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'. !restiI:1ony by 
:Dr. Jw::cs A. Sh=r:on, 

1>irector, National Institutes of Health, 
before the 

Subcotrmrl.ttce on Pa"tcnt .. s, Trade .... flrks, 
of the Senate Cer.,;;;i ttee on the 

, AU6USt17, 1965 

and Copyrights 
Jud:!.cio....-y 

• 

Mr. Cha1rnan and Members of the Co=ittee: • 

I appreciate the opportunity afforded by your invitation to 

appear before this CbLJIdttee and discuss the relation'ships, of patent 

• 

polieies to NIil: progr=s, especialJs' as it concerns research financed 

by multiple sources or situations where additional private tu.,ds are 

necessary for the full development of an invention. At the outset, 
! 

I would emphasize that the NIH, as one of the bureaus of the Public 

Health Service, is a component of the Department of Health, Education, 

and Welfare, and functions Vithin the patent regulations set forth 

,b,r the Department. 

I understand that the Depa~~entts patent policies and its position 

on the legislation before this Co~ttee have already been presented. 

'For this reason, I will l.im1t my statements to the two areas of conce= 

, mentioned in your invitation. 

'I would first like to address myself to situations where additional 

~rivate funds are necessary for the development of an invention made 

under :.,'ederal support, since I believe the policy problems attending 

these situations are a n:ajor public concern. 

!rhe NIH Bupports research aC,tivities through grants, contracts, 

and within its own laboratories which may result in the discovery of 
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.' . l>Otential therapeutic agents. Be:!'ore one 0:1: t.hese agents can .eacb 

'.' tho ·Illo.rkotplnco for l""bllo con,,=ption, it t::U8t travel II. long rOM, 

usually measured in years, fro~ discovery to c~plete development. 

~ .. roa.d include", the actual discovery 01: the :t'oten'tial therapeutic 

., 

agent, the preliminary screening '1;0 dete=::dl:le !:r the asent has 'possible 

therapeutic use:f'u1neas I d.ifferent stages. o~ B.lli1r.a.~ tes"ting, l?rel.i=.!nary 

tests in humans and, :l:inally, t:u~-scale clinical testing 0:1: the agent • 

!rhe nevly discovered agent =y be a completely :lev che:::1cal. entity o • . . 
an old chemical. either of vhich ~ shovn to be usefUl. as a therapeutic. 

!rhe devel.op",ental :t'rocess in either' case is governed by the Federal. 

·t'ood. and drug l,a"s vhich require evidence 01: careful. testing be:l:ore 

the agent can be cleared for the x::arket • 

'.;. ': .. ... . '- ; 
capability 0:1: :l:ollo"-th:ough as vith 

I 

• - ,,~ .. . . c. :Nm:f'unds more recent~y S'l:~port 1· 
.. I such vork has a heavy cor-it=ent to the a, I 

, .,. 
"t:: 
.. ;~ " , . 
". 

either in absolute or co p ~~ m ~a~~ve te~ • 

:past has come vholly nell therapeutic uses 

cl.inical. . medicine. I have in mind. in t"ts 

tranquilizir.g properties of reser:<>ine 

\ 

'. 

blood. - The r.oBt e!':l:ective inter- \v.ery _ 
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'relationship results "hen ~~e particular capabilities 0:1: the various 

. elcmen.ts, Federal. a:ld nOnfec.eral., can be ut!1::.zed '10 the ~ulJ.e .... at exte:lt. 
. Genera.lly speaking an NIB: Bc!ent!.st or grantee vill be involved . , 

it at aU, at one or :four ""oints in the 
¥ develo~ntal process: 
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d. Fin~, N'Iil: has, in the past, supporte~ and/or participated 
I 

in t~Il Ilxtcnsivc tn''' of fiold, trial. ,,:>::.ch t:1.::::J.¥ establishos the net 

~enerit to be derived from a given co~po~,d under "e~-def1ned clinical 

eondi tiona, and "ill no doubt do so 1n the i'u ture. 

'.rhe l'irst throe of: these tYl'es of st",dies cs."'l be expected to y-ield 

patentab~e discoveries and conse~ue~~ly ~e ra~e o~ evolution ~o an 

,1'fective therapeutic agent generaLly ava1l.ab~e to the public ~ll be 

determined by the terms and conditions ~~!ch faci~tste th~ L~terp1ay 

of the resources of the Federal Govern=entl the un1v~rs1ty sc~ent1ats 

and the pharmaceutica~ 1ndustry. , 

·A~though r-::m support of s.'l investigator may stop at an early 

- atage of developwent or zover onl.y a ps.....-t o~ the cO:::lplicated. sequence 

or ~g deve~opment, our Depart~ental :pe.te::lt :policy requires that h1.s 

invention be re?Qrted to the Surgeon General for his disposition si::lce 

the 1n,"\pention :in most -instances is co::.pl.e~e vi thin the de:fi....'"1.:ttion of the 

U.S. Patent 01'fice_ The Surgeon Gener~ls ~spos:l.tion ge::lerall.y resul.ts 

in tit~e to the Gove~ent 1n acco~'lce ~th the provisions 01' the 

Department1a regulations, the title provisions of the President's 

Memorandum and the Executive Order govern1ng disposit:l.on of emp~yee 

inventions. 

The uncertainties invo~ved in arter-the-fact determinations have 

created barr:l.ers 1'or co~boration by the d--ug industry with 1~-supported 

scientists in bringing potential therapeutic agents to the po1nt 01' 

practi;a~ app~ication. The 1ndlliltrisJ. fL.-;;u; "s."'lt so:::.e guarantee of 
'. 
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exclusive patent rights as, co~pcns~tion for and protection of their 

POllllib:l.e investment, .mich llUly be consido"",,,bl.o bo1'oro FIlA o:l.enrn."1.ce 

can be obtained. llec",use, as I u."1.dersta..-:d it, there is 80:::.e question 

ao to vbether ve can or shou:l.d e>.:tene. s,,"cb. a gu=an'Cee, it is 'often 

~~1cu~t to ~ot~vate ~dustry to ~~e:~ake the per!ection and 
, I 

~ket1ng of the ~-5~ppo~ted inven~~o~s. 

We, of cOUrse, support the basic policy that tit:l.e to hEia:l.th ar.d 

'Vol.fs.re inven"tions gene~a:ted. p:r~ily 'W'i~ Federll s\!:pport sboul.d 

reside in -e.e Gover-...r.ent. It does seem to us as ;>ersons responsib:;'e 

tor the :larsest Federal :::.edical research progr~ ~at there does need 

to be clarification of the 's~tuaticn ~th regard to the issuance o~ 

licenses to inven"tions held. by the Gove~e:lt. One poss1b~e sol.ution 

tn1gb.t be the grant1ng o~ short periods o~ excl.u.sivity !.n such s:1.tua~!ons 

.an, :c. have d:1scussed. ... -tbat !..s~ where 'it 1.s t'ot:.:ld to be necessary to 

develop an invention t~ the point of ~actica~ app1!c~tion ~d there 

'is no oth"r",,:y"tc> obta1."1 t!t" needed :tnd1!str"'.r coo:;>erati()ll' " 

a:l.so believe tl::a"t it see:::.s sensib:l.e "to be ab:l.e 

,to invo:l.ve industry in "the testing and =::reting phases of drug devewp-

ment since these fi~ already possess ca?abi~ities in these areas that 

vould. have to be duplicated e:l.sevhere to acco:n:;>lish these, necessary 

purposes. 
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Who Dcp~tmont i& in the p~OCCG8 of: rcviQ~_~S ita entiro ~ten~ 

. policy and practices. 

Pc.ssing on now to the scc.o:nd .. aree.._.on· -1\;.~ch you vished ::.y- -co~ntB, 

x ~oula note that one of ~he co--on cha=ac~e~iz~ics o~ sc~en~~ic 

~esearch hct1v1t1es pcr£o~ed in ~~ive~~!t!es is :ecei~t of jo1~~ 

and simultaneous support :from Gove~~u~ and nO::l;;>:::'o.f!:t QI"gan1.zat1ons, 

end not inrrequently rro~ 1ndust~. In the bio:edica~ sciences, the 
. . 
Gove=ent support is Illost !'requently ;;>~ovided 1n the ro= of: a g:::ant. 

from the rrllI. Pund.s frotl t!:lese d1 ... .f'eren:: SOl;.:"ces of su:?port are often 

COmm1ng~ed with the resu~t that a given research. project zay be 

~1nanced and dependent upon seve~al Q!f'z~~e~~ so~-ces o~ ~co:e at 

'the asm.e time. Where tt~e p'l'"'ivate sou:ces o~ support i:.pose r.o conditions 

upon their grant reht1ng to 1nvent1oroS, the '1-' W reguhtions require:ent 

'that the 1.'IR grantees re;;>on ~ their :!::lventions to the Surgeon Gene=~ 

for h1.a disposition poses ::::.0 prob1e::l. E:oveve::-, v~ere, as in the case o-r 

the American Cancer Society a.n.d tJ:.e A:.e=1can Eee.:::-"";. Assoc:tat::'on, co-sponsors 

.. _1nta~.n patent policies requiring t.'leirg:::a. ... ees to agree to assign all 

invention rishtB to the::a, the grantee "'ho e...:cepts SU?port for the same 

research activity rro~ both the NIH arA such other sponso~s has unQertaken 

co~rl1ct1ng oblisat1ons he cannot !u~ill. It is d1~:1c~t to Bo~ve 

prob~ema or conrlict arter the ract on the basis or priority as between 

the _co-sponsors. Neither is it a sat1sracto!"J so~ution to suggest that 

. •.. ; tho grantee be l.i;U<;;ea. to acceptance of: sup;;>or. rro~ only·a s1ng~e source 

~h1ch imposeo such an obligation. 
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X :t>clieve it is in thc public inte::.-cst to encou::.-a.ge 6l!.,port or , 
": '.:~,: ." ; rcdCo.rcb. rro", the pr:!.vate seeto:' or ou::.- econo"V" B.."ld to discou:ra.ge 

• 

, , 

r 
~-<, 

exchls1ve reliance ',lpo::J. Govcr=e."lt-ri;;.s."leed su:;>.,o::.-t. !n o::.-der to 

further this objective, it ~ay be necessa.-y to =elieve \L~ivers1ties 

and their researchers ~ro:l. the dile- 9 created by con;:"'~icti...."'lg 

obliga.t:!.ons to a.ss:!.gn patent'rights • 

• 
At the p:'esent t1=, it ,is m;r =ders~.E:.e.:tng that the pate::J.t 

regulat1o:lS of our Depa.rt:::::.ent do not take :!..."1to consiC!.e=ation t!le 

equ1 tiea.. o-r co-sponsors in m.s.k.ing dispos!:tion o~ inventions arising 

f'rc.,m. research i"ina..."1.ced by n;:ul:tipJ..e sources.. a=.d. the Surgeo!l Genera). 

"lIl\lst mAke his dete=1ne.'t1on so~eJ.y O::J. the basis or ou::.- sup:;>ort, As. I 

have ~ntioned, I do \L~derst~d t~at ~ese regulations have been unQer 

reviev :for so~ tiJ::.e nth this :a:tter be~g g!.ven consideration by the 

Department. 

'but I \loul.d be g::.a.d. 1?0 answer any q,;.es"!;1ons t:r= rrr:r .,e:,s:;>ec"!;ive as the 

director ot: a la.:rge Federu resea::'oh activity. 
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