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of the Senate Ccrmittee on the Judiciary
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'~oﬁ the legislation before this Cormittee have already been presented.

“Foxr this reason, I will 1limi¥ my statements to the two areas of councern j

Mr. Chelrman and Members of the Committee: : °

X appreciate the oppor.unity af*ordea by your 1nvitation to
épﬁear nefore this Comm*ttee and discuss the relationsh*ps.of ratent
policies to NIE prograus, espeqially es it concerns reéearch financed

-

by multiple sources'or sltustions where edditional priﬁate funds are

- necessary for the full development of an inmvention. At the outsei,

+

% would emrhasize that the NIH, as one of the bureaus of the Public

¥Health Service, is & component of the Deparument of Bealth, Educauion,

'_and.Wélfare, and fhncuions within the patent regu;ationa set forth

'..by the Department.

I wnderstend that the Department's pa ent policies and its pos¢t¢on

L2 B R

mentlioned in your invitation.

-

X would first like to address myself to situations where additional

" p&ivate'funds are necessary for the development of an invention made

. under ¢ederal support, since I believe the polic; problems attending

these situations are & major public concern. | ' .

The NIH supports reseafch activities through grants, contracts,

and within its cwn laboratories which may result in the discovery of

.




0

oy

IS

4 ,;otential therapeutic agents. Bei‘ere one of these agents.can ::eecb_

‘ .. tho morketplace for public consumption, 1t must traveJT e long xoad,
unuaLlJy mc&aured in years , froﬁ discovery 1o complete development. _
Thia road’ :anludef* the actual discovery of the poteﬂtial therapeutic
Bgent, the preliminaxy screening to detercdne if the eaent has poss‘ble

e et o min .
thera.peutiu usesulness, ai erent- stages. ox 8-1-1--3-1 -ESH-T*&: P e axy

e tests in humans end,- *inﬂlly, fuld-~scale clinical testing of the agent.

,!Ehe newly discovered agent may be a co::p_legely new cnemica._l entity o... |
" an old chemical .either of vhich Xa shoim to be ugeful as & therapeutic.
The developzental process in eitkh er case is

tood and drug laws which req_uire evidence of carelul test...ng 'before

govemed by the :ede‘al

the a.gent can be cleared for the xaxket., .

ca.pability of

auch work hes a heavy co--‘t;—.:.e.w o the a
¢ o eithex in absolute or comparative terms.
- past has come wholly new the"apeu.,ic uses

- clinical medicme. I have in mind in th‘..s

reletionship results 'Hnen the particule.. cepebilities of the .various

- elcments » Federal and non...eaeral, can be utill

Zzed © the ...ul‘.l.eet extent. \
Generally speaxing an I\FI':'. -

sclentist or grantee will be :i.nvolvea,

11‘ et all, st one of four Points 4in the developmental procesa:
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'c'. NIH funds more recently support | -

- tranquild.zing properties o reserpine w! ’\g

'blood ‘The o8t e..a.ective i.nter— / -

follow-through as wiih & w::/\
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3n the extensive type of fiocld trial waich Iizrmly establishes the net

benefit to de deriﬂrgd. from a given coupound under wvell-defined clinieal

conditions, and will no doubt do so in the future.

The f£irst three of these types of studies can be expected to yleld

pa.ten-to.ble discoveries and consequently ile rave qf evolution to an
cffecti\re therapeutic agent generally a._vé;*..lab_le 4o the pudblic will be
defémined by the terms and conﬁitions waich f.aci].:..‘:.a‘ae the interplay'
of the resources of the Federal Govemenu, the university seilentists
and the pharmaceutical industry. 7

-Although NIE support of an investigator may stop at an early
ptage c':f developzent or zover only & part of the complicated .seq_uenc:e

of drug development, our Deparimental pateat policy requires that his

T inVen'tiion be ré;:or’ted to the Surgeon General fox his disposition Biace
the 1n"ention in most Instances 1s complete w-".;hin the definition of the -

U.5. Patent Offa.ce. The Surgeon Gerexral's disposition generally resulis

in title to the Government in accordance with the provisions of the
Department 's regulations, the title provisions of the President's
Memorandum and the Executive Order governing disposition of employee

inventions.

The_ uncertainties involved in "te*--tne-*act dete*minations have

scientistes in bringing potential therapeutic agents to the point of

jpra.cti_ca.l application. The industriel firms want soxe guarantee of
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&+ Finally, NIZ has, in the past, supported and/or pss.rticipa.ted_

-lia

. ereated barriers for collaboration by the d.n. i.nczustry with I.'I:I-suppo‘ ..ed
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. .. .. - exclusive patent rights as compensation for and protection of their

Par ey . v, = . ]

A . . .

. _' '-'_' posaidble investment, wolch may be considexabla 'bcfoi'e FDA elearance .
¢an be obtained. Because, as I understand 1%, there is scme question
ap to wbether we can or should extend such a guerantee, it is-often

difficult to motivate industry to undertake the pexlfectlon and
. l N )

. . e
marketing of the NiS-supporied inventions. \ :
St e : We, of course, support the basie policy that title to health ard '
" . welfere inventions generated primarily with Federal support should .o
se o7 pesdde inthe Government. It does seem 10 us as persons responsible
. for the largest Federsl medical research progzam +thai there does need .
. ) . o .
-l - %o be clarificetion of the situsticn with regard to the issuance of
'i.0 7 . 77 Qdeenses to inventions held by the Government. One possible solution B
SRR - _ ,
i ‘ - : .
e : - . might be the granting of short periocds of exclusivity In such situations
o st s 0 -an- X bhave discussed-~that Is, where it is found to be necessary o .
Sk ...7 . develop an invention te the polnt of prastical applic;:t;‘.on' and there . St
er way to obta inéustry eooperation.~ T T T :
L : .
ey .
v . -
- e ;
PRI %o involve industry in the testing and marketing phases of &rug develop-
’ ment since these £irms already possess capabilities ir these ereas that
e would bave to be duplicated elsewnere to accomplish these necessary
X . - . . L4 - . a .
e . purposes. - - _ e s -
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_' '.. The Departmont 1s in the process of reviewing its entire patent : )
+ . policy and practices. " : B ' | . \ . .
) . : I’assing oa now to the second.axea on.waich you wished ...y comzents,

I wou.'ld note that one of the cozmon charactexnist ies of sc..e-f.:ii'i
".. xesearch hctivities performed in univercitles is recelipt of .‘,oin“-‘. . -

end simultaneous suppor: from Government and x:o.ap“o bt Qrban..z.auions » i

7 end not infrequently from industry. In the biomedical sciences, the

Government support is most frequently provided in the form of a grant *

+77 - from the NIX, Funds from these diffe ent sources of support are offten

N ... commingled with the result that & given resee.rch_pro',ject =ay be

IR . financed and dependent upon several’ dif:.ere.,... souxces o Imcome at o :
-the ssme time. Where the private sources o supvort ixpose no corditio‘ls _

._ upon their grant rela. ing 4o ...nventions s ‘the IEEW regulations requi:e:;ent T R
\ that the NIK grantees report all'theii- inventlons o the Surgeon General

IR - for his disposition poses no prb‘blem. VEoirever, waere, as in the case of

. . _ -the America.n Cancer Scclety and the A:.:e::icéa Te&axy Aésoci&tion 3 CO=SDONSOTS

LA ... maintatn patent policiles requiring their graniees to agree to &ssign all

invention rights to them, the grantee who ascepts support for the seme
CT " xesearch actlvity from both the NIK and such other sponsors hes underteken

S ' ‘conflicting obligations he cannot Suifill. It fs aifffcult to solve

E . g : ) p'ro'b'lema of conflict é.fter the faet on the .basis ol priority as between

| the co-eponsors. Nelther is 11; a8 satisfactory solution fo suggest that

. the grantee be limited to acceptance of SuPPOI"‘G froz only -a single source

e ’ “which imposes such an oblibntion. ’ ' _ -
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( X ': L belleve it 48 in the public sest to encourage sx.;:port of e \

S ' Lo roncnrch from the private sector of ous econowy and to discourage : Lo

. " exclusive rellance upon Governzeni-finaaced support. xin order to

further th 8 objective, i:t may be necessary uo “el,..eve miversa.ties '

and. the;Lr rese&..che 8 Ifrom the dilemms erested by conilicting

e * obligntions to assign patent righis.
At the present time, it .is my understasding that the patent
. regulations of our Depariment 4o not take into consicderation the oo . L

'equitiea.of co-sponsors iIn meking &lsposivicn of Inventions arising

= ume

Lrom research financed by m1ltiple sources, aund the Surgeon CGeneral

*must make his determination solely ca the basis of our support. As I S :

e T have me'ntioned, I &o understend that these regula.tions Lave been under

) rcview for soxze time with ‘hh...ﬁ mattex 'be..n;; Eiven: coﬂsa.aers..ion by the

- ) : »

- S - C o -

ST L Thanl: you very mich for thts oppertunity %o a.ppe&... before you. _ S

T would like to emphesize thet I ax o'bvio..sl_r not & patent expert,

'bu‘b T would 'be gia4 to amswer any ques ..i.on.s frem &y ?erspective &5 the

direc’cor o:f:‘ & large Federal resea.ch activity.
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