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Testimony by 
'\ Dr. James A. Shannon, 

Director, NationaL Institutes o~ HeaLth, 
. be1'ore tho 

., Subcommittee on Patcn·os, Trade=ks, and Copyrights 
of' the Senate Ccr.~ittee on the Judicia.-y 

, August ~7, ~965 

Mr. Cha1roan and Members o~ the Comm1ttce: 

I appreciate the opportunity a~forded by your invitation to 

appear be~ore this Committee and discuss the reLationships o~ patent 

po~cies to NIH programs, especially as it concerns research ~inanced 

by mu~tipLe sources or situations where additionaL private 1'u.~ds are 

necessary ~or the f'u~ deve~opment of an invention. At the outset, 

I vouLd emphasize that the NIH, as one of the bureaus o~ the PubLic 

He~th Sel~ice, is a component of the Department o~ He~th, Education, 

and Weliare, and functions within the patent reguLations set f'orth 
. .. :. 

by the Department. 

I understand that 'the Department's patent poLicies and its position 

on the LegisLation be~ore this Committee have already been presented. 

·For this reason, I wi~ ~imit my statements to the two areas o~ concern 

mentioned in your invitation. 

. I vouM ~irst Like to address myseli to situations where additionaL 

private f'unds are necessary ~or the development of'en invention made 

under :':'edera~ support, since I beLieve the po~cy problelllS attending 

these situations are a major pub~c concern. 

The NIH supports research activities through grants, contracts, 

and within its own laboratories which may resuLt in the discovery of' 
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" ,~otential therapeutic agents. Before one of these agents can reacb 

," tho'rno.rketplnco for "",blio cons=ption,it t:ust travel", long road, 

• 

" 

usuall1 measured in years, frot: discovery to cOt:plete development. 

~ip road includes the actual discovery of the potential therapeutic 

agent, the prel1t:inary screening to deterwine if the agent has possible 

therapeut1~ usefulness, d1~~erent stages o~ an1~ak testing, preliminary 

tests in h~s and, fina~, full-scale cJ.:i.nical testing of the agent • 

~e newly discovered agent may be a co:r.pletely nev che::tlcal entity or 

an old chemical either of "hich is sholl'n to be useful as a therapeutic. 

,~e developmental process in either case :!.s governed by -::he Federal 

food and drug la"s "hich re~uire evidence of careful testing before 

the agent can be cleared for the marke-:: • 

In most instances the ~ or its grantees do not ~art~c!?ate 1n 

-, .I • 
the full develop:r.en-:: of a therapeutic agent up to the point "here it is 

made ava1l.able commercially. 'We viell' our role in the Nation's medical 

research effort as complementa...-y -::0 the activities of the other elements 

.,..-" : 'ld.thin our society, both public and private, that also support research 
.:'i 

8ld development related. to health. It seems to us that the interests of 

'. , the American peop1e are best served "hen the var:1.ous elements of this .••. 

medical research structure can interne-::. T'lle =s-:: effective inter-

'relationship results Wllen ~~e particular capabilities of the various 

, elements, Federal and nonfederal, can be utilized 'fD the fullest extent. 

.. 

( .~ . , , Genel'ally speaking an NJ1i. Bcientist or gra."ltee lI':1.ll be :l;nvolved, 

11' at all, at one of four pOints in the developmental process I 
• 
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... l\'II! funds may be 1n ... ",l,ved in the organic synthes.is or a cO;;lpou:-.d 

and porhl11'l1 in .. portion at: its screening in b1o~ogica~ "y"to=. He may 

~ticipate in an~ and clL~ical test~~g but vi~ not usua~, except . 
in psychopharmaco~ogy and cancer chemotherapy, pursue this to a 

definitive concl.usion. 

More generally the chemist, given ~reeao~ o~ action, vould approach 

the pharmaceutical. industry .... hich has exte~sive capab~ty to undertake 

. the entire deve~opment and testing process and !s ab~e'to accumulate.a~ 

the data from difrerent stages or devel.opm~~t necessary ror FDA acceptance. 

_ b. NIH funds may also be involved in support or research .... hich 

1nvolves the probing of biological mecnBllisJ::S vith chemical agents. Out 

ot: such "investigation me.y .... e~ come ne .... kno.-ledge on novel. uses ror a 

compound, but .in general such B.o"l investigator v...:u. rarely have the 

capability of rol.l.o .... -through as vith a vho~ ne .... therapeutic agent. 

c. N.ar funds more recently support broad cl.inical. investigation and 

suCh vork bas a heavy co~t=ent to the aBsess~ent of therapeutic act1vi~y 

either in absolute or comparative terms. Out or this type of vork in the 

. past has come vho~ nev therapeutic uses Ulat have had broad impact on 

clinical medicine. I have in mind in th!s respect the discovery or 

tranquilizing properties of reserpine .... h .. .n this drug vas in. use as a 
:i; 

bl.oc>d. pressure l.o .... ering agent Blld the discovery or energizing properties 

ot: isoniazide .... hen the drug vas being expl.ored. as Bll antituberc~ agent. 
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d. Finally, NIB: has, in the past, supported Mdlor participated 

in the extcnaivo t.n''' of field· trial "h!.cn fL""::Uy "at.abliahes t.he net 

benefit to be derived from a given co~pour.d under "e~-defined cl.inical 

conditions, and "i~ no doubt do so in t.he fUture~ 

~e firat t.hree of these t.ypes of st~dies can be expected to yield 

patentable discoveries .and conseque~~~ the ra~e of evo1ution to an 

d'fect1ve therapeutic agent genera~ ava!.lable to t.he public v.:.ll be 

determined by the t.erms and conditions .h1ch fac1l.1tate t.he interplay 

of the resources of the Federal. Gove=ent, the university scientists 

and the pharmaceutical industry • 

,Although NIB: support of an investigator may stop at an early 

stage of development or cover only a part of the complicated se~uence 

Of drug development, Our Depa.-tmental patent :policy re~u:!.res that h1s , . 

invention be re:;:orted to the S=geon General for his dispOSition since 

the inYention in most instances is complete v.:. thin the defin:l:tion of the 

U.S. Patent Office. The Surgeon General's disposition genera~ results 

in title to the Gove=ent in acco~~ce v.:.th the prOvisions of the 

Department's regulations, the title provisions of the President's 

Memorandum and the Executive Order governir.g dispos1t10n of employee 

invent10ns. 

The uncertaint1es involved in after-the-fact determinations have 

created barriers for collaboration by the d.-ug ind~stry \lith hCCE-sup:ported 

sc1entists in bringing potential therapeutic agents to the point of 

practi.cal application. The industrial. :f1..-ms "a.~t Some guarantee of 
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:. exclusive :patent rights as. compensation 'for and. protection o'f their 

POBoible investment, which may be conoiderablD bc~ore FDA clear~~ce 

can 'be obtained. :Because, as I u..~d.ersta..~d. it, there is so .. e question 

all to "bether "e can or should extend. such a guaran'tee, it is 'o'ften 

dif~~cu~t to ~ot1vate ~dustry to unae~take the per~ect1on and 
I 

marketing of the NIE-B~pported ~~ventio~s. 

We, of course, support the basic pollcy that title to health ar.d. 

welfare inventions generated. pr1"'-arily with Federal support should 

reside in1be Gove=ent. It does se8"'- to us as persons responsible 

for the larbest Federal medical research program that there does need. 

to be clari'fication of the situation with regard. to the issuance of. 

1:I.censes to inventions held by the Gove=ent. One possible solution 

IIdght be the granting o:r short periods of. exclusivity in such situations 

'"an :C. have d1scussed.- ... ths.t :is, vhere it i.s f'Ot:.:ld. to be necessary to 

develop an invention to the po~t of ?~ectica~ app~ic~tion and there 

ill no other 'Way to obtain the needed indust:ry cooperation. Compounds 

which show some promise in early stages of i.~vestigation may be o:r no 

"<: ' , benefit to the public s.~d may not serve the public interest unless 

l· , 

i. 

i 
'", 

/ 

: .. 
clinical testing is under..aken and the resulting drug is cleared by 

the FDA and ;na.rketcd. We also believe that it seems sensible to be able 

. to involve industry in the testing and ~a""keting phases of drug develop-

ment since these f.irms already possess capabilities in these areas that 

would have to be duplicated elsewhere to acc=pllsh these, necessary 

purposes. 
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~o Departman~ i& in the procoDa of revie~_~s its ent1re ~ten~ 

, policy and practices. 

p~&sing on now to the second area on ~:'~ch you wished cy oo~nts, 

X vould-no~e that one of the cc=mon ch~acte=is~ics of 6c1ent~~c 

research bctivities per£o:med in \L~1ve~~it!es is receipt of ~o1nt 

and simultaneous support ~rom Gove~~nt and r.o~prof1t organizations I 

and not ini'requentl:y from indust:-y. In the bio:.,dical sciences, 'tl:.e 

Government support is most frequen~l:y p::.-ovided in the fo= of a grant 

from the NIlI. Fund..s from tb.ese d:!..fi"erent so~ces of su:;?port are often 

commingled with the result that a given ::.-esea.::.-ch ?roject ~y be 

financed and dependent upon seve::.-al Qif~erent sou--ces of inco:e at 

the same time. Where the private sources c~ su-ppor"t ~?Ose no conditions 

upon their grant relating to inventions, the 'I"' 'Ii regulations requirement 

that the NIII grantees repo~ all their :!.nven~::'ons to the Surgeon General 

for his disposition poses no proble:n. E:owever, where, as in the case of 

the American Cancer Society a..'"ld 'the A:r..e=.1can z.:eart. Associa.tion" co-sponsors 

ma.inta~,n patent polic~es requiring t..'le:!= gra.~"'ees to agree to assign all 

:':j' ." 
,,; , , invention rights to them, the grantee ;,to accepts support for the same 
, . 

. , 

" 

research activity from both the NIH and such other sponsors has undertaken 

conflicting obligations he cannot ~:£ill. It is dif~icu1t to so~ve 

problems of conflict after 't;he fact on the basis of priority as between 

the _co-sponsors. Neither is it a satisfactol"'J solution to suggest that 

the grantee be l.im1 ted to accepta:nce of support ~ro:n onl:y ,a single source 

'Ilhich :!Jnposeo such an obligation. 
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X ,believe it is in the public: inte:-est to enc:o=age support of: 

. ' ; 1"eltcarch 1'rom the pr:!. vo.te sector ot: 0= economy ...... ,,1. to discou.rage 

I;:, exclllDive reliance UP0:1 Gover=e."lt-f:1;;.e..."lced support. In o:-der to 

further this objective, it may be necessa.-y to relieve univers:!.ties 

and their resea:-chers t:rom the dile~s created by conf:lictL"lg 

obligations to asSign patent rights. 

. , At the present t~, it is my unders~ding that the pate:1t 

~gulat1ona of our Department do not te.ke into consideration t~e 

equitiea, of: c:o-sponsors in ms.k1ng Cisposit1on 0::: inventions a.:-ising 

:f':r<..m research :::inanced by t::Ult1p::..e sources I a.::::il. the Surgeon General 

'1llU1lt mSke his dete~atio:1 solely on the basis of: 0= support. As I 

have mentioned, I do understand that these regulatiOns have been under 

review t:or so~ t~ vith this matter being give:1 consideration by the 

~ ; 
Department. 

.. -~. 

X 'ltould., like to emphasize that I = obviously not a patent e>Qert, 

" but I 'Would be g::.ad. ~o answer any questions f:ro::n my Perspective as the 

., director ot: a la.:-ge Federal resea.:-ch activity, 
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