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. Memorandum of Octoher 10, 1963°
[GOVERNMENT PATENT PCLICY]
Memorandum for the Hcads of I'xceutive Departments and A gencies

Over the years, through Joxecutive and Legislative actions, a variecty
of practices has developed within the Ixecutive Branch affecting
the disposition of rights to inventions made under contracts with

“-outside organizations. It is not feasible to have complete uniformity
of practice throughout the Government in view of the differing
missions and statutory responsibilities of the several departments and
agencies engaged in rescarch and development. Nevertheless, there
is need for greater consistency in agency practices in order to further
the governmental and public interests in promoting the utilization
of federally financed inventions and to avoid difficulties caused by
different approaches by the agencies when dealing with the same class
of organizations in comparable patent situations. -

- From the extensive and fraitful national discussions of government
patent practices, significant common ground has come into view.
First, a single presumption of ownership does not provide a satis-
factory basis for government-wide policy on the allocation of rights
to inventions. Another common ground of understanding is -that

" the Government has a responsibility to foster the fullest exploitation

of the inventions for the public benefit. i a

Attached for your guidance is a statement of government patent
policy, which 1 have approved, identifying common objectives and
criteria and setting forth the minimum rights that government agen-
cies should acquire with regard to inventions made under their grants
and contracts. This statement of policy secks to protect the public
“interest by encouraging the Government to acquire the principal

.. rights to inventions in situations where the nature of the work to be

undertaken or the Government’s past investment in the field of work
favors full public aceess to resulting inventions. On the other hand,
the policy recognizes that the public interest might also be served by
according exclusive commercial rights to the contractor in situations
where the contractor has an established non-governmental commer-
cial position and where there is greater likelihood that the invention
the porey Teedehzaym dndq evilian.use than would be_the case if
according exclusive commercial rights to the contractor in situations
where the contractor has an established non-governmental commer-
cial position and where there is greater likelihood that the invention
would be worked and put into civilian use than would be the case if

" the invention were made more freely available. '

*_ Wherever the contractor retains more than a non-exclusive license,
- the policy would guard against failure to practice the invention by
requiring that the contractor take effective steps within three years
- after the patent issues to bring the invention to the point of practical
'gplication or to make it available for licensing on reasonable terms.
18 Government would also have the right to insist on the granting
" of a license to others to the extent that the invention is required for
public use by governmental regulations or to fulfill a health need,

- Irrespective of the purpose of the contract. . E
The attached statement of policy will be reviewed after a reason-
able period of trial in the light of the facts and experience accumu-

- lated. Accordingly, there should be continuing efioris to monitor,

record, and evaluate the practices of the agencies pursuant to the
policy guidelines. : - -

. This memorandum and the statement of policy shall be published

. in the FEpERAL REGISTER. i i
T e F o -« -~ - Jonx F. KENNEDY -
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BASIC CONSIDERATIONS

and development which results in a considerable number of inventions
and discoveries. : - .-

B. The inveitions in scientific and technological fields resulting |

from work performed under government contracts constitute a valu-
able national resource. . " .

A. The government expends large sums for the conduct of research’
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1. The wse and practice of these inventions and discoveries should
stimulate inventors, meet the needs of the government, recoguize the

. equitics of the contraclor, and serve the publie interest.

D. The public interest in a dynamie and eflicient economy requires
that efforts be made to encourage the expeditious development and
civilian use of these inventions. Both the need for incentives to draw
forth private initiatives to this end, and the need to promote healthy

~competition in industry must be weighed in the disposition of patent

rights under government contracts.  Where exclusive rights are ae- .

" ‘ quired by the contractor, he remains subject to the provisions of the
: " antitrust Jaws. '

13. The public interest is also served by sharing of benefits of gov-
ernment-financed rescaveh and development with foreign countries to
a degree consistent with our international programs and with the
objectives of U.S. foreign policy. ’

" . T, There is growing importance attaching to the acquisition of
foreign patent rights in furtherance of the interests of U.S. industry
and the government. - :

. G. The prudent administration of government research and devel-
N S opment calls for a govermment-wide poliey on the disposition of inven-

) : . “tions made under government contracts reflecting common principles
s and objectives, to the extent consistent with the missions of the respee-

tive agencies. The policy must recognize the need for flexibility to
. accommodate special situations,

s T . o j TOLICY

Steriox 1. The following basic poliey is established for all gov-

ernment agencies with respect to inventions or discoveries made in the
course of or under any contract of any government agency, subject
to specific statutes governing the disposition of patent rights of cer-
tain government agencies. = 3

(a) Where - - 4 g

(1) a principal purpose of the contract is to create, develop or im-
prove products, processes, or methods which are intended for commer-

. - : ; S

Wy v e

(1) a principal purpose of the contract is to create, develop or im-
prove products, processes; or methods which are intended for conumer-
cial use (or which are otherwise intended to be made available for use)
by the general public at home or abroad, or which will be required for
such use by governmental regulations; or

(2) a principal purpose of the contract is for exploration into fields
which directly concern the public health or public welfare; or

- (8) the contract is in a ficld of science or technology in which there
has been little significant experience outside of work funded by the
.government, or where the government has been the principal developer
of the field, and the acquisition of exclusive rights at the time of con-
tracting might confer on the contractor a preferred or dominant

- position; or . - -

(4) theservices of the contractorare

* (i) for the operation of a government-owned research or production
facility; or ;

&
~

~(ii) for coordinating and dirvecting the work of others,

“the government shall normally acquire or reserve the right to acquire
the principal or exclusive rights throughout the world in and to any
inventions made in the course of or under the contract. In exceptional
circumstances the contractor may acquire greater rights than a non-
exclusive license at the time of contracting, where the head of the
department or agency certifies that such action 'will best serve the
public interest. Greater rights may also be acquired by the contractor
after the invention has been identified, where the Invention when
made in the course of or under the contract is not a primary object
of the contract, provided the acquisition of such greater rights is con-
sistent with the intent of this Section 1(a) and is a necessary incentive
to call forth private risk capital and expense to bring tlie invention
to the point of practical application. ;

cialuse (or which are otherwise intended to be made available for use)
1% [ 1 b C LS | LR i - = =
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(b) Tun othersituations, where the purpose of the contract is to build
upon existing knowledge or techuology to develop information,
produets, processes, or methods for use by (he government, and the
work called fov by the contract is in a field of technology in which
the contractor has acquired technical competence (demonstrated by
factors such as Jnow-how, experience, and patent position) directly
related to an area in which the contractor has an established nongov-
ernmental commereial position, the contractor shall normally acquire
tho prineipal or exclusive rights throughout the world in and to any
resulting inventions, subject to the government nequiring at least an
jrrevocable non-exclusive royalty free license throughout the world

- for governmental purposes. :

1R Tarco il aucad; dimala

ofticial government publications or otherwise.

(¢) Where the commereial interests of the contractor ave not sufli-

“ciently established to be covered by the criteria specified in Section

1(b), above, the determination of rights shall be made by the agency
after the invention has been identified, in a manner deemed most likely
to serve the public interest as expressed in this policy statement, taking
particularly into account the intentions of the contractor to bring the
invention to the point of commercial application and the guidelines
of Secction 1(a) hereof, provided that the agency may preseribe by

“regulation speecial situations where the public interest in the availabil-

ity of the inventions would best be served by pbrmitting the contractor
1o acquire at the time of contracting greater rights than a non-exclusive
license. In any case the government shall acquire at least a non-
exclusive royalty free license throughout the world for governmental

" purposes.

(d) In the situation specified in Sections 1(b) and 1(c), when two

“or wore potential contractors are judged to have presented proposals

of equivalent merit, willingness {o grant the government principal or

~exclusive rights in resulting inventions will be an additional factor

in the cvaluation of the proposals.

(e) Where the principal or exclusive (except as againstthe govern-
ment) rights in an invention remain in the contractor, he should agree
to provide written reports at reasonable intervals, when requested by
the government, on the commercial use that is being made or is intended
to be made of inventions made under government contracts.

oD
to provide written reports at reasonable intervals, when requested by
the government, on the commercial use that is being made or is intended

<2 erraliactwn  LavnanF na o ~p inct tha AT L

to be made of inventions made under government contracts.

(f) Where the principal or exclusive (except as against the govern-
ment) rights in an invention remain in the contractor, unless the con-
tractor, his licensee, or his assignec has taken effective steps within
three years after a patent issues on the invention to bring the Invention
to the point of practical application or has made the invention avail-
able for licensing royalty free or on terms that are reasonable in the
circumstances, or can show cause why he should retain the principal
or exclusive rights for o further period of time, the government shall
have the right to require the granting of a license to an applicant on a
non-exclusive royalty free basis. T

(g) Where the principal or exclusive (except as against the gov-

‘ernment) rights to an invention are acquired by the contractor, the

government shall have the right to require the granting of a license ™
to an.applicant royalty free or on terms that are reasonable in the

_circumstances to the extent that the invention is required for public

use by governmental regulations or as may be necessary to fulfill health
needs, or for other public purposes stipulated in the contract. }

(h) Where the government may acquire the principal rights and
does not elect to sccure & patent in a foreign country, the contractor
may file and retain the principal or exclusive foreign rights subject
to retention by the government of at least a royalty free license for

‘governmental purposes and on behalf of any foreign government pur-

ssuant to any existing or future treaty or agreement with the United
tates. - .

Skc. 2. Government-owned patents shall be made available and the
technological advances covered thereby brought into being in the short-

est time possible through dedication or licensing and shall be listed in



.- ERUSRY]

*

>

Skc. 3. The Federal Couneil for Seience and Technology in consulia-
txon with the Depar {ment of Justice shall prepare at least annually a
eport concerning the ellectiveness of this poliey, including recom-
momhilons for yevision or modification as necessary in light of the
practices and determinations of the agencies in the clhposmon of patent
rights under their contracts. A patent advisory pancl is to be estah-
Jished under the Iederal Couneil for Seience and Technology Lo

(a) develop by mutual consullation and coordination” with the
agencies common guidelines for the implementation of this policy,
consistent. with C\Nmr) statules, and to provide over-all mdanw
as to dz\po\llmn of inventions and patents in which the oovmnment
hasany right or inferest; and . .

(b) encourage the acquisition of data by government agencies on
he disposition of patent rights to inventions resulting from fo derally-
financed research and dc»elogment and on the use and practice of

such inventions, to serve as basis for policy m_\ iew and development
and L

(¢) make recommendations for advaneing the use and e\p]mt.\txon
of government-owned domestic and foreign patont\

Sue. 4. Definitions: As used in this pelicy statewent, the stated

terms in singular and plural are defined as {follows for the purposes
hereof: . : :

(a) Government. ageney—includes any Exccutive department, in-
dcpandem commission, bomd office, anoncv,:\dmuu%mho*l, authonty

"« or other government ebtabhxh'nmh of the Executive Branch of the

Government of the United States of America.

(b) “Invention” or “Invention or disc covery’ Y—includes any art,
machine, munufacture, desmgn, or composition of matter, or any new
“and useful improvement thercof, or any varicty of planf, which is

or may be patent wble under the Patent Laws of ‘the United States of'
America or any foreign country.

“(¢) Contractor—means any individual, partnership, public or }ui-

- vato corporation, association, institution, or other entity which is a
party to the contract.

(d) Contract—means any actml or proposed contract, agreement,

“(¢) Contractor—means any individaal, partnership, public or pri-

- vato corporation, association, institution, or other entity which is a

party to the contract.

(d) Contract—means any actual or proposed contract, agreement,
grant, or other arrangement, or sub-contract entered mto with or for
the benefit of the gov “ernment where a purpose of the contract is the
conduct of exper m\u\t'xl developmental, or research work.

(o) “Made”™—when used in relation to any invention or discovery
means_the conceplion or first actual reduction to practice of such
invention in the course of or under the contract.

(f) Governmenial purpose—means the right of the Government

~ of the United States (n\dudmcr any agency theuoi state, or domestic

municipal government) to practice and have pmctued (11mcle or have

made, used or have used, sold or have <old) throughout the world
by or on behalf of the Government of the United States.

(g) “To the point of practica anpacaaon *—meaus to manufacture
in the caso of a composition or product, to practice in the case of a
" process, or to oper ate in the case of o machine and under such- condi-
tions as to establish that the invention is being worked and that its
benefits are reasonably aceessible to the public.

- [F.R. Doc. 63-1088S; Tiled, Oct. 11,1963 ; 9:21 a.m.]
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Government Involvement in Research and Development

It may well be, as stated by a former U. S. Attorney
General, that the use and enjoyment of a Jarge segment
of our annual crop of inventious by the Government and ’
by the people of the United States may depend upon the
control of patent rights arising from Government-spon-
sored research.? '

Over the years the Government has acquired all right,
title and interest in and to a considerable number of in-
ventions which have originated {rom the research and
development activities of (rovernment employees, grant-
ees, and contractors. Today the Government appears
to be, or is certain to become, the largest single owner
of patents in the country. In June 1953 the Government
owned outright a total of 4,061 inventions covered by
unexpired patents, which ‘were under the administrative
control of the various governmental agencies. Two years
Jater the total had increazed fo 5,203. It is estimated
- that by September 1960 the Government owned approxi-
contrsl oF (NS variowt govenminet iyt anaiires 2 £3ndey cad
later the total had increased fo 35,203. Ti is estimated
- that by September 1960 the Government owned approxi-
mately 12,000 inventions covered by active patents. At
the rate such inventions are being acquired, it is con-
servatively estimated that within the next six years the
total number of patented inventions wholly owned by
the Government will exceed 15,000 and may even ap-
proach 20,000, By that time, the number of new acquisi-
tions will be offset by the number of patents expiring,
and the portfolio will be substantially in balance.

+ From an address given by Mr. Latker before the Washington Chapter
.of the Instrument Society of America. February I, 1965.

* Patent Advisor, Office of the Director, National Institutes of Health.

t Contract Operations Officer, Division of Biologics Standards, National
Institutes of Health.

1 Rep. Atty. Gen., Investigations of Government Patent Practices and
Policies, Vol. 1, 2 (1947).
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Government Use of Patents

Some years ago a Science Advisory Board, formed af:
the request of the Secretary of the IDepartment of Com-
merce and comprised of a represcntative group of our
country’s foremost lcaders, issued a report to the Sec-
retary wherein it was stated: .

The patent system of the United States was set up originally to
benefit the public by advancing the useful arts. It does this
by ecreating a temporary monopoly, theredby rendering possible
the hazardous development of untried inventions, which would
otherwise not come to fruition to add to the general well-being
and inercase the standard of living of the people. By its sub-

“stantial rewards it stimulates invention, and the assiduous study

and persistent effort on which invention is based. That it has

been successful needs no demonstration for its results are all
about us? (emphasis acdded).

We believe that the above statement represents the
crux of the argument of those in Congress who champion
a policy of leaving invention rights with Government
contractors rather than with the Government. Thus,
Representative Daddario of Connecticut recently stated,

Without some form of protection, it Is a business axiom that
there is little incentive to develop an invention. It may be
argued that if there is a demand for a product, business will
invest, produce aud warket it. But in the complexities of

modern business, this is not the case. . Risk canital reanirves
tnere 1s little incentive to develop an invention. It may be

argued that if there is a demand for a product, business will
invest, produce aud market it. But in the complexities of
modern business, this is nof the case. Risk capital requires
some assurances of its own recovery and a fair margin of profit.
The lengthy and costly procedure of developing and marketing a
new item demands too much capital investment for it to be
risked without some semblance of protection. Today, of every
twenty-six new produets offered to the publie, only one survives
as a successful venture. Many companies have gone broke

bringing out produets which either did not touch the publie’s

fancy or appeared at the wrong time. In addition, new prod-
ucts remain new for a very short time. They are quickly sue-

ceeded by products of better design and lower price ® (emphasis
added).

218 Journal of Patent Office Society, Report of the Committee on the
gelz(x)tlon'of the Patent System to the Stimulation of New I[ndustries (1936),
4, 05,

3 Daddario, Government Patent Policy Legislation, American Bar Asso-
ciation Journal, July 1961, p. 671.
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When the Government retains title in inventions, does
it capitalize in any way on the monopoly that has been
granfed to it? DBased on past experience, the answer
would have to be ““no.”” The role of the Government in
promoting technological advances it owns and in encour-
aging their exploitation has long been neglected. The
Government has, traditionally, limited its ciforts in the
encouragement of exploitation to merely calling publie
attention to the existence of patents and inviting any
interested person to exploit the disclosed invention with-
~ out charge.

The Government generally offers a non-exclusive, roy-
alty-free license under its patents to anyomne, including
foreigners. Historically, moreover, it has not brought
suit against anyone for infringment, and thus many of
its inventions, when they are put to use, are used by non-
licensed manufacturers because they know they will not
be sued by the Government-owner.

When a patent is not put to the use intended, as when
it 1s held by the Govermment and the wmveniion covered
thereby is made available to ail, the patent has but little
greater value than any other printed disclosure of the
mvention * (emphasis added). It is not difficult to under-
stand that the public benefits much more when it can
receive the hardware described by the patent than it
mwention * (emphasis added). It is not difficult to under-
stand that the public benefits much more when it can
receive the hardware described by the patent than it
does when it is merely given an opportunity to read
about the invention. '

Utilization

The primary purpose of the patent system of this
country is to stimulate new industries and the expan-
sion of existing ones. This has always been an important
matter, but it becomes particularly important as the

4 Watson, Management of Government-owned Inventions, 2/ Federal
Bar Journal, Winter 1961, 121 at p. 123.
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country concerns itself with economie growth in an ef-
fort to create new job opportunities for an expanding
labor force. Along this line there is growing evidence
of interest within the Government in the more effective
utilzation of Government owned patents. President Ken-
nedy’s October 10, 1963 statement on Government Pat-
ent Policy ® focused on this issue by stating: ‘“. .. . the
Government has a responsibility to fO\Lel ﬂm fullest
exploitation of the inventious for the public benefit.”’
More specifically, he stated that the publie interest might
best be served in particular situations by according ex-
clusive rights to the inventions to those who might thus
be induced to work the invention and put it into eivilian
use.

Of course, it is understood that not all Government-
owned inventions are alike, and not all exploitation re-
quires that the potential exploiter bhe assured of some
exclusive rights. The degree of development necessary

‘to bring the invention to the commercial market undoubt-

edly dictates the need for exclusivity. Where an agency
is stressing applied research, perhaps little development
is needed. An agency, such as the Department of Health,
Education, and Welfare, in the great part oriented to-
ward basic research may have potentially good inven-
tions undeveloped because they are not directly related
to the research eoals... Ada nhvy' har o i7onénreato-
ward basic research mayv have potcndaﬂy eood inven-
tions undeveloped because they are not directly related
to the research goals. Adapting the new idea for com-
mercial sale at competitive prices, tooling for production,
and the creating and sampling of markets may be of no
concern to the Government, but the activilies are vital
to commercial exploitation, and they require vast ex-
penditures of capital and energy. Almost 'nvariably,
the cost of transforming a compketcd invention into a
salable product greatly exceeds the cost of making the
invention itself.® The prospect of having the artlcle

5 Federal Register, Statement on Government Patent Policy, October 10,
1963, p. 10943,

6 Gore, Toward A Sound National Policy for Disposition of Patent
Rights Under Government Contracts 21 | Federal Bar Journal, Winter
1961, 105 at p. 115,
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copied soon after being introduced into the market by
others who have borne no such financial burden of devel-
opment and therefore can scll at-a lower price is not one
calculated to encourage exploitation of many inventions.
It is safe to say that indusiry would rather invest their
capital explomno' their own inventions than develop an
invention for which they will have no patent protection.

That industry requires some protection as an incentive
to the further development of certain areas of technolog
may be illustrated by the fact that after the 1954 Mom*c
Iunergjv Act removed many of the bars {o patent protee-

tion which had been present under the 1946 Act, the

interest of private enterprise in the proprietary develop-
ment of all areas of nuclear tecnnolony substantially in-
creased. Thus, even though the incentive is somewhat
limited (because Congress was concerned lest ‘“insiders’’
might secure a monopoly position), it is clear that the
patent incentive has been an important factor in the
development of nuclear technology.”

For inventions in which exclusivity appears essential
to commercial exploitation, several approaches are avail-
able. Two of the most obvious are (1) to leave title to
inventions in the employee, grantee, or contractor who
generated them; (2) to place tifle in the Government and
later permit sale of full title to some party thought best

Sulf d tao ﬂpvcx%nn tha I‘r‘\\""“‘ﬂr\‘ﬁ Pasde Aaanss - posvanems =
1nV0nt10n% 1 the empioycee fﬁlﬂ(,(,, or confractor \VDO

generated them; (2) to place 1?1 in the Government and
later permit sale of full title to some party thought best
suited to develop the invention. But these approaches
are in conflict with the increasing tendency in Congress

- to require that title in inventions generated by research

be vested in the Government for later dedication to the
public. A less obvious approach, which will be discussed
later in greater detail, is exclusive licensing which would
permit reconciliation of the need to grant some exclu-
sivity with the need to retain control of title by the
Government.

_7"Hamman, An Appraisal of the Atomic Energy Field After 20 Years of
the Patent Title Policy, The Patent, Trademark, and Copyright Journal
of Research and Education, Vol. 6, £all 1962, 377 at p. 407.
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The President’s Memorandum

The introductory scetion of the Presidential Memoran-
dum of October 10, 1763, speaks te, as noted above, the
Government’s respousibility to fully exploit its inven-
tions and the way in which the public interest might best
be served by according exclusive rights to those who
might be induced tc work them. When going from the
general to the specific, 1.e., when one attempts to apply
this poliecy to hecalth and welfare inventions, these
thoughts seem to lose much of their impact. The imple-
menting section or poiiey section, as it is referred to in
the memorandum, sets forth, in essence, the rules under
which an Ageney or Department should leave title to an
invention financed with Government funds to the generat-
ing contractor as against taking title to the invention by
the Government. ,

Section 1(a) of the memorandum sets forth four cate-
gories. of research and development cohtracts under
which the contracting agency is dirccted to acquire, or
reserve the right to acquire, title in and to any inventions
made in the course of or under such contracts. One of
the four categories of contracts outlined in Section 1(a)
deals with contracts for exploitation into fields which
directly concern the public health or public welfare. It
is clear that all contracts or grants entered into by the
Dembritranmt ~8 Eelum w5 - e ittt iaantiad o |
deals with contracts for exploitatiorn into fields which
directly concern the public health or public welfare. It
is clear that all contracts or grants entered into by the
Department of Health, Education, and Welfare can be
construed as falling within {this catecory. Scetion 1(a)
continues by providing an exception to its general rule
of obtaining title for the Government. This exception
states that the contractor may obtain title after the in-
vention has been ideutified, where the invention is #not

‘a primary object of the contract, provided the acquisition

of title is a necessary incentive to call forth private risk
capital to bring the invention to the point of practical
application.

A careful look at DIIEW inventions shows that nearly

all would have to be considered the primary purpose of

the contract or grant under which thiey are generated.
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Under these circumstances, Section 1(a) offers no means
of providing exclusivity, when additional development
of the invention is shown to be necessary.

Section 1(b) of the memorandum defines a category
of contracts under which title to inventions generated
therefrom may be left to the generating contractor or
grantee. This section indicates that when the purpose
of the contract is to build upon existing knowledge or
technology to develop information, products, processes,
or methods for use by the Government, and the work
called for by the contract is in a field in which the con-
tractor has acquired technical competence for his own
commercial purposes, the contractor shall normally ac-
quire title.

It would seem reasonable to conclude that some of
DHEW contracts and grants would fall within this cate-
gory. But recently the President’s Patent Advisory
Panel has indicated that if a contract is defined as falling
within one of the four categories of Section 1(a)—the
title section—it cannot fall within the category of Secec-
tion 1(b)—the license section. This is true, even if the
contract meet the eriteria of both 1(a) and 1(b). In

other words, the sections are to be applied consecutively,.
and where a contract falls within a seetion, subsequent

sections will not apply.
Where does this bring us? It appears that the memo-

randym detartynassthaths~withan a “section, subsequent -

sections will not apply.

‘Where does this bring us? It appears that the memo-
randum determines whether title to an invention should
or should not be maintained by the Government on the
basis of the purpose of the contract or grant from which
the invention sprang. Moreover, it makes no distinetion
as to the stage of development the invention has
reached. For example, if an invention was generated
under a contract falling into the category of Section 1(b),
title would reside in the contractor even if tiie Govern-
ment had completely financed its research and develop-
ment, and the wnvention was ready for the marketplace.
On the other hand, if an invention were generated under
a contract falling into one of the categories of Section
1(a), title would reside in the Government even if it
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()

were shown. that the invention necded further develop-

ment, if the Government were unwilling to finance this
development, and if an incentive were necessary to en-
courage the contractor {o furnish the risk capital neces-
sary to bring the invention to {ruition.

The Department of Ilcalth, Education, and Welfare
has a number of inventions Whlc-n fall within Section 1(a)

-and which can be shown to need further development.

For example, when compounds are synthesized by Publie
Health Service grantees, and the grantee’s suggested
therapeutic utility is confirmed by a screen, title to the
resulting invention is vested in DHIEW. It is clear that
this type of invention is not ready for the marketplace
until it has been licenscd hy the Food and Drug Adminis-
tration. The acquisition of such a license requires the

accumulation of an extensive amount of eclinical data -
-necessary for inclusion in a new drug applicn’rion A new

drug application requires (1) extensive clinical data
alonO‘ with (2) toxicity data and (3) any data showing
adverse side effects that develop in the course of clinical
use. The Public Health Services doés, under some cir-
cumstances, aid its organic chemists in bringing a poten-
tially thaxapeuvc compound to the point of commer01al

~use by finaneing the acquisition of chcal data nceded

to support a new drug n*mlication but m mobt smm-
Pin DIT T sl 45 @93 Sho, oo %
tially therapeutic compou nﬂ to the *)omt of commelcml

- use by finanecing the acquisition of o‘ nical data neceded

to support a new drug am»hc tion. But in most situa-
tions, PHS’s ability to aid its organic chemists is limited
to the funding of the actual synthesis of the compouxm,
providing or aiding in obtaining screens designed to dis-
tinguish possible useful from non-usetful drugs, and pos-
sibly providing a small portion for the clinical data. TLL
PHS-supported scientist who pOssesses a compound with
a potential utility, and who would like to have it Drought
to the point of commercial use, finds, in most cases, that
only the drug industry is able to accumulate all the data
necessary for licensure.

But the drug industry has refused, through the Phar-
maceutical \Izmufacturer’~ Absocmtlon, und, in some in-
stances, individually to collaborate with our scientists
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in bringing their drugs to the point ractical applica-
tion without some t,aamn’m of exclusive patent rights
to compensate and protect their investment. This invest-
ment ultimately may amount, on the average, to between
$200,000 and $500,000. TUnder present departmental
policy, the President’s Memorandum, and a 1924 Attor-
ney General’s decision,® the above guarantee.cannot be
given. This situation results in a scrious loss of incen-
tive to invest in the perfection and marketing of inven-
tions supported by the Public Health Service.

Exclusive Licensing

If the Government is to require that title to health and
welfare inventions reside in the Government no matter
what stage of development the invention has reached,
then the Departments and Agencies should be permitted
to grant exclusive licenses as an incentive to draw forth
the private risk capl’fal needed to obtain public promotion
and utilization of these inventions.

In any situation where it appears that non-execlusive

licensing is ineffective to bring a Government-owned in-
vention to the point of practical application and com-
mercial use and where the Agency determines that such
action is necessary in the furtherance of its m"«ion. a
Depariment or Agency should be able to grant exclusive
licenses. \*atm‘allv. any such licenses would contain ap-

< e WAL ULALLLIALLD Uu(L such
h“n“‘~1 L2} +/\ 4 Avanan ~ = -~ 2/

action is necessary in the furtherance of its mission, a
Depariment or Agency should be able to grant exclusive
licenses. Naturally, any such licenses would contain ap-
propriate terms to safeguard the interest of the general
public, such as march-in rights whon it is determined the
licensee is not fulfilling the public needs, and a provision
insuring some period of unrestricted availability to the
general public after the exclusive licensing period and be-
fore the patent expires. On the other hand, the purpose of
such licenses is to obtain utilization of inventions which
might 1.0t otherwise be used and therefore they should
be designed to hold forth sufficient inceniives to encour-
age prompt development and utilization of the invention
in the civilian economy. For this rcason, the licenses
need not include a requirement for the payment of roy-

834 Op. Attorney General, 320, 328 (1924).
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alties to the Government, nor the requirement for the
“orant-back’” of a license for inventions made by the
licensee in the course of his developmental work.

In DHEVV, a policy enabling the granting of exclusive
licenses in order to better { mﬁ,l its mission hns been dis-
cussed with interest. Iu appears the initiation of such
a policy is impeded by certain statements in the above
mentioned 1924 opinion of the Attorney General’s; those
statements have generally been interpreted as holding
that agencies may not grant exclusive licenses under

Govemment owned patents without specific statutory
authority.?

In order to resolve this pr obh,m, it has been suffgested
that the Department of Justice be approached for a re-
evaluation of the 1924 cecision. It would be argued, at
that time, that to stand by the interpretation of the de-

.cision is damaging to DI TW's mission. If this fails,

the Department alternatively could approach (“onmow
for statutory authority to grant exelusive licenses. This
authority now exists in NASA and TVA, and such au-
thority may be of grea‘ier importance-to DHEW than to
either of these two agencies due to the public health and
welfare aspects of its inventions.*

If an active exclusive licensing program is to be under-
taken, it should be conducted on a sound business-like
1)21%1_'5‘.2111(1\,’&1‘&‘\,55"1,1“”@’iiz‘ dinnonghe ' - o 7 o

If an active exclusive licensing program is to be under-
taken, it should be conducted on a \ound business-like
basis and the various functions should be performed by
qualified personnel. This would require dm expenditure

9 Ibid, also see 38 Op. Attorney Gounercl, 534 (19

10 The possible need for exclusive licensing au tnomv in the various
agencies has been brought to Congress’s attention. Thus, in a 1959
preliminary report the Senate Subcommittee on Patents, Trademarks, and
Copyrights stated:

“In prior sessions, Congress has considered the quen‘on of licensing
Government-owned patents. but no comprehensive legislation has here-
tofore been enacted on the subject. There is a growing need within
the Government for authority to grant exclusive h»enscs in appropnm
cases. For thls reason the subject should receive serious consideration
at this time.” Patent Practices of the Government Patents Board,
“Preliminary Report on tlhe Subcommiiiec on Patents, Trademarks,
amé Copyrights, United States Senate, 86th Congress, Ist Session, 1959,
P
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of public funds both i utnuly and anuually, with returns
being only of an intangilie ““public interest’” nature un-
less 10\'a1tles were collected.

Such a program wouid ecertainly increase the nwn-
ber of Government-ovwned patu*ns, for unless the Govern-
ment held patent rights it would have nothing to grant.
Fewer waivers could be expected (where the ageney has
the authority to waive its rights to title in the invention
upon certain findings), and more patent applications
would be filed to support this prograni. One would be liesi-
tant to let an invention go by unpatented and thus per-
haps remain undeveloped, when, by patenting, the inven-
tion might become an important part of a licensing pro-
gram which would result in commereial utilization of the
invention. This all adds up to greater Federal expendi-
tures of money, time, and more personnel.

Fach individual patent would he assessed and evalu-
ated to determine the commercial utilization potential
of the patented invention. ,

An adequate publicity and promotional program would
have to be developed, utilizing Government publications,
scientific and professional journals, direet mailing, and
personal contacts. . :

The selection of licenseces would require close atten-
tion and information would neced to be assembled on
qualified prospects in various industries.

The negctlahon of exelusiv < licenses would have to be

f R Y ~e e e Vaasna Aut{Uil U LUIUDU S ALl

tlon and information would moﬂ to be assembled on
qualified prospeets in various industries.

The negotiation of exclusive licenses would have to he
condueted carefully. In the ];1‘(\17&"“ti0n of licensing
agreements consideration should be given to cross-licens-
ing and patent pool practices pr evalent in certain indus-

tries.

Provision would have 1o be made for the policine and
prosccution of infringers, and also for the avoidance

of infringement suits against the Government. In con-

nection with the latter, an advantage of having authority

" to grant exclusive licenses is that the agencies would be

able in certain cases fo avoid or settle suits for infringe-
ment against the -Government by entering into cross-
licensing agreements.
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The Public Healih Service Aet of 1944 contains many
references to making available to the public the results
of research. The mission of the PIHS is to increase the
amount of biomedical knowledge available upon which
the practical betterment of hwnan health ean be based
—the aims of the rescarvch are not achieved unless the
benefits of Federal spending is available to the publie.

Conclusion

Because the emphasis of ’)uu\\' is on basie rescarch
as opposed to develo; pmental work, because great ex-
penditures of effort and finances Luur‘v‘tov‘uu the devel-
opment of new drugs and medical mmmmenuauon, and
because no other ficid 3

presents more urgent needs for all

-products to be brought to a point of utilization, study

should he given to any possible mechanism offering
promise as an induceracent for the development of the
products of research. Ixelusive licensing of patents is
one mechanism for achieving the highest possible rate
of utilization for PIIS technology. :

The public Healih Service is spen ding approximately
$1 billion yearly on vesearch and development. The
majority of the Lnumeag and inventions 1)1‘0(11@0;’1 by
this program are disclosed to the public through Dubh-
cation in the hope that it will be ex ljlul‘.\.d for practical
applications. It is our ]"01 e that gv atcr incentives can
be.deyelanad o Ova v f N iblié through publi-
cation in the hupu that it will be exploited for practical
applications. It is our hope that glealcr incentives can
be developed to insure the use of all valuable discoveries.






