompt.
i_protectnon of the 1nvent1ve rcsults of unl\cr51ty rcecarch for 1ater _; 
‘dlsscmlnatlon by 1tqelf or other mﬂnagement organlzations tolthosc |
'1ndustr1a1 concerns most 11Lcly to utilize euch results. 'It-weefthee:
 conclusion of the Subcommlttee that thls mlght be accory Jllshed by
'guaranteelng to unlverentles at the t1me of fundlng patent rlghts
- in Govermwent supported 1nvent10ns in return for establlshment of a
| .management capablllty created to undertake such 1dent1f1cat10n pro—
tectlon and. transfer of the 1nvent1ve results of unlver51t) research - _ e
I belleve that the prlmary ba51s for the. reconmendatlon was the R -
reatlzatlon that a substant1a1 maJorlty of - inventive 1deas requlre |
| -"advocates" in order to reach the marketplace and that experience _
indicates that the 1nvent1ng organiz dtlon, if - 1nterestcd, is a nore
1ikely "advocate" then a. distant, unmotlvated Government staff 1he
: guarantee of patent rlghtS'to the un1verszty‘carr1es wrth it the |
'rlght to 11ccnse commerc1al concerns, thus creatlng the. 1nCent1ve
necessary for development in those 51tuat1015 uhere co]laboratlon r
“would not otherW1se be accomp11shod and lessening or ellmlnatlng : = e
1ndustty,fea1 of contamination. -Further,_under such a policy col-
‘1aborative hrfangements.ceuid be made.wherein‘industryfs.participation
is protected before it is even clear ﬁhether'or_hot ihrcntiens will be
:_—made;‘_énch.prior_arrapgemcnts should minimiee the,probiem ofhthe |
ﬁnetfinvcﬁted~herc".eyndroﬁe, since a colleboreter would not be viewcd

-as an “outsider."
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As uotcd prQV1ously the Subcmmn1ttce 1dcnt1fled the problem -

: as ilndnnﬂ thc means to 1nduce \oluntaly 1ntegrat10n 1nto a q)stem

.~ that results in technolog) t1ansfer It is belnevcd that thc Commlttee

) recommendatlons p1ov1des such an 1nduccment for all th1ee of the paxtleq .

e.1nv01vcd Lhrounh recognltlon of thelr equltles..
| CTo a large cxtent the Septenber Zaxd 1ecommenoat10ns of the Com-
'mlttee on. Government POllC) are a Tatlf1Cdt10n of the p011c1es 1mp1e-
:mented by DHEW since 1969 and the Natlonal Sc1ence Teundatlon since
1974. ‘The DHEW p011c1es in turn were 1n1t1atcd in nart through
the impetus created bv the crltlcal Tem arks from‘the 1968 GAO study
' mentloned prev1ously on the lack of tlmellness in plOCCSSlHU petltlons |
for greater rxghts in 1dent1f1ed 1nxent10ns and the need to clarlfy
. the use~of Instltutlonal Patent Aoreements guaranteelng future invention
- rlgth to unlver51t1es with tcchnology tlansfer capabllltles
~ Now, in practlce what has’ happencd at DHEW since the 1968 GAO
Reﬁert? -In'OCteber,.1974 we collected sonme statlstlcs hthh can be
.-conSLdered to be only approxunate in that the) were accumulated very

rapldly through our fllcs and hlth conversatlons w1th the partles in

jfintcrest The statlstlcs are on the ]ow 51de as not all the 1nterested '

pdrtzes could proV1de 1nfonnat10n to us hlthln thc tlwe frane necessary,

3and most: that gave use statlstlcs were . conscrvatlve hhen they felt

- ~ j”£1gu1c» could not. be rcadlly verlfled




1

. FirSt,.injregard to the GAO commcnts on Deparﬁnent perform1nce,‘ <

o ”I'wouid note' that since January 1 969 the Departmont has - e\ccutcdl--

_ 1
62 new Instltutlonal Patent Agreenen!s (llqt avallable) Second :

-1n regard to lequests for greater rnﬂhts in 1dent1f1ed 1n\ent10ns
' under our dcferred dctcnn:natlon polzcy hthh 1s appllcable to all
unlver51t1cq not haV1nw 1nst1tut10n11 agleementq and to all DHLW
 1ndustr1a1 contractors average proceq51ng tlme is runnlng between.

15 and 20 ueeks from tlme of receipt of a petltlon to f1n31 detenn1nat10n_

This compares to a 51tuat10n in 1968 -to hthh GAO aimed 1ts recommendatlon -

for "timely determlnatlon of rlghts" uhen petltlons b351ca11y were:
‘ot processed | . |
Now, 1n regard to rlghts dlsposztlons as- of October 1974 our
'study 1nd1cates thaﬁ[“§7,patent appl:catlons were flled since 1969
by 1nstltutloﬁs 1ho chose to e\erc1se thelr first optlon to 1nvent10n
"'rlghts under thelr Inst1tut10na1 Patont Agreement. Uhder the 167
patent applications filed, the un1v0151tles have negotiated 29 non—‘:
”-:exclus;ve_lzcenses and 43 ehc1u51ve-11censes. In addltlon, seven
.oﬁtiens te licenee have been neéotiaﬁed.. Seventeen joint—fundiﬁg
. arrangements with commercial orgenizatibns;.iﬁvolviﬁg_ohly”the‘
_possibilify-of rights te'future inventions, have been.made; ‘This
is an'important statistic éihce it indicates e'willingnGSS'to make
_efrangemehts prior #ofﬂue time that.inventions_have been made on the

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

-] .
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concer sorie 'inven.tibln: ri ghts if an J'nv'cntion "':lhoﬁld 'c\'dl\'é £rom t}ié SN
jdintl}r ‘fﬁhdcdreffort' 'I'he :mstltut]on gains th1s ablllty to ncgotmte
“.by virtue of 1ts Instltutlonal }’atem f\qrecment We \\ele ad\rlsod tlnt
: on the bnsm of all thc agreemcnts notcd app1 oxu.ntel) 74 mllllon ‘
dollars of rlsk Capltal was commlttcd to the dcvelopment oTr m’i}\lng
. of 1nvent1ons evolv:ng mth DIIH\ support | |
. Under our deferrcd determlnatlon pOllC)' it rﬁ'as' detémined —that
“since July 1, 1968 178 petltlons have been rev1ened as of October
1974, Of these_ 178:, 162 _pet:r,txons.were granted Under the 162
_peﬁ-iticins gi‘antéd fhe institut-ions involved and respondlng have to
' October 1974 granted 15 noncxclus:we 11censes and 35 e\cluswe llcenses.
These 11cen5es have gﬂnerated a corrml.,ment of risk capltal of
approxmately 53 mlllon dollars One of -the petltlons gra.nted o a
7 :anol\'ed a bum 01ntmcnt dlqcovered at an unlvers:Lty, \Juch was.
_patented for the unlversz.ty by Research Corporatlon llcenscd to a
':pharmaceutzc:al company , cllmcally tested under the direction of the
_company a.nd cleared by the Food and Drug Administration on the :
.:-cqmpany S 1n1tlat1ve The druo is now co*merc:tally avallable n | | |
To my hlowledoe, 1.}115 is the only drug outmde the Cancer . - . L
'Chemotherapy 1r"rc)gtram which was 1n111£111y discovered w Ath Dcpart.ment | -
-suppmt and ]ms rcachcd ‘the mark ctplace through_the investment of

risk capltal' from thc drg 1ndustry.- We -are aware of at least five oy

other drugs outside Cancer Chemotherapy at various states of development

g
i
i
|
3
|
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:-‘which.were discoﬁered.wlth Departmeotlsupport aﬁd'are‘ho& bedng |
;:deVeloped with prlvate support under 11cenqeq made poqs1b1e undcld
'our dcfcrred determination pOllC) some of which are very close to-
market cledrance (I cannot at thlS tlne adV1se nhethel the llcenqes
igranted under 1nVent10ns retalned under IPA's 1nvolve anv drug
development 51Luqt10ns “but it is presuned the} do ) ‘These numbers
'Acompare to zero 51tuatlons at the time of the GAO Report
| The approxlmately 75 m1111on dollars COWﬂltted to development -

of Department 1n1t1ated 1nxent10ns although on the face appearlna"
to be 1n51gn1f1cant 1n comparison to the S1. 8 bllllon dollars yearlv
- devoted to research and development at DdEW, is in fact substantlal
'ehhen compared to the 100 mllllon dollars devoted to dlrected research
with proflt mal:nn organlzatlons in 1973 and to lesser amounts in d

=preced1ng Years. The comparlson to the 100 million dollars is deemed

. more reallstlc ‘since the 75 m11110n dollars of rlsL cap1tal commltted

is substantlally all for dewelopment purposes as is our the $100 m1111on
*dollans commltted to contracts. w1th commerc1al CONcerns. |

“Much- more 51gn1f1c1nt than the figures 1nvolved (hthh I belleve'.
-have greatly 1ncreased since October 1974) is 1nformat10n prov1ded by
_the Unlver51ty‘Conmun1ty 1nd1cat1ng-thnt the last four years industrial
g 01g3n123t1on5 have bcen actlvely purqu1ng university research I believe
'th1s to be Cloarly thc roqult of the Un1VCTQIL} Comnunlty s active

9011c1tatlon of collaboratlve drrdngementq hthh, Jn turn, was pnrtly

(AL
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-metivated by'the fleti'biiity previded‘ by our 'patcnt'polli'cy 'I'hus ,‘
w]u]e the GAO chort 1nd1catcd that ‘in m'my 111stances 1m ostlgatms, 'y

'fomerly could not rcach thc pomt oi conclusnre fallme with thelr‘ : o

; 1nnovat10ns that pathhay appcars to be opcn, along \\1th the hopc

,of succcssful ut11 1;.at10n

It is hoped that the grox-.mg success of the DHEW e\'pel 1ence

B _w:c.ll be expanded to the rest of the L\ecutlvc through the Conmlttee o

on Govemmcnt Patent Pollcy reco'fl.nendatlons of Septemoer 23rd. DHIZW o

_ recognhes that ‘the tax {unds avallable for the funqu of

_.R&D have been’ pr1ma1 ily generated by a free economy dependent on
.the pr1vate oy mersmp and advocacy oi 1mrent1\e 1deas as fostered
by the pa_tent system.. Our 1ntent_1on is contlnued support_ of that

system.




