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Mr. Chairman a.nd'Mem‘be-rs of the Comittoe: - -
| X appreciato the opportunity afforded by your invitatlon to
" appesx before this Committoé ana discuss thé relation'ships- of pateht
' _po.licies to NIH programs, éspecial_‘l;f as it concerns resesrch fine.ncod'

' "by multiple sources or siltustions where =zdditicnsal priva.te funds are

,..'necessary for the full development of an invention. At the outSet y

-I would emphasize tha.t the NIH as one of the ‘buresus of the Public o B
. '_Health.Service, is =a component of the Department of Health, Education, |
; ,, - o 'and Weli‘e.re s a.nd functions within the patent regulations set forth
o ‘by the Department. | |
o I u.nderstano. that the Department's pe.tent policies and its posttion :

'on the legislatlon before this Commitzee have aJ_ready been presented.

LI B W

‘For this reason, I will limit my statements to the two areas of concern
mentioned in yoﬁr invitation.

X would first like to address myself to situa.tions where addlt iona.l

"'.i" w . -private funds are necessary for the deVeJ_opment of an invention made
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under iederal support, since 1 believe the policy provlems attending

these situations are a major public concern.
The NIH supports research acti vities through grants, contracts R

| , o and within its own laboratories which may result in the discovery of




 research effort a&s complementary o the not.

. &d developuent related to health. |

_potentisl therapeutic agents. Before one of these agents can reach
tho 'mnfketplaca for public consumption, it must travel a long road,
usually mca'.aured in years, from discovery to complete -d.evelopmen‘a.

This road includes the actual dlscovery of the pote*zt.@l therapeutic

agent, the preliminaxy screening to deternine if the agent has poss"ble

therapeutin. usefulness, ui Terent stages of animal testing, prelmirary

testa in humens and, finall;{, ‘“ull-scale clinica.l testing of the agent.

_The newly discovered agent uway be a completely new chemical entity ox

" an 0ld chemical either of which is shown to be useful as a ‘therapeutic.

-The developmental process in el ther case is governed by the Federal

| -

food and d.rug laws -which regquire evidence of careful 'besting before

the sgent can ‘ae cleared for the market.

In most inste.nces the "1' oxr iis g:ranuees do not paxiticipate in

- - the full development of & therspeutic agent up to the point where it 1s

L ‘made ava.ilable comnercially. 'We view our role in the Nation's medical

ties of the other elements

within our society, both publide and private, that also support research

It seems to us that the interests of

the American people aré best served when the various elements of this

medical research struciure can interact. The most effective interw-

-relationship results wnen the particular cepabilities of the various

"~ elements, Federsl and'nonfederal, can be utilized i the fullest extent.-

- Generally speaking sn NIZ sclentist or grantee will be involved,

11‘ at all, at one of four polnts in the developmental process:
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ool ' © @&+ NIH funds may be invelved in the orgenic synthesis of a compound
(’ ’ . sod porhaps 1in a portion of 1ts screoning in diological systems. He may _
e yarticipate in animal and-cli::ica.i testing but will not usuallqr; except' | '
in psychophama;ology and cancer chemotherapy, pursue ‘this to a
_ d.eﬁni't‘;i\re conelusion. B |
.. o .More generally the clﬁemis‘r. » given Treedow of action, would approach
!_.. . : . the pharmaceutical ;.ndustry which ha.s. extensive -capa'ni{l.ity to undertake
i ;‘. _ l‘ the enfire dei’elopmént and testing proéess and Zs able'to accumulate. all
: ‘the .da.t-a' from different étages of develcopment nece_ssa.r;;‘r for FDA acceptance,
: . b. NIH funds may also be involved in support of research which . | :

e ._r-.‘_‘_.inv'olves the probing of bioclogical mechanisms with chemical agenfs. Out

“...© . 'of puch investigation mey well come new kmowledge on novel uses Tfor a

. ‘compounc'i', but _in'genera.l guch en investigator will rarely have the

- capability of follow-through as with & wWkolly new therapeutic agent.
e i

¢. XNIH funds more recently' support broed c¢linical investigation and

. such work bhas & heavy commitszent to the assessment of therapeutic activisy

P ‘ . ‘past has come wholly new therapeutic uses thai have had broasd impeet on

.

I tranquilizing properties of reserpine when this érug weas in. use as a

Ll blood pressure lowering agent and the discovery of energizing properties

of isoniazide when the drug was being explored as an antitubercular agent.. :
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o either in sbsolute or comparative .terms. Out of this type of work in the :

* clinical medicine. I heve ia mind in this respect the discovery of s



~ 4nventions.

4. Finally, NIE has, in the past, supported a.r'xd/or participated

1:1 the oxtcnsi\ro type of fiald trial which firmly establishes the net SR

benefit to be derived from & given compound under vellrdefined clinieal

.

conditions, a.nd will no doubt do so in the future. 7
The first thra¢ of these types of situdles can be expected to yield
pateﬁtable discoveries and conSeqpe“uly the rate of evolution to en

cffective therapeutic agent generally ava_lable o the publ_c will be '

-determined by the terms and condit101s wnich facilitate the interplay

of the resources of the Federal Gove“nment, the university sclentists ~

- and the pharmaceutical indusiry.

-Although NIH support of an inveéstigator may stop at an early
stage of development or cover only & part of the coumplicated seq_uence

of drug development, ocur Departmental patent policy requires that his

A  ‘_ 1nvention be reported to the Burgeon General for his disposition since

ﬁhe-in?éntion.in most Instances 1s complete within the delfinition of the

_UkS- Patent Office. The Surgeon,Géneral‘s disposition generally results

in title to the Government in sccordance with the provisions of the
Department's regulatlons, the title provisions of the President's

Memoxandum and the Executive Order goveraning dlsposition of employee

The uncertainties involved in after-the-fact determinations have -

-'éreatéd barriera for collaboration by the drug Industry with NIE-suppdrted

scientists in bringing potential thexrapeutic agents to the point of

practical application. The industrisl fizms want some guarantee of
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~can be obtained. Becsuse, as I understand 1%, there 1is some question

- %0 be clarification of the situation wiih regard to the issuance of

" 48 no other way to obtain the needed industry cooperation. Compounds

a8 to whether we can or should
ddLficult to notivate industxy-

T
warketing of the NiE-supported

_ We, of course, support the basic policy that title to health and -

welfare inventions gemerated primarily with Federal support should-

for the largest Federal medical research program that there does need

which show some promise in early stages of investligation may be of no

inventions.

+o undexrtake the perflection and

| >
exclusive patent rights as compensation for and protection of thelr

Poosible invesiment, which may be considerabls before FDA clearance

extend such a gusrantee, 1t is-often-

- . xeside In-be Government. IT% does seem 0 us as DETSONS .responsi‘ble

. dcenses to inventions held by the Government. One possible solution

Cean I liéwe_ discussed~~that is » Where 1t 1is found to be neceésary to

i 'de\felop au ianvention to the point of prestiecal applic_ation'ancl there

;_"benefit to the public and may not serve the public 4nterest unless

elinical testing is undertsken and tne resulting drug 1z cleared by

. might be the granting of short periods of exclusivity in such situations -

the FDA and marketed. We also believe that it seems sensible to be able

%0 fnvolve Industry in the tesfing and marxeting phases of drig develop~

ment si.ncé these Ilrms already possess capablilities 1n these ereas that _

would bave to be duplicated elsewnere to accomplish

purposes.
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: The Depoxrtmont is in the process of reviewing its entire paten’

q D N . ..policy and practices. -

‘ ..Pr.ssing ofx now to the second ares on fhich you-ﬁshéd ry comments,
X would note that one of the comson characteristics of scientific _
resesarch activitieé performed in univé_r«ities is recelpt 'of';oint
a._nd. simultaneous suppoxrt from Governmend and n'onprof t arsanizaticns, .
ERCHS : end _nét’ _i__nfre_qﬁenﬁ]y'from indﬁs't:-y. . In the blomedieal sciences, the
Govexnument support s most frequently provided in the form of a grent -
from the NIE. Funds from these dirferent sources of supéox;t. are often

: cornmihg_led with the result that & given resesrch pi-o,ject =may be

| financed and dependeﬁt upon several Giflerent -'sources of Income at o '
the same time. Where the private sources ol support impose no cqndi‘aions
\;pc:n thelr grant relating to inventions, the IEEW regulations i‘ég_x-ziféménf T
.- ‘that the NIE grantees report all thelr inven_t.:‘...ons to the Surgeon Genéral

~ for his dislibsition poses no problem. - Zowever, waere, as in the case of

‘the American Cancer Society end the Amerlcan Zeart Association, co-~sponsors
; Lo .ﬁgmtaf_n patent pol;ciea req_u.irﬁ.ng theix .g:‘antees to é.gree to espign a.J_'_L.. 7
_1nven;bion.rights to th'em, the gré.ntee who ateepis support foxr the same
research actlvity from both the NIH and stch other sponsoxrs has undertaken
conflicting obligations he cannot fuifill. It is aifffcult to solve

% p?oblems_ of conflict_ after the fact on the .hasis c_oi‘ p:;iority as between' o
i '_ = the _éo-sppnsors. Neither :Ls _11'; a satisfactory solution to suggést. that

I

the grantee be limited to acceptance of Suppor‘.; from only -a single acurce.

which imposes such an obligation.
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o X believe it is in the pudblic interest to encouvege support of

© 1, . vescorch from the private sectar of our economy and to discowrage
G L ,' exclimi_wre reliance upon Govcrment-fir.a.ﬂced support. In order to
further this obJective, it may be necessary to relieve universities

- - and their researchers Ifrom the dllemma creeted by conilicting

. * obldgations to assign pa.teﬁt righ‘.;s.r
- : . At tﬁe preseat time, it Is my uneerst;a:.ding _tha.t_.‘t_‘.he patent
3T . .ree;ﬁla.tions of our Départment do not .'te.‘;'e into counsideration the
_ - equities.of co-sponsors in msking &isposition of_invex;‘cions arising
frim research financed by Jmiitiple sources, and *l.:he Surgeon General -
[ _ *must make his detexrmipation solely on the besis of our suppors. As I
. B . have m.é'ntioned, T do undefstand that these regulmtions hiave been under
_ ' T review .f'_or soze time with this z:a-;:tér 'being.given. consideration by the
) ( ._" : mﬁk.you very much for this opperitunity to appear belore you.

X would lilke to emphasize thet I axt obviously not.a pé.ten‘.: expers,

s T+ but I would be glad to answer any guestions from my perspective as the
. _director of a large Federal resesxch activity.
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