L . Testimony by
-, Dr., James A. Shannon, '
Dixrector, National Institutes of Health,

: R
belore the

Subcommitiee on Patents, T*ademarks, and Copyrights
of the Senate Cocmmittee on the Judiclary
August 17, 1965

Mr, Chalrman and Members of thg Comnittee:
. I appreciate.the opportunity afforded by your invitation to
appear ovefore éhis Commlitiee And discuss the relatioﬂships of patent
policies to NIH programs, esPeqially as 1t concerns resesrcn financéd
by multiple sources or situations where sdditional private funds are )
necessary Toxr the full development of an invention. At the ocutseti,

I vould em phasize-that the NIH, as one of the bureaus of the Publie

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

and Welfare, and functlons within the patent regu;ations gset forth

hy the Department.

I undefstand that the Depariment's patent policles and its position

on the legislation before this Committee héve elresdy been presented.

‘For this reason, I wlll limit my statements to the two arees of coancexn

mentioned in your invitation. o - ‘_ :
"X would first like to eddress myself to si tuations where additional
private funds are necessary for the development of an invention made
under iederal support, since I believe the policy problems attending
these situatiouns ar; & major public concern.
The NIH supports research acti vities through grants, contracts,

and within 1ts own laboratories which may result in the discovery of
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2%+ 77+ the full developzent of a therapeutic agent up to the

' . potential therapeutic agents. DBefore one of these agents can Teach

.. the ‘marketplaca for public conaumpiion, it must travel a long road,

hOT L iT 0  yugually measured in years, froa discovery to complete development.
1 - .

This road includes the actual discovery of the poten'tial therapeutic
. T agent, the preliminary sereenlng to determine I the égent ha;s poas;ﬁblé
. | the;rapeutic useiulness, E;ifferen‘c stages ol anixal testing, prelizminary
o ": g tests in hupens and, finally, full-scale clinical testing of the agent.
) The newly discovered agent may be a completely nev chemleal entity oxr
.+ ..o en old chemical elther of which is showa to be useful as & therapeutic.

The develcpmental process in either case is governed by the Fedexal

foed and drug laws which require evidence of careful testing before
L _ the agent can be cleared for the market:.
In most Instances the NiX or iis grentees do not participate in

point where it 1s

mede available commereially. 'We view our role iIn the Nation's medical

research effort ms complementary +o. the activities of the other elsments

within our society, both pubile and private, tkat also support research

md development related to health., It seexrs to us that the interests of

- . the American people are best served when the various elements of this
medical research structure can iInteract. The most effective inter=
o - ‘relationshlp results when the particular capabllities of the variocus

- elements, Federal and nonfederal, can be utilized o the fullest extent. -

+ Generally speaking an NIE scientist or grantee will be involved,

-

if at all, at one

of four points in the developmental process:
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© @& NIH funds may be invulved in the organic synthesis of a cozpound

L ' . and porhaps in a poriion of 1ts sexreening in biologilcal systems. Ee may

participate in animal and cliniecal testing bubt will not usually, except

in psychopharmacologzy and cancer chemotherapy, pursue 'this to a

definitive conclusioan.

T More generally the chemist, given Ireedom of action, would epproach

y . the pharmaceutical industry which has extensive capability 1o undertake

the entire development and testing process and %5 able'to accumulate all
HES .-

the data from different stages of development necessary Tor TUA aceepiance.

o . b. KNI funds zmsy a2lso be involved In support of research which

- . dnvolves the probing of bilological mechanisms with chemical agents. QOut

L of such ‘investigation may well coze new knowledge on novel uses for a
' . compound, but in general suen an investigator will rarely have the

i - eapabllity of follow-through as With a woolly new therapeutic agent.

#

S - c. NIE furds more recently support broed clinical investigation and
B . such work has a heavy commltment $¢ the assesszment of therapeutiec actlvily
. .elther in absolute or comparative terms. Jut of this type of work in the

R - . 'past has come wikolly new therapesutic uses that have nad brosd impact on
: " elinical medicine. I have fn mind In this respect llhe discovery of
- tranquilizing propexrties of reserpine wken this drug was in. use as a

-

blood pressure Llowerins agent aad the discovery of energizing pro;:ertiés

of isoniazide when the drug was belng explored as sn antitubercular sgent. )
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d. Finally, NIE has, in the past, supported and/or participated

o cv.. dn ti?ﬂ extensive type of fileld +trial whi Sizmly establisbes the net

benefit to be dérive_d from & given compound under well-defined clinical

wt'le

conditions, and will no doubt do so in the future, A
The first three of these types of studies can be expected to yileld
paten:table discoveries and consequently tze rate of evoluiilon to an
L B cffective therapeutic agent generally avails.bie £0 the public will be
BV +  determined -by the terms and conditions wnich facilitate the Interplay
of the resources of the Federal Govermment, the universit y selentists

and the pharmaceutical industry.

-Although NIH support of an investigator may stop at an early

stage c;f development or cover only & part of the complicated segquence

of d:mg development, our Departzental petent rolicy requires tiat his
oo ;"' . . 4nvention be reported to the Surgeon General for his disposition since
e the Anvention in most instances 1s complete within the definfticn of the

.Vl

A . US. Pa.tent Office. The Surgeon Gezmeral's disposition generally resulis

LEL T ' 4n title to the Govermment in accordance with the provisions of ths
| - . Department's regulations, the title provisions of the President's

Memorandum and the Executive Order governing disposition of employee
inventions.
The uncertaintiea involved in after-the-f;a.ct determinations have
"erea'i;e'd. barriers for collaboration by the drug industry with NIE-supportied
i scientists in bringing potential therapeutic agents %o 'thé point of |

. practical application. The indusirial firms want scme guarantee of
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._exclusive patent rights as

~compenssation for and protection of thelr

yoosible investment, which may be considerabls before FDA clearance

can be obtained. Becsuse, s&s I understand 13, there is some question

a8 to vhether we can or should
difficult to motivate industry

t.
marketing of the NiZ-supporiad

invenotions.

extend such a gusrantee, 1% is-often

to underitake the pexrfection and

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

welfere inventions generated prizarily with Federal support should

reside inGe Goverzment. It does seen 10 us as persons responsible

for the largest Federal medlesl research progrem that there does need

.

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

Jicenses to Inventions held by ithe Govermment. One possible solution

might be the granting of short periods of exelusivity in such situations

-ag I have dlscussed-~that is, where i% 1s found 4o be necessary o

develop an Invention %o thke polni of prectical applicaticn and thers

" 48 no other way to obtain the needed Indusiry cooperetion. Compounds

¥hich show some promise in early stages of Inves

tigation may be of no

. benefit to the publiic and may not serve the public interest unless

elinical testing is undertaken and the

the FDA and Zarketed. We also believe

-$0 involve
ment since

would have

to be duplicated elsevhere Lo accoxplish these necessary
- : .
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industxry in the testing and

these firms alreedy possess

capabi
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resulting drugz is cleared by

es In these ereas that
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that 1t seems sensible to be able

marketing phases of drug develop-
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- for his disposition poses no problem.

S

The Depoxtmont 1s in the procesa of reviewing its entire patent

policy and practices. . '

Pessing on now to the second aresz on whleh you wished my comzents,

I would noie that one of the co==on characteristics of selentid

[ BrRs

research sactivitiles performed in walvercities Is recelpt ol Jolaw

. and simultaneous support from Govemrmzment and nonproiic arzanizatlons,

.and not Infrequently from Industzy. In the biocmedical sciences, the
 Govermment support 1is most Irequenily provided in the form ol a gramt -
Trom the NIH. Funds from these different scurees of suppo:;t. are oiten
commingled with the_result that & giv-en research project may be

financed and dependernt upon several diflferent scurces of Lncome &t

the same time. Wnere the privaite sources of suppert Ixpose no conditions

upon their grant relsting +to inventions, the TEEW regulations requirement

that the NIH grantees report all thelr inventions o the Surgeon Genexal

Eowever, waere, as In the case ol

the American Cancer Soclety end the Azericen Teart Asscclation, co-sponsors

maintalin patent policles regquiring thelr grantees to agree o asaign all

invention rights to them, the granitee woo ezcepis support for the same

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

conflicting obligations he cannot Suifill. It g

P
L b e

t 18 diffiewds to solve

problems of conflict after the fact on the basils of priority as between

the co-sponsors. Nedlther is 1t a satisfsctory solusion to suggest that

the grantee be limited <o acceptance of suppore Lrox: only -a single source

vhich imposes such an cbligation. ' )
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..L,.. . . . . .-_ . . . T .
S I belleve 1t is in the publle interest to encourage suppoxrt of

. i redscexrch frem the private sectar of our economy and to discourage
exclusive relisnce upon Governmenit-financed support. In order %o

further this objective, it may be necessary to relieve universities

&nd thelr researchers {rom the dilemms erested by conilicting

. * obldigatlions to assign patent righis.

) At the present tize, it is my understending that the patent

s, L 7

Xegulaticns of our Department do nobt take into consideration the
Lo ) 'eqqitieﬂ.of co-sponsors in meking &isposition of Inventions arising
- . frem research financed by multiple scurces, and the Surgeon Gezeral

|- ... -must make his detexmipation solely on the besis of our support. As I

. have mentioned, I do undexrstand that these regulsations have been under
review for some time with this matter teing given consideration by the
&t + - Depaxtment.

Tharik you very maich for this opportunity to appear belore you.

L would like to emphasize thet I ax obvicusly not a patent expert,

7« put I would be giad to answer any guestions from my perspeciive as the
R director of a large Federal reseavch activiiy.
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