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Scope
Regulations (from Federal Regis:er of· 10/1/66)
Patent Policy Applicable to Cancer Chemotherapy
Industrial Research Contracts

This Chapter contains:

1. Department regulations relating to inventions (a) made by
Department employees, or (b) resulting from research grants,
fellowship awsrds, or research contracts under programs
administered, by the Department; and

2. Department patent policy; approved 7/31/58 by the Secretary,
eatablishing the •limitations rj!;erred to in section 8. 7 of
the Department regulations for the negotiation of cancer
chemotherapy industrial research contracts.

6-10-10 REGULATIONS

TITLE 45--PUBLIC WELFARE
Subtitle A--Department of He~lth, Education,

and Welfare, General Administration
"- .-.

PART 6,.-INVENTIONS AND PATE.NTS
(GENERAL)

PART 7-,.EMPLOYEE INVENTIONS

PART 8--IN\lENTIONSRESlILTlNG FROM RE­
SEARCH GRANTS~FELLOWSHIPAWARDS.

AND CONTRACTS FOR RESEARCH

The following parts are Department rules and policies relating to
inve'!tions which are made by Department emplpyees having a relation to
their official duties or with some contribution from the Government or
which arise from research or related activities assisted by grants or
otherwise under programs administered by the Department.

PART 6.,.- INVENTIONS AND PATENTS (GENERAL)
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, ..\

:; ~"

Sec.
6.0
6.1
6.2

General Policy.
PUblication or patenting of inventions.
General Responsibility.
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6.3 Government-owned patents; Li.censLu., ; dedication to the public.'
6.4 Central records; confidentiality.

AUTHORITY: §§ 6.0 to 6.4 issued under keoxg , Plan No. 1 of 1953,
18 F.R. 2053, 3 CFR 1949-1953 Co.np., p. 1022; E.O. 10096, 15 F.R. 391,
3 CFR 1949-1953 Comp., p. 292: C.O. 10930, 26 F.R. 2583,3 CFR.1959­
1963 Comp., p. 4.56.

Inventions developed through the resources and activIties of
the Department are a potential ~esource of great value to the public
health and welfare. It is the policy of the Department: .

(a), To safeguard the public interest in inventionS developed
by Department employees, concr'ac tors and grantees with the aid of
public funds and facilities; .

(b) To encourage and recognize individual and cooperatIve
achievement in research and investigEtions~ and

(c) To establish a procedure, consistent With pertinent
statutes, Executive Orders and general Government regulations, for
the determination of rights and obligations relating to the patent­
ing of inventions.

§6.1 Publication or patentinr~~.inventions.

It is the general policy of the Department ·that the results
of Department research &hould be made widely, promptly and freely
available to other r es carch worker" and 'te) the public. This
availability can gener"Uy be adequately preserved by the dedica­
tion of a Government-owned invention to ehe public. Determinations
to file a domestic patent application on i.n"",nUons in which the
Department has an interest will be made where the circumstances
indicate that this is desirable in the public interest, and if it
is practicable. •• to do so. Department deto:rminations not to apply
for a domestic patent 011 employee inventions are subject to review
and approval by the Commissioner of Patents. Except where deemed
necessary for protecting the patent claim, the fact that a patent
app lication has been or may be H lee! wi 11 not requi.J:eapy departure
from normal policy r"garding th.e disseml.nacion of the resu.1ts of
Department research.

§~.2 peneral Responsibility.

The Assistant Secretary (He&lth and Scientific Affalrs) is
responsible for the administration of the invention and patent
program of· the Department and the determination of rights ..fri·
inventions and patents in which the Depar!:1llent 'has an i.nterest.·

GBIUAL ADMINISTRATION Supersedes p, 2, ca, 6-10 (TN-59)
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§6.3 Licensing of Government-owned patents.

Licenses to practice inventions covered by patents and pending
patent applications owned by the United States Government as repre­
sented by this Department will generally'be royalty free. revocable
and nonexclusive. They will normally be issued to all applicants and
will generally contain no limitations or stand~rds relating to the
quality or testing of the products to be manufactured, sold, or
distributed thereunder.

6-10-10•

Where it appears however that the public interest will be
served under the circumstances of the particular case by licenses
which impose conditions, such as those relating to quality or testing
of products, requirement of payment of royalties to the Government,
etc., or by the issuance of limited exclusive licenses by the Assistant
Secretary for Health and Scientific Affairs after notice and opportunity
for hearing thereon. such licenses may be issued.

§6.4 Central records; confidentiality.

Central files and records shall be maintained of all inventions,
patents, and licenses in which the Department has an interest, together
with a record of all licenses issued by the Department under such patents.
Invention reports required from employees or others for the purpose of
obtaining determinations of ownership, and documents and information
obtained for the purpose of prosecuting patent applications shall be
confidential and shall be disclosed only as required for official purposes
or with the consent of the inventor. . , ,

PARr 7 -- EMPLOYEE INVENTIONS

\

Sec.
7.0
7.1
7.3
7.4
7.7
7.8

Who are employees.
Duty of employee to report inventions.
Determination as to domestic rights.
Option to acquire foreign rights.
Notice to employee of determination.
Employee's right of appeal.

AUTHORITY: §§ 7.0 to 7.8 issued under Reorg. Plan No.1 of 1953,
18 F.R. 2053, 3 CFR 1949-1953 Comp., p. 1022; E.O. 10096, ,15 F.R.
39l,3CFR 1949-1953 ComP .. p, 292; E.O. 10~30, 26F.R. 2583, 3 CFR
1959-1963 Comp., p.456.

§7.0 Who are employees.

As used in this part, the term "Government employee" means any
'officer or llIIlployee" civilian" or military, except such part;'time

employees or part-time consultants as ~y be excluded therefrom bya
determination made in writing by the head of the employee's office or
constituent'organization, pursuant to an exemption approved by
the Commissioner of Patents that to include him or them .would be.

',--
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impracticable or inequitable, giving the reasons therefor. A person
shall not be considered to be a part-time employee or part-time
consultant for this purpose unless the terms of his employment con­
template that he shall work for less than the minimum number of
hours per day, or less than a minimum number of days per week, or
less than the minimum number of weeks per year, regularly required
of full-time employees of his class.

S7.1 Duty of employee to report inventions.

Every Department employee is required to report to the
Assistant Secretary (Health and Scientific Affairs) in accordance
with the procedures established therefor, every invention made by
him (whether or not jointly with others) which bears any relation
to his official duties or which was made in whole or in any part
during working hours, or with any contribution of Government
facilities, equipment, material, funds, or information, or of time
or services of other Government employees on official duty.

17.3 Determination as to domestic rights.

The determination of the ownership of the domestic right,
title, and interest in and to an invention which is or may be
patentable, made by a Government employee while under the adminis~

trative jurisdiction of the Department, shali be made in writing
by the Assistant Secretary (Health and Scientific Affairs), in
accor9ance with the provisions of Executive ,Order 10096 and Govern­
ment-wide regulations issued thereunder by the Commissioner of
Patents as follows:

(a) The Government as r~presentcd by the Assistant Secretary
(Health and Scientific Affairs) shall obtain the entire domestic
right, title and interest in and to all inventions made by any
Government employee (1) during working hours, or (2) ,with a contri­
bution by the Government, 0 f faci lities, equipment, materials, funds,
or information, or of eims or ser\'ices of other Government employees
on official duty, or (3) which bear a direct relation to or are made
in consequence of the official duties of the inventor.

(b) In any case where the contribution of the Government,
as measured by any one or more of the criteria set forth in para­
graph (a) of this section, to the invention is insufficient equitably
to justify a requirement of assignment to the Government of the
entire domestic right, title and interest in and to such invention,
or in any case where the Government has insufficient interest in an
invention to obtain the entire domestic right, title, and,interest ..
therein (although the Government,could obtain same under paragraph
(a) of this section); ,the Department, subject to, the approval of
the Commissioner, shall leave title to such,inve~tion in the employee,
subject, however, to the reservation to the GoVernment of a nonex­
clusive" irrevocable" royalty-free license in the invention with

p,age 4-,
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power to grant licenses forsll governmental purposes, such re8erva~

tion to appear, where practicable, in tAny patent, domestic or foreign,
,which may issue on such invention.

(c) In applying the provisions of paragraphs (a) and (b) of
this section to the facts and circumstances relating to the meking
of any particular invention, it shall be presumed that an invention
made by an employee who is employed or assigned (1) to invent or
improve or perfect any art, machine, manufacture, or composition of
matter, (2) to conduct or perform research, development work, or
both,(3) to supervise, direct, coordinal:e. or review Q)vsrIlllllllnt
financed or conducted research, development work, ",rhoth,or (4)
to act in a liaison capacit,y amonggovernmental or nongovernmental
agencies or individuals engaged in such work, falls within the'
provisions of paragraph (a) of this section, and it, shall be pre­
s~d that a,lY invention made by any other employee falls within
the provisions of paragraph (b) of th1sse,ction.Either preslDIIption
may be rebutted by a showing of the facts and circumstances and
shall not preclude a determination that these facl:s and circumstances
justify leaving the entire right, title ,and ,interest ,in and to the
inyenl:ionin the GoverIllllll!nt employee, ,subject to law.

,(d) In any case wherein ,the Government neither (1) obtairia
the entire domestic right, title and interest in and to an invention
pursuant to the provisions of paragraph (a) of this section, nor
(2) reserves a nonexclusive, irrevocable, royalty-free license in
the invention, with power to grant licenses for all governmental
purposes, pursuant to the provisions of paragraph (b) of this section,
the Government shall leave the entire right, title and interest in
and to the invention in the Government employee, subject to law.

57.4 Option to acguire foreign rights.

In any case where it is determined that all domestic :rights
should .be assigned to the Government, it shall further be determined,
pursuant to Executive Order 9865 and Government-wide regulations
issued thereunder, that the Government shall reserve an option to
require the assignment of such rights in all or in any specified
foreign countries. In case where the inventor is not required to
assign the patent rights in any foreign country or countries to the
Government or the Government fails to exercise its option within
such period of time as may be pzovfded by regulations bsued by 'the
'Commissioner of Patents, any application for, a patent which may be
filed in such country or countries by the inve.ntor or his assignee
shall nevertheless be subject to a nonexclusive, irrevocable,
royalty..free license to the Government for all governmental purposes,
including the power to iss~e sublicenses for use in behalf of the
Government 'and/or in furtherance of the foreign policies of the
Government.

TN-155 (10/20/66) Supersedes p. 5, Ch. 6..10 (TN..e3) GENERAL ADMINIS'IRATIOK
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(6:'10-10 cont'd) §7.7 Notice to employee of detct;mination.

The employee-inventor shall be notified in writing ~f the
Department's determination of the rights to his invention arid of
his right of appeal, if any. Notice need not be given if the
employee stated in writing that he would agree to, the determination
of ownership which was in fact made.

§7.8 Employee's right of appeal.

An employee who is aggrieved by a determination of the
Department may appeal to the, Commissioner of Patents, pursuant to
section 4(d) of Executive Order 10096, as amended by Executive Order
10930, and' regulattons Lssued thereunder, by 'filing a written appeal
with the Commissioner, in duplicate, and a copy of the appeal with
the Assistant Secretary (Health and Scientific Affairs), within 30
days (or such longer period' as the Commissione,r may, for good cause,
fix in any case)' after receiving written notice of such determina­
tion.

l'ART 8 -- INVEN'i'IONS RESULTING FROM'RESEARcHGRANTS.
FELLOWSHIP AWARDS, AND CONTRACTS FOR RESEARCH

Sec.
8.0 Policy.
8.1 Conditions to be included in research grants.
8.2 Determination as to domestic rights.
8.3 Licenses to the Government.
8.4 Option to acquire foreign rights.
8.5 Fellowships.
8.6 Contracts for research.
8.7 Cancer chemotherapy industrial research contracts.

AUTHORITY: §§ 8.0 to 8.7 issued under Reorg. Plan No. 1 of 1953,
18 F.R. 2053, 3 CFR 1949-1953 Comp., p. 1022; E.O. 10096,.15 F.R. 391,
3 CFR 1949-1953 Comp., p. 292; E.O. 10930, 26F.R. 2583, 3 CFR 1959-
1963 Comp., p. 456. '

i8.0 Policy.

(a) The Department of Health, Education, and'Welfare each
year is expending large sums in the form of grants for 'research.
These grants are made primarily by the Public Health Servi,cein
carrying out its .broad responsibility under the Publicllealth Service

'Act to promote and coordinate research in, the field ,of health and to '
make available information concerning such research and its practical
application. The scientific and technological advances attributable
in varying degrees to this expenditure of public funds frequently
include patentable inventions. .

,Page 6

"

GENERAL ADMINISTRATION Supersedes p. 6, Ch. 6-10 (TN-IS) TH-155 (10/20/66)



..
',;"a.ge. S

•
(6-10-10 continued)

REGULATIONS AND PROCEDURES
6-10-10•

power to grant licenses for all governmental purposes, such reserva~

tion to appear, where practicable, in any patent, dome~tic or foreign,
which ~ issue on auch ~nvention.

(c) In applying the provisions of parllSraphs (a) and (b) of
this section to the facts and circumstances relatill!Lto the 1IUIIIdng
of any particular invention, it shall be presumed that an invention
made by an employee who is employed or assigned (1) to invent or
improve or perfect any art, machine, manufacture, or composition of
matter, (2) \:0 conduct; or perform research, deve.lopmentwork, or
both, (3) to supervise, direct, coordinate, orrevieweovernment
financed or conducted research, development work, or both, or (4)
to act in a liaison capacity among governmental or nongovernmental
agencies or individuals engaged in such work, falls withiq·the·
provisions of paragraph (a) of this section, and it shall be. pre­
sumed that allY invention made by any other employee. falls. wi.thin
the provisions of paragraph (b) of this section. Either presumption
~ be rebutted by a showing of the facts and circumstances and
shall not preclude a determination that these facts and circumstances
justify leaving the entire right, titl~ and interest in and to the
invention in the Government emplQyee,subject to law•

. (d) In any case wherein.the Goverlmlent neither (1) obtairia
the entire domestic right, title and interest in and to an iuvention
pursuant to the provisions of paragraph (8) of t9is section, nor
(2) reserves a nonexclusive, irrevocable, royalty';'free license in
the invention, with power to grant license~for all governmental
purposes, pursuant to the provisions of paragraph (0) of this section,
the Government shall leave the entire right, title and interest in
and to the invention in the Gover~nt employee, subject to law.

§7.4 Option to acquire foreign rights.

In any case where it is determined that all domestic rights
should be assigned to the Government, itshal! further be determined,
pursuant to Executive Order 9865 and Government-wide regulations
issued thereunder, that the Government shall reserve an option to
require the assignment of such rights in all or in any specified
foreign countries. In case Where the inventor 1s not required to
assi!\n the patent ri!\hts in any foreign country or countries to the
Government or the Government fails to exercise its option within
such peroiod of time as may be provided by.regulations issued by 'the
Commissioner of Patents, any application for a patent which may.be
filed in such country or countries by the inventqr or his assignee
shall nevertheless be subject to a nonexclusive, irrevocable,
royalty-free license to the Government for al~governmentalpurpose.,

including the power to issue su~license8 for. use in behalf of the
Government and/or in furtherance of the foreign po1~cies of the
Government.

\
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(6-10-10 cont'd) §7.7 Notice to employee of detcl-mination~

The employee-inventor shall be notified in writing of the
Department's determination of the rights to his invention and of
his right of appeal, if any. Notice need not be given if the·
employee stated in writing that he would agree to. the determination
of ownership which was in fact made.

§7.8 Employee's right of appeal.

An employee who is aggrieved by a determination of the
Department may appeal to the Commissioner of Patents, pursuant to
section 4(~) of Executive Order 10096, as amended by Executive Order'
10930, and regulati.ons issued thereunder, by .filing a 1<i'ritten appeal
with the Commissioner, in duplicate, and a copy of the appeal with
the Assistant Secretary (Health and Scientific Affairs), within 3Ci
days (or such longer period' as the Commissioner may, for good cause,
fix in any case)' after receiving written notice of such determina­
tion.

I'ART 8 -- INVENTIONS RESULTING FROM RESEARCH GRANTS.
FELLOWSHIP AWARDS, AND CONTRACTS FOR RESEARCH

.Page 6

Sec.
8.0
8.1
8.2
8.3
8.4·
8.5
8.6
8.7

Policy. '.
Conditions to be included in research grants.
Determination as to domestic rights.
Licenses to the Government.
Option to acquire foreign rights.
Fellowships.
Contracts for research.
Cancer chemotherapy industrial research contracts.

"~THORITY: §§ 8.0 to 8.7 issued under Reorg. Plan No. 1 of 1953,
18 .F.R. 2053, 3 CFR 1949-1953 Gomp ,.; p , 1022; E.0.I0096, 15 F.R. 391,
3 CFR 1949-1953 Comp., p. 292; E.O. 10930, 26 F.R. 2583, 3CFR 1959-
1963 Comp., p, 456. .

18.0 Policy.

(a) The Department of Health, Education, and Welfare each
year is expending large sums in the form of grants for research.
These grants are made primarily by the Public Health Service in
carrying out its broad r",sponsibility under the Public Health Service
Act to. promote and coordinate researchin.the field of health and to
make available infOrmation concerning such research and ita practical
application. The scientific and technological advances attributable
in varying degrees to this. expenditure of public funds frequently
include patentable inventions~ .

GENERAL ADMINISTRATION Supersedes p. 6, Ch. 6-10 (TN-IS) TH-J~5 (10/20/66)
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(b) The Department, as a matter of policy, takes the position
that the results of research supported by grants of public moneys',
shoul~ be utilized in the manner which would best serve the public
interest. It is believed that the public interest will in general
be best served if inventive advances resulting therefrom are made
freely available to the Government, to science, to induatry, and to
the general public.

(c) On the other hand, in some cases it may be advisable to
permit a utilization of the patent process'in order to foster an
adequate conmercLaI development to make a new invention Widely
available. Moreover, it is recognized that inventions frequently
arise in the cours~ of research activities which also receive sub­
stantial support from other sourceS, as well as from the Federal
grant. It would not be consistent with the cooperative nature of
such activities to attribute a particular invention primarily to
.t·pl'0rt -rece i ved from any one source. In all these cases the Depart­
ment has a responsibility to see that the public use of the fruits
of the research will not be unduly restricted or denied.

(d) The following conditions have been'adopted to govern the
treatment of inventions made in these various types of situations.
They are designed to afford suitable protection to the public interest
While giving. appropriate recognition to the legitimate interests of
others who have contributed to the invention.

§8.1 Conditions to be included in research grants.

Subject to legislative directives or Executive Orders pro­
viding otherwise, all grants in aid of research shall provide as a
condi.tion that any Lnvent.Lcn arising out of the activities assisted'
by the grant .shall be promptly and fully reported, and shall provide,
either .

(a) That the ownership and manner of disposition of all
rights in and to such invention shall be subject to determination
by the ~sistant Secretary (Health and SCientific Affairs), or

(b) That the ownership .and disposition of all domestic rights
shall be left for determination by the grantee institution in
accordance with the grantee's eStablished .policies and procedures,
with such Jnnciifications as may be agreed upon and specified in the
grant, provided the Assistant Secretary Wealth and Scientific Affairs)
finds that these are such as to assure that the invention will be
made available without unreasonable restrictions or excessive roYalties,
and provided the Government shall receive a royalty-free license, with
a right to issue sublicenses as provided in 58.3, under any ~atent

applied for or obtained upon the invention.'

TN-155 (10/20/66) Supersedes p. 7, Ch. 6-10 (TN-Ii) GENERAL ADHlNISTRATION
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(6-10-10· cant'd) (c) Wherever practicable, any arrangement with the grantee

pursuant to paragraph (b). of this section shall proviae in accordance
with Executive Order 9865 that there be reserved to the .Government an
option, for a period to be prescribed, to file foreign patent applica­
tions upon the invention.

§8.2 Determination as to domestic rights.

Rights in any invention not subject to disposition by the
grantee pursuant to paragraph (b) of §8.l are for determination by
the Assistant Secretary (Realth and Scientific Affairs) as follows:

(8) ·.f he finds that there is adequate assurance that the
~nvention will either be effectively dedicated to the public, or
that a~/ patent which may be obtained thereunder will be generally
available for royalty-free and nonexcluaive licensing, the effectua­
tion of these results may be left to the grantee.

(b) If he finds that the invention Will thereby be more
adequately and qUickly developed for widest use and that there are
satisfactory safeguards against unreasonabl~ royalties and repressive
·practices, the imention may be assigned to a competent organization
for development and administration for the term of the patent or such
lesser period as may be deemed necessary.

(c) . If he finds that the interest of another contributing
Government agency is paramount to the interest of the Department of
Health, Education, and Welfare, or when otherwise legally required
or in the public interest, the invention may be left for disposition
by that agency in accordance with its own policy.

(d) In all other cases, he shan require that all domestic
rights in the invention shall be assigned to the United States
unless he determines that the invention is of such doubtful impor­
'anee or the Government's equity in the invention is so minor that
protective measures, except as provided in 58.3, are not necessary
in the public interest.

§8.3 Licenses to the Government.

Any arrangement or determination as to the disposition of
eights in inventions pursuant to 58.1,§8.2, 58.5, or §8.6 shall
require that there be reserved under any patent application or patent
thereon, domestic or foreign, a nonexclusive, irrevocable, royalty­
tree license to the Government with power to sublicense for all
gcvernmental purposes.

58.4 Option to acquire foreign rights.

In any case where it is determined that all domestic rights­
should be assigned to the Government, there shall be reserved to
the Government, pursuant to Executive Order 9865 and Government-wide

Page 7a
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regulations issued thereunder, an option to require the assignment of
all rights in the invention in all or in any specitied foreign
countries•. In any case where the inventor is r~t required to assign
the patent rights in any foreign country.or countries to the Govern­
ment, or the Government fails to exercise its option within such.
period of time as may be provided by regulations issued by the
Chairman of the Government Patents Board, any application for a
patent which may be filed in such country or countries by the inventor
or his assignee shall nevertheless be subject to a nonexclusive,
irrevocable, royalty-free license to the GoverI1!llel1t for all govern­
mental purposes, inc·luding the power to-sublicense for all governmental
purposes.

§8.5 Fellowships.

In the discretion of the Assistant Secretary (Health and
Scientific Affairs) , the award of a fellowship to a person not a
Govetnment employee may provide for the reporting of any invention
made during the term thereof, and for its dispoaition in accordance
with the provisions of paragraph (a) of §8.1, or for itsdiaposition
by the institution at which the research was performed in accordance
with its established policies, if applicable to such an invention,
which meet the requirements of paragraph· (b) of auch section.

§8.6Contracta for research.

(a) Contracts for research, with other than nonprofit insti­
tutions, shall provide that any invention first conceived or actually
reduced to practice in the course of the performance of the contract
shall be promptly and fully reported to .the Assistant Secretary (Health
and Scientific Affairs), for determination by him as to the manner of
disposition of all. rights in and to such invention, including the
right to require assignment of all rights to the United States or
dedication to the.public. In the exercise of this power he wil~ be
guided by the policy specified in 58.2 with respect to grants.

(b) Contracts for research with nonprofit institutio.ns shall
contain provisions as in paragraph (a) of this section except that,
if it is determined that the institution's policies and procedures
are acceptable as me~ting the requirements of 58.1(b) with respect to
grants, the contract may provide, with such special stipulations in
the contract as may be deemed necessary in the public interest, for
leaving the ownership and disposition of all domestic ~ights for
determination by the contracting institution in accordance with such
policies and procedures.

58.7 Cancer chemotherapy industrial research cOntracts.

Notwithstanding the provisions of 58.6, the Surgeon General
in the negotiation of contracts with other than nonprofit organiza­
tions for the cancer chemotherapy research program shall be subject
only to such. Jimitations. and alternatives as the Assistant Secretary
~Health and Scientific Affairs) may approve for such program.

TNc155 (10/20/66) GENERAL ADMINISTRATION
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(a) General Policy

(1) Chemical compounds having potential medicinal and other utilities are
often synthesized or identified during the course of research financed under
DHEW research grants and awards. Reporting, filing patent applications on,
and determining ownership in' inventions relating to such compoUnds pose prob­
lems which require special attention. After a compound has been synthesized,
it generally will not constitute a patentable invention under the patent laws
of the United States until a specific utility for the compound has been estab­
lished. It is the policy of the Department that all compounds synthesized or
identified during the course of grant-supported research should be adequately
screened and tested in Government or nongovernment facilities in order that
all possible utilities may. be ascertained and that any promising compounds
may be fully developed for widest possible use, The Department encourages
the utilization',whenever appropriate, of the screening services of the Cancer
Chemotherapy National Service Center and the Walter Reed Army Institute of
Research.

{2) It is the polipy of the Department notwithstanding anything to the
contrary under patent law of the United States or requirements of U.S. Patent
Office practice, to acquire no ownership rights to inventions claiming novel
~e~hods of using compounds, where such use inventions are first conceived and
reduced to practice solely by the screening or testing organization without
the use of grant funds.

(b) Screening performed with use of grant funds

Where nongovernmental facilities are utilized for screening services
to be performed and paid for by the grantee (as used in this section, the
term "grantee" refers to awardees in addition to grantee institutions) with
grant funds, the grantee shall obtain an agreement with the screening organi­
zation providing that the screener shall promptly report to the grantee the
details of any positive findings of utility for the compound and that all
invention rights relating to the compound and its utility shall, as between
the grantee and the screener, vest in the grantee. Upon receipt of such
report .of positive findings, the grantee shall promptly forward copies to
DHEW. .Ownership of all invention rights to the ..compound or reported utili­
ties shall be. subject to the disposition by the Assistant Secretary (Health
and Scientific Affairs) as provided by the terms of the grantor award in
accordance with Section 8.2, except that where the grantee institution has
entered into an Institutional Patent Agreement with the Department pursuant
to Section 8.l(b) above, ownership of the invention rights shall be in accor­
dance with the.terms of that Agreement.

(c) Screening performed without the use of grant funds

Where screening is to be performed at nongovernmental facilities
without the use of grant funds, the grantee may proceed to have compounds
screened under one of the following arrangements:

GENE&\L ADMINISTRATION
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REGULATIONS AND PROCEDURES 6-10-10•

(1) Institutional Patent Agreement Where the grantee institution
has entered into an Institutional Patent Agreement with the Department under
S~ction 8.l(b) of the Dep~rtment Patent Regulations, the grantee shall enter
into an agreement with the screener which shall be consistent with, and will
permit the grantee to fully comply with its obligations under such Institu­
tional Patent Agreement. The agreement with the screener shall, as a Dlinimum,
providethat~ership of pate~t rights to inventions resulting from the
screening prq~~ssshall.vest,depending on the law of inventorship, in the
grantee, the~creener, or. both, except that such agreement may leave to screen­
ingor t~stingorganizations~ership rights to inventions claiming novel
metihods of using compounds, where such use inventions are. first conceived
and reduced. topracticesolE\.ly by the screening or testing organization with­
out the use.",f grant awards. ':[he grantee shall administer all invention
rights to the compo~nd ~nd all ",ther invention rights vested in the grantee
in accordance with the terms of the Institutional Patent Agreement.

(2) Patent Agreements for Screening -- Where an Institutional Patent
Agreement is not in effect ,the grantee shall enter into an agreement with a
screene.rto govern disposition of rights to inventions resulting from the
screening. Such agreements shall be .1 n the form prescribed by or as may be
approved by the Department and shall be consistent with the policy set forth
in (a).

(3) DetE\rmination of Invention Rights Prior to Screening -- Where a
grantee has not entered ~ntoan Institutional Patent Agreement, it may, prior
to making arrangements f",r screening, petition the Assistant Secretary (Health
and S~ientific Affa.irs) requesting a determination that invention rights per­
taining to an identified compound be assigned to the grantee for administra­
tion, pursuant to the provisions of Section 8.2(b) above. Determinations
under Section 8.2(b) normally permit the grantee to grant exclusive licenses
for a limited period of time. Such petition must demonstrate that an assign­
ment is required in order to achieve effective scrE\ening of the compound and
any resul.ting inventions will thereby be morelldequately and quickly developed
for widest use. .
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6-10-20 PATENT POLICY APPLICABLE TO CANCER

CHEKJTHERAPY nmUSTRIAL RESEARCH COl,'TRACTS

A. General

1. The cancer chemotherapy program of the Public Health Service is
an.intensified effort, with special appropriati~nsmelle available
UIXier a Congressional directive, to explore exhaustively and
rapidly the potentialities of. chemicalcampoums in the control
of cancer. Because of the peculiar eXi~ncies of this progl'8lll

..lIDi. in order that the resources of pharmaceutical and chemical
firms may be brought to bear with a minimum of delay, certain
exceptiolll!l to general Department policy will be permitted in the
negotiation of industrial contracts for this program.

2. . Indu.strial research contracts for this program may contain
either:

a. thsst.andard patent clauses, reserving to the Surgeon General
the right to determine the disposition of inventlonsarising
from the performance of the contract or, in lieu of such
right,

b. stsniard alternative clauses leaving the right to patent and
exploit such inventions with the. contractor, subject to
certain limitations deemed necessary to protect the pUblic's
interest in the results of the contractedresearch~

:3. Department policy concerning the negotiation and operation of the
alternative clauses:

a. contract negotiations: The alternatives in1icated will be
made available in the negotiations with all contracting
companies without discrimination.

b. Public interest: The operation of these alternatiVll clauses
will be closely reviewed to assure thst the following basic
objectives are maintained in the public interest:

(1) The availability of information concerning the results
of research and the right, without urdue delay, to make
disclosures to the extent essential to serve the research
need;

(2) The availability for development aDd use of health
purposes, on reasonable terms, of inventions arising
frCllll the research contract, wether actual developmant
and production is to be IDBde by the contractor himself
or by others; and

Page g-
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(6-1.O-20.A3 cOll.tinued)

(3) Sullt.ell'llltl cODCentration on the antl-eaiu:er objective at
ell I"IlS01.U"Ces IIObi,Ul'lIlld fQl' tDs~" at the
contract.

c. ContractOlj"@ intereA: ':I:'he Surgeon General or biB reprs!len­
tatl'9'8l1 !!hall maintain clo. consultat1oml with tho contractor
COlWl:l1"lling q1.'lestlCll!1 affecting the public nNd for the
products of 1nwntloll!l which ua subject to the ltlllitatiOlUl
prellCrib-",d in the alternative cll!lUI!eS for the protection at
the pUblic interest with respect to their suppl;r, price, am
qualit,y. The ob.1ectha of t~i5<ll cm1Bll.ltations Ghall be to
promote I': llIl.1tual avarellBSs of such _tters in order to U/Il.IrII

to the contractor (uDder hiB right to axploit tbe invention)
an opportunity on hill 0'Wn ittit1ative to taka such actions
regarding tham as he believes would be in his am in tbA
public interest.

B. C t h_ t f to. When the oontract
is for research including contracts for product developlllBnt tl8cesllaI7
for. purposes of research) to be ~I'formed l:.tY the c~ (with or
vitiwut provision for subcontracting). tlls. contract, all an alternatift
to the· staJ:dard Pl':tent C~8, IIIS:fJlroV'1de for leaviDg to the eee­
tractor the right to patent ani exploit all;T invention conceiftd or
tirst. actually reduced to pmctiCll In. the course of the peI'fOl"lllBllCG
oftbe .contract subject, however, to the follovillg lWtations which
are. deemed Mcellaar,y to protect the. PUblic int.erest.1

1. Reporting. ~_nt that. the contractor vill report prOlllPtl;y to
the lhrgeon GeneraJ. all;T such invention am vi11 also report
prCIIIIIPtl;ythe fUing of any domastlc or foreign patent sppl1cation
thereon or his election not to rUe such application. Inwntion
Report lIhall be required after the conception or firllt actu8i
rsduction to practice of each invention that reasonabl;y sppears
to be Pl':tentable ani, in any event. as aoon u en;y evidence of
uUlit,y has been developed (whether in It blJalth or other field of
WIS).

2. Ilil1!Cloaure. RSlI8rvation to the Surgeon General of tba right to
IIIlIIce d1aclollUre of' thEi invuntion. vb8D11ve.r he dellllls it in the
public interest, after t.eldnginto COnsideration a reasonable
oppoi'tunit,y to the. contractor to protect such rights all ba 'fMI1
haft in the invention. The contract DJIJ;fsp8c1f;y that euch dis­
closure shall not in en;y case. vithout the cOMent of the
contractor, be made in lalls than six montha from the time the
Surgeon General determinee the invention vas or should haw been
reported •
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(~19-20B continued)

3. Ligense to the GovertlQleIll. Reservation to the Government of an
trrevocable, nonexcIusdvs , royal ty-f'res Lf.cenae to practice or
cause to be practiced, by or for the Government ti'.roughout the
world, each subject invention (whether patented or unpatented)
in the manufacture, use or disposition according to la10l of any
article or material or in the nss of any method or proceas.

4. FdM ts /lfl!<st hsaUb.J:l~$S15.

a. In recognition of the Goverl"'ent I a investment and tlw public ,
interest in the rElsulta of contracted rSl!earch,3i'"SlOOnt
that whe~vsr, aubaequent to tha contraotor's filing of a
patent application for ~. invantion oonceived or first
actually reduced to prll.,)'ti~e in the,oourlHI of the performance
of a contraot, the Sl:l'gllon wll8re.l, after oli<rirlning and
oonsidering the ach"i>le of such a:l vieoIj' bodies or consult­
ants as 'he deems approprist<:> and competent, haa groun:1 to
bBl1ew thAt such imrontion, wether rela~ to a product,
process, or otherwiall, ia at suchst.aga of MwlopmeD.t that.
1£ it vera more g0n.erally availabls.it w"B1d meat a health
need, am t.'w.t the public interest -11- I'IllquL"'ell the invsntion
to be available fO!'haa1thpurposlla to others thM the Call­
tractor and hie licensees, he ahall so notity the contractor,
giving ~MOns thaNfor, ..andraCjU$st h!In' with:l.n a tim!
specified, to take s:ppropriate steps to JllI!st the publie need,
which may include the iaauanca of licensee to additional
manufacturers of the contractor I a O\l!l slll...,ction. (Such re­
quests shall be suppl,,~.antW7 to such int'oi:'llla1 consultationa
betwen the Surg00n Ge:lleral or his reprellantative and thll
contractor as havs taken plaoe in acccrdance IoIi th the provi­
sions of ilection &..3c a,bpve.)

b. If, upon expiration or thatiloo apecitied, or weh extension
thereof as s:ppr()~ by the S.xrgeon General, the Surgeon
General fi008 that the contractor has failed to take, IIPpro-'
prdate stePs adequate to mast the pUblic need, he ehall
notify the contractcr, with re.asonlltlwrefor, that at the eai
of ·90 day-II from such notice he will exercisill the rightll
specified below. ti' Within 29 daYII of receipt of such notice
the contractor fails to fila e. written reqoost for a hearing
a,s provided below, thll StiJ:'geon ~nllral shall upon expiration
of the above 9O-day pez-Lod haw the rightl

J/ With respect to Ilupply, qUal!t.y,01" price
l,
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(6-1Q..20 .131, conti!".!'''''' ~

(1) to dedicate to t.he publJ c all rights in the invention
V or;

(~) to ieaue (urder or ill anticipat.ion of the Lasuanee oJ:
any such patent) noneJCclusivs, rOyalty-free licenses
(for practice of the invention for any health purpose)
on a nondiscriminatory ballia to ell qualified applicanta
to use, llla11ufecture and sell embcdJ.:nents of the inven­
tion for any health purpose. 1/

c. If', wi thin 20 days of rece1pt of notice, the contractor tiles
such I'tl'luest'for a hearing, '\.heSurgeon General, or a repre­
sentative or representativu des1gnatf,d by him for this pur­
pOElll,shall afford the contractor a reasonable opportunity to
be heard, to be represented by counsel, to present any perti­
nentinfoI'lillltion and argument, aut tv. rebut allY otiler into1"lll8.­
't':'Oi;~O i4l considersdin reacl;u.g "decision. The tiOOings by
the$urgeon Gener$! .01' such repx;esentative (a) shall be in
writing, IIha1l be¥sed solely (lnthe material presen'1:.ed at
the' hearing, elld shall be final ani binding on the contractor.
If tl,e surgeon General's decision based on, these fiOOinge be
that ti:.ol oontractor has not I118t the pUblic need am that
public dedication or sdditional licel18!ng by the Surgeon
(lell&rs.J. isnacessary in .the pUblicinterest,hslllRy so dedi.,
cate or license, ef't'ective at the eOO oJ: t.Ila abow-prortded
9o..dsyperiodor at the oonclusion .or the hearing, whicheV8r
h later. .

S. Contractor's determination not to patent.--Fdlure to Pursue
Application. Agreement that in the event tlle contractor electe,
vit.hinaperiod (not to exceed six months afte.r the invention
1oI8.11 or should have been reported) specified in the contract, not
to.filea patentappl1cation on the illwntion, or, having elected
to file "thereaftel' fails to file and diligently prosecu,e a
patent application, the Surgeon General, when he deems it neces­
sary in ord.er t.o protect the availability of the inventioll for
11e.alth purposea, shall have the right to require the assignment
to the Govermnentof all domestic rights therein except for the
reservation of a nonexclusive r~yalty-free license to the
contractor. '.

11 Su~h dedication to be effective against the contractor and ~' persons
claiming from him upon filing by the Surgeon General Wl th tm Comm1s­
81ollel' of Patents of notice oJ: same.

)./ Eit~er ~ ne or both of these alternatives shall be specif~·xl '.n the'
'n:;'", ..,:...~.~.~, .
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•(6-10-20B continued)

6. Foreign Rights. Similarly, agl'eellluut that if the contractor tails
to file, or elects not to file, foreign patent applications which
the SUrgeon General detannines are necessary to protect the avail­
ability of t,he invention for health purposes in other countries,
the Surgeon General may require the assignment of the foreign
rights.

Page 12"

7. Renegotiation on new leadll. (Such a provision not mardatory).
The contract may provide that if, in the course of the performance
of the contract, the contractor identifies any U1lW lead which it
wishes to develop"at its own expenee~ wit,hout utilization of faci­
lities financed by the Government, .the Surgeon General JllS;y, when
he deems it consistent 'lith advancement oftha research purposes
of the Government, renegotiate the application of the patent pro­
visions of the contract to such new lead. Any modification of the
terms of the contract shall be uponsueh consideration (which may
be used to reduce the obligation of: the Government under the con­
tract) as the Surgeon General may deem equitable under the circum­
stances, after taking into cl,lnsideration the extent of the invest­
ment of the Government in relation to the probable cost of further
development.

C. contracting With suppliera for acreening andteeting onlY'

1. '-':len a eompanyfurniahea, f:or controlled screening and testing
only, compounds or products not otheI'lolise available to the Service
and in whi ch the company has a proprietary intet"ll st, the contract·
ms.y provide. that· all rights in thecornpound or product shall remain
in the t'orllpany. It may aitditi0nally provide fl,lr confidentiality of
the results for a limited period after the completion of the screen­
ingprocessand the report of the' results by the Service to the sup­
plier. Such period, as to results deemed significant for the re­
search purpose, shall not exceed 12 months.

2. When the screeninge.ni testing of compounds obtained fran the sup­
plier under such a contract is carried out by an outside laborator,r,
the contract of the Service with the laboratory will contain provi­
sions to safeguard the rights of the supplier under its contract
with the Service.

GENERAL ADMINISTRATION TN-21 (7/31/58)
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(6-10-20 continued)
. RBGULATI<JIS AND PROOEDURZS •

6-1o-2OE

".' il. IDDntion' bf hsllfal 'mlm". InTentions med. by Fed.ral lIIIIP101l111',
or b1 FPd.ral tIlIp1a,e.. jointly with other•• are subj.ct to d.termina­
tion WJ:Ier IPPl1cable EacutiD Order. and IlepartMnt regulation••
Appropriate ret.rence to thi! requ1~ntwill be mPde 1lIl...-et1en
with contract! with IlUppl1.rt ot chal1cal cCllpClWld. tor WI! in
reMarCh to be cOlJiuctPd by the Serrice. am contracts tor reuearch
aM d.nJ.opIl8nt in which Federal emp1oyte••y in &IV" vq partici­
pate.

I. llerlserMlIJ" patent. or .r1ght1!. Nothing 1n thi. poliC)' .tatemen't shall
be de•• to 111dt the· authority ot the aJ,rpon General to negotiate
tor a l1ceZlH or other riiht!WJ:Ier .x!.tilll pateJrt.. or invo1v1.ng the
u.. or p.tentPd or UIlpateDted cOlllpClUDi. or proce..... 8JI belU7.J!e.
118C....1'1 tor the effectiD prot,cution of the canc.r ehelllOtheraW
progr&lll.
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