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

6-lO-00 §COPE

This Chapter contains:

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

2. Department patent policy; spproved 7/31/58 by the Secretary,
establishing the limitaUons referred to in section 8.7 of
the Department regulations for the negotiation of cancer
chemotherapy industrial zesearch ~ontracts.

0- 6-10-10 REm.ATI<l.NS

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

and Welfare, General Admini~tration

PART 6~-INVENTIONS AND PATEffTS
(GENERAL)

PART 7--EMPLOYEE INVENTIONS

PART 8~-I~~NTIONS RESULTING FROMRE
SEARCH GRANTS. FELUJiSHIPAWI\RDS.

AND CONTRACTS FOR RESEARCH

The follow,ing parts are Departl!l'1nt rules "and policies re laU ng to
inventions which are made by Department employees having a relation to
their official duties or with some contribution from the Government or
which arise from research or related acUvi ti'es assisted by grants or
otherwise under programs administered by the Department.

PART 6 -- INVENTIONS AMl PATENTS (GENERAL)

,,"
Getleral Policy.
Publication or patenting of inventions.
Ge'neral Responsibility.

Sec.
6.0
6.1
6.2'.' ,~ "
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:6-10-10 cont 'ei)
6.3 Government-owned patents; Liceus Lug ; dedication to the pulllic.'
6.4 Central records; confidentialily.

AUTHORITY: §§ 6.0 to (,.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~\R. 391,
3 CFR 1949-1953 Comp., p. 292; C.O. 10930, 26 F.R. 2583, 3 CFR!1959
1963 Comp., p. 456.

, ) "-

§6.0 General Poli.£Y.!...._-----
Inventions developed throu~l the resources and activities of

the Department are a potential re source of great value to the public
health and welfsre. It is the policy of the Departnient : '

(a), To safeguard the public interest in inventions dev loped
by Department employees, contractors 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 pertinen
statutes,Executive Orders and general Government regulations, for

, the, determination of rights and obligations relating to the pa ent-
'ing of inventions. '

§6.l Publication or patenting...2.;. inventions.

It is the general policy of the Department ,that, the l:esults
of Department research 6hould be made widely, promptly and freely
available to other res0arch wOl:ker" and 'to the public. This
availability can genen;,lly be' adequately pr eserved by the dedi~a

tion of a Government-owned invention to the public. Determinations
to file a domestic patent application on i.\wunHons in which tlte
Department has sn 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 det",rminations not to apP,ly
for a domestic patent on employeeinveiltions are subject to re'liew
and approval by theCommi.ssioner of Patents. Except where deemed
nece ssary for protecting the patent claim, the fact Lhat a pat~nt
application has been or may be HIed will not require any departure
from normal policy regarding the dissemination of the results bf
Department reseal:ch.

§6.2 general Responsibility.

The Assistant Secretary (He&lth and ScientifiC Affairs) is
responsible for the administration of the invention and patent
program of the Deparcment and the determination of rights .i,n
inventions and patents in whi~h the Department 'has an interest.'

GBIIIAL ADMINISTRATION Supersedes p, 2, cu. 6~IO ('IN-59) ~;"155 (10/20/66)
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C6.io~10 continued) •

§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 standards relating to the
quality or testing of the products to be manufactured, SOld, or
distributed thereunder.

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.
391. 3CFR 1949-1953 Comp., p. 292; E.O. 10930, 26 F.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 employee. civilian or military, except such part-time
employees or part-time consultants as may be excluded therefrom by a

. 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.

TN-69.15 (10/1/69) Supersedes p. 3, TN-155 GENERAL AIJaNISTRATION
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impracticable or inequitable, giving the reasons therefor. ~ person
shall not be considered to be a part-time employee or part-time
consultant for this purpose unless the terms of his employmer\t con
template that he shall work for less than the minimum number pf
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.

57.1 Duty of employee to report inventions.

Everl 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.

57.3 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, shall be made in writing
by the Assistant Secretary (Health and Scientific Affairs), in
accordance with the provisions of Executive Order 10096 and Govern
ment-wide regulations issued ther~under by the Commissioner of
Patents as follows:

(a) The Government as represented by the Assistant S~cretary

(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 of facilities, equipment, materials·, funds,
or information, or of time or ser\'icp.s 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 ~asured 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 thia section); the Department, subject to the approval of
the Commissioner, shall leave title to such invention in th~ employee,
subject. however, to the reservation to the Government of a lnonex
elusive,. irrevocable, royalty-free license in the invention with

Page 4
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(6-10-10 continued)

power to grant licenses for all governmental purposes, such reserva-'
tion to appear, where practicable, in any patent, domestic or foreign,
which may issue on auch invention.

(c) In applying the provisions of paragraphs (.> andi (b) of
this section to the facts and circumstances relating to the m&k!ng
of any particular invention, it shall be presumed that an in¥ention
made by an employee who is employed or assigned (1) to inven~ or
improve or perfect a~l.art, machine, manufacture, O~ composi~ion of
matter, (2) to conduct or perform research, develojl<lleDt worki, or

'both, (3) to supervise, direct, coordinate, or review Gover~nt
financed or conducted research, development work, or both, or (4)
to act in a liaison capacity among goverllllll!ntal or nongoverllllilental
agencies or individuals engaged inauch work,j:alls withi'l the'
provisions of paragraph (8) of this section, and it shall bei pre.
sumed that a,lY invention made by any other employee falls wi,thin
the provisions of paragraph (b) of this section. Either pre'sumption .
may be rebutted by a showing of the facts and c1rcumstallCes .and
shall not preclude a determination that these facts and circUmstances
justify leaVing .the entire right, title .and interest in aDd to the
invention in the Goverllllll!lnt employee, ,subject to law.

,(d) In any case wherein ,the Government neither (1) obtains
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 thi.s section.
the Government shall leave the entire right, title and inte~est in
and to the invention in the Government employee, subject to 'lew.

17.4 Option to acquire foreign rights.

In any case where it is determined that all domesticirights
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 rignts in all or in any speci.fied
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 prOVided by regulations issued by 'the
Commissioner of Patents, any application for a patent which:m8y be
filed in such country or countries by the inventor or his aasignee
shall nevertheless be subject to a nonexclusive, irrevocabl~,

royalty-free license to the Government for allgovernmentalipurposes,
including the power to issue sublicenses for use in behalf of the
Government and/or in furtherance of the foreign policies ofithe
Government.

'111'-155 (10/20/66) Supersedes p. 5. Ch. 6-10 (TN-e3) GENERAL ADKlRISTRATIOK
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The employee-inventor shall be notified in 'writing of 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.

.. ' .
(6-10-10 cont'd) §7.7 Notice to employee of detet-mination.

S7.8 Employee's right of apE€al,

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 Executiv~ Order'
10930. and regulat:'ons Ls sued thereunder, by' filing a written ,appeal
with the Commissioner, in duplicate, and a copy of the appeal ~ith

the Assistant Secretary (Health and Scientific Affairs), within 3d
days (or such longer period' as the Commissioner may" for.good icause,
fix in any case)' after receiving written notice of such determina-
tion. '

I'MT 8 -- INVENTIONS RESULTING FROM' RESEARCH GMN'rS.
FELLOWSHIP AWAllDS. 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 1~53,

18 F.R. 2053, 3CFR 1949-1953 Comp., p. 1022; E.O. 10096, 15 F.R. 391,
3 CFR 1949-1953 Comp., p.'292; E.O. 10930, 26 F.R. 2583,3 CPR 1959-
1963 Comp., p, 456. ' ,

58.0 Policy.

(a) The Department of Health, Education, and Welfare each
year is expending large sums in the form of grants for·resear6h.
These grants are made primarily by the Public Health Service in
carrying out its broad r~sponsibility under the Public Health I Service
Act to promote and coordinate research in the field of healthiand 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. .

GENERAL ADMINISTRATION Supersedes p. 6, Ch. 6-10 (TN-IS) 'm-155 (10/20/66)
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REGULATIONS AND PllOCEDtlllES
6-10-10

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

tion to appear, where practicable, in any patent, domestic o~ foreign,
which may issue on aueh inVention.

(c) In applying the provisions of paragraphs <a) and i(b) of
this section to the facts and. circumstances relating to the making
of any particular invention, it shall be presumed that an irn:ention
made by an employee who is employed or assigned (1) to inven~ or
improve or perfect any ,art, machine, manufacture, or composition of
matter, (2) to CQuduct or perform research, develoJllllent work, or
both, (3) to supervise, direct, coordinate, or review Government
financed or ccnduct.ed research, development work, or both, 0lf (4)
to act in a liaison capacity~ng governmental or nongove~ntal

agencies Qr individuale engaged ineuch work, falls within'the'
provisions of paragraph (a) of this section, and it shall belpre.
sumed that a''Y iIIYentiQn made by any other employee falls within
F~e Provisions, of paragraph (b) of this section. Either pre~umption

may be rebutted by a showing of the facts and circUlll8tances and
shall llOt preclude a determination that these facts and circumstances
JUBtify leaving the entire right, title and interest in and to the
invention in the Goverrilllent emplQyee, ,subject to law.

,(d) In any case wherein.the Government neither (1) obtailia
the entire domestic right, title and interest in and to an iuvention
pursuant to the provisions of paragraph <a) of this section; I nor
(2) reserves a nonexclusive, irrevocable, royelty.free licen~e in
the invention, with power to grant licenses for all governmental
purposes, pursuant to the provisions of paragraph (b) of thi. section,
the Government shall leave the entire right, title and'interest in
and to the invention in the Government employee, subject to Ilaw.

§7.4 Option to acquire 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
a~sign the patent rights in any foreig~ country or countrie~ to the
Government or th~ Government fails to exercise its option within

, such period of time as maybe provided by regulatiOns issued by 'the
Commissioner of Patents, any application for a patent which I may ,be
filed in such country or countries by the inventor or his a~signee

shall nevertheless be subject to a nonexclusive, irr.evocabl~,

royalty-free license to the Government for all governmental, purposes,
includi~ the'p~er to issue sublicenses for use in behalf?f the
Government and/or in furtherance of the foreign pOlicies of' the
Government. .

1'N-155 (10/20/66). . Supersedes p. 5, Cit. 6-10 (TN-e3) GENEIW. ADHUllSTRATIOK
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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 1of
his right of appeal,ifany. Notice need not. be given if the'
employee stated in "'riting that he would agree to the detetmination
of ownership which was in fact made.

§7.8 Employee's right of appeal.

An employee who is aggrieved by a detetminationof the
Department may appeal to the Commissioner of Patents, pursuant to
section 4(~) of Executive Order 10096, as amended by Executive Order·
10930, and regulations issued 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 so
days (or such longer perLed' as the Commissioner may,. for .good.lcause,
fix in any case)· after receiving written notice .of such dete~na-
tion. -,

l'ART 8 -- INWNJ:IONS RESuLTING FROM RESEARCH GRANTS, .
FELt.OWSHIP 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 Opt~09 to acquire foreign rights.
8.5 Fellowships.
8.6 Contracts for research.
8.7 Cancer chemotherapy industrial research contracts.

v

.Pag~ 6
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AUTHORITY: §§ 8.0 to 8.7 issued under Reorg. Plan No. 1 of 1~53,

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, 26 F.R. 2583, 3 CFR 1959-
1963 Comp., p. 456. .

§8.0 Policy.

(a) The Department of Health, Education, and Welfarei!ach
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 rcspol1sibility under the Public Healthi Service
Act to prOIlIllte and coordinate research in the field ot healthi and to .
make available informatiol1 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. . .

GENERAL ADMINISTRATION Supersedes p. 6, eh.· 6-10 (TN-15) ,'rN-J.55 (lO/20/(6)
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(6-10-10 continued)

(b) The Department, as a matter of policy, takes the position
that the results of research supported by grants of public *,neys"
shoulQ be utilized in the manner which would best serve the I public
interest. It is believed that the public interest.will in general
be best served if inventive advances resulting therefrom are made
freely svailable to the Government, to science. to industry; 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
adequateconunercial development to make a new invention wid~ly

available. Moreover, it is recognized that inventions frequently
arise in the course of research activities which also receive sub
stsntial 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
.~pport received fro~ any one source. In all these 'cases t~e 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 situationa.
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
condition that any invention arising out of the activities assisted'
by the grant shall be promptly and fully reported. and shall provide.
eiili~ ,

(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).1 or

(b) That the ownership and disposition of all domes~ic rights
shall be left for determination by the grantee institution ~n

accordance with the grantee's established policies and proc~dures,

with such mndifications as may be agreed upon and specified' in the
granc , provided the Assistant Secretary (Haal.th and Scientilfic Affairs)
finds that these are such as to assure that the invention will be
made available without unreasonable restrictions or excessi~e roYalties.
and provided the Government shall receive a royalty-free li,cense. With
a right to issue sublicenses as provided in S8.3. under any ~atent

applied for or obtained upon the invention.'

qENERAL ADMlNlSTBArION~uperseaes p. 7. Ch. 6.10 (TN-17)'XN-155 (10/20/00)
.,.. - . _.,....~-:-;:=-;~-:;:-----::-:-:----;-----:;--:::---;--:::::-::::::"":-:;:'-------==±~=-------_ ...._-_.~ J/;\ "' ..• _ _~ __
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(6-10-10' cant'd) (c) Wherever prae t tcabte , any arrangement with the grantee
pursuant to paragraph (b). of this section shall provide 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.·

S8.2 Determination as to domestic rights.

Rights in any invention not sllbject to disposition by the
grantee pursuant to paragraph (b) of §8.l are for determination by
the Assistant Secretary (Health 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~J patent which may be obtained thereunder will 'be generally
available for royalty-free· and nonexclusive 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 unreasonable royalties and repressive
,practices, the invention 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 shall require that all domestic
ril>hts in the invention shall be assigned to the United States
unless he deteimines that the invention is of such doui>tful impor
'ance or the Government's equity in the invention is so minor that
protective measures, except as provided in 18.3, are not necessary
in the public interest.

§8.3 Licenses to the Government.

Any arrangement or determination as to the disposition of
rl~hts in inventions'pursuant to S8.1, §8.2, §8.5, or §8.6 shall
require that there be reserved under any pat.ent application or patent
thereon, domestic or foreign, a nonexclusive, irrevocable, royalty
tree license to the Government with power to sublicense for all
governmental purposes.

18.4 ·Option to acquire foreign rights.

In any case where it is determined that all domestic rights'
~hould be assigned to the Government, there shall be resexved to
the Government, pursuant to Executive Order 9865 and Govermnent-wide

G~NERAL ADMINISTRATION Tll-155 (W/2o/66)



(6-10-10 continued)

regulations issued thereunder, an option to require the assignment of
all rights in the invention in all or in anyspeci£ied foreign
countries. In any case where the inventor is not 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 count~l or countries by the inventor
or his assignee shall nevertheless be subject to a nonexclusive,
irrevocable, royalty-free license to the Government for all govern
mental purposes, inc'luding the power to-sublicense for all governmental
purposes.

;Pf5f!.<: ~- REGULATIONS AND PROCEDURES 6-10-10

58.5 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 disposition in accordance
with the provisions of paragraph (a) of 58.1, or for its disposition
by the institution at which the research was performed in accordance
with its established policies, if applicable to such an invelltion,
which meet the requirements of paragraph' (b) of such section.

58~6 Contracts 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 r.eported to the Asaistant 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 will be

. guided by the policy specified in 58.2 with respect to grants.

(b) Contracts for research with nonprofit institutions ahall
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 meeting the requirements of 58.1(b) with respect to
grants, the contract may provide, with such special stipulations in
the contract as maybe deemed necessary in the public interest, for
leaving the ownership and disposition of all domestic rights for
determination by the contracting institution in accordance with such
policies snd 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 limitations and alternatives as the Assistant Secretary
(Health and Scientific Affairs) may approve for such program.

TN-155 (10/20/66) GENERAL ADMINISTRAnON
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sa.a Screening of compounds generated under DHEW grants and awards

(a) General Policy

(1.) Chemical compounds having potential medicinal and other utilities are
often synthesized or identified during the course of research >financed under
DREW 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 iLn 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 iInstitute of
Research.

(2) It is the policy of the Department notwithstanding anything to the
contrary under patent law of the United States or r.equirements of U.S. Patent
Office practice, to acquire no ownership rights to inventions iclaiming novel
methods 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 sereening 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
DREW. 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 grant ,or 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 8.1(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 9-69.l (113/69)
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(6-10-10 continued)

(1) Institutional Patent Agreement -- Where the grant~e institution
has entered into an Institutional Patent Agreement with the Department under
Section 8.1(b) of the Department 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 ~uch Institu
tional Patent Agreement. The agreement with the screener aha I'L, as a n,inimum,
provide that ownership of patent rights to inventions resultin'g from the
screening process shall vest, depending On the law of inventor'ship, in the
grantee, the screener, or both, except that such agreement may, leave to screen
ing or testing organizations ownership rights to inventions cl~iming novel
methods of using compounds, where such use inventions are first conceived
and reduced to practice solely by the screening or testing organization with
out the use of grant awards • The grantee shall administer a l l: invention
rights to the compound and all other invention rights vested in the grantee
in accordance with the terms of the Institutional Patent Agreement.

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

(3) Determination of Invention Rights Prior to Screening -- Where a
-grantee has not entered into an Institutional l'atent Agreement" it may, prior
to making arrangemti!nts for screening, petition the Assistant S,ecretary (Health
and Scientific Affairs) 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 exc~usi~e licenses
for a limited period of time. Such petition must demonstrate 'that an assign
ment is required in order to achieve effective screening of the compound and
any resulting inventions will thereby be more adequately and quickly developed
for widest use.
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6-10-20 PATENT POLICY APPLICABLE TO CANCER
ClmllTHERAPY nmUSTRIAL RESEARCH CWI'RACTS

A. General

1. The cancer chemotherapY' program of the Public Health Ssrvi,ce is
an intensified effort, with special eppropriations made a~ilable

UDder a Congressional directive, to explore exhaustivelY' and
rapidlY' the potentialities of chemical cOlllpoUDds in the COntrol
of cancer. Because of the peculiar exigencies of this prdgrem.
and in order that the resources of pharmaceutical and chemical
firms maY' be brought to bear with a minimum of delar, certain
exceptions to general Department policy will be permitted in the
negotiation of industrial contracts for this program.

2. Industrial research contracts for this program maY' contain
eitherl

a. the stamard patent clauses, reserving to the ~geon 'General
the right to determine the disposition of inventions arising
from the performance of the contract or, in lieu of sUch
right,

b. standard alternative clauses leaving the right to patE'lnt and ...
exploit such inventions with the contractor, subject 1;0
certain limitations deemed necessary to protect the pUblic's
interest in the results of the contracted research.

). Department policY' concerning the negotiation and operation of the
alternative clauses:

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

b. Public interest: Ths operation of these alternative fllauses
will be cloeel.1" reviewed to assure that the following basic
objectives are maintained in the pUblic interest:

(1) The availabilitY' of information concerning the ~sults
of research and the right, without undue delar, to make
disclosures to the extent essential to serve the' research
need;

(2) The availabilitY' for development and use of health
purposes, on reasonable terms, of inventions arising
from the research contract, whether actUal development
and production is to be made br the contractor himsdf
or br others; and

l:f~1llaAt ADMINiSTRATIDN Supersedes page 8, Ch 6-10 (TN-15) TN-21 (7/31/58)
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(3) Slurtained !looollntrat:l.on on th.e Mti~r obj9ctive at
eU I'I/lBoUrc98 llIObUill8d to::rr tM Jl'lll'!lCIIMil at the
contfllct.

c. Contmtot '!!! interllate: ~ SurgaO!:l GeDaral,or his represen
tatives wall maintain clol111 consultations vith the· contractor
COllll8rn!ng questiOlUl affecting the public n~ for the
products of inwntions which lU'\\lsubjllct to tho l:j.mitatiol1ll
prnscribed in the altel'Ilmtivs ClllUIilillB for th~ pro't$ction at
the public interest. with l'ellpllct to tbeir SUPP4'. price, Alld
quality. 'l'be objoct1'm of tho!ilO c<lllWl.tatioml shall be to
prOl:llOte II mut1lAl. lI.warellllBs or BUch zmtters in oroer to usure
to the contractor (un:ler his right to exploit the inwntion)
an opportunity O!:l hill 0Im il1itill.ti"1ll to take ,such actiOl1ll
!'f!garding them as he OO119118s would be in h1~ am in tll9
public interest.

B. Con1iraets .for nnmh· !light!' lett to contractor. ~.en the contract
1rJ tor research including contracts tor product d911810plllent oeCllSll&l7
for purpoees or research) to be performed b;y the c~ (with or
without p1'Qv1s1on for subcontracting), the contract, 'as an alternati'N

. t.o tbe standard patent claueell, lIIlIif provide for loa~ to the con
tractor thl! right to patent am e::rploit lIIl\Y invention cODClliwd or
first actually reduced to practice in the course or the perf01"llllU1Cll
or the contract subject, howV!llr. to the tollOlling 11mitationa which
are dee!lll!d llllCllSsar,y to protect thll public intllrest:

1. Raporti'W. Aw~_nt thet the contractor will ~port prODlPt1:T to
the SUrgeon General IIlliY such invention IUld will also report
prCIIIIIPt1:T the fUing of any dOWlllt1c or foreign psitent l$plication
thereon or his elllction not to fUe such applicat;ion. Invention
Report IIhall be required at'tlIr tJ:1e conception orfirat actual
r=iuction to practice at each inwntion that reae,onabl:r appearD
to be patllntable 1Uld, in lIIl\Y event, as Doon Ill!I IIlliY lIv.1deDCO or
utility hae been deV'lilloped (wlIther in a hlIalth Qr other field or
use).

2. DiFlo!!Urlll. RelMlrvation to the Surgeon General d,t the right to
IlIlIke disclosure of thEi inV!llntion. vbanevur. he dllfl!llls it in the
public interest, atter teking into consideration ,a reasonable
opportunity to the contractor to protect such rights as he J1JIE1
haw in the inwntion. The contract J1JIE1 specify 'that such dill
clceure shall DOt in IIlliY case. vithout the conse~t or the .
contractor, be lDIlde in less than six IIIIOZlths frCllll jtha .time the
Surgeon General determines the invention waD or .hould have been
raportad.

Ti.2f[7h17ssr. 9apersede. pap 9, Cbaptllr ():lO (TN-l5) GENERiL AIlKI:NISTllATlDll



•
]age 10REGULATIONS AND PROC::ED~URES~.:..-~ ....:...__•.:..::::;::....::.:~

(6-1~20B continued)

3.. ~genaa to th.ll Governm!lnt. Reserva tion to the Government of an
irrevocable, nonexc'lue.lvs , royalty-free license to practic" or
cause to be practiced, by or for the Govarnlll~mt throughout, the
world, each subject invention (whether patented or unpaten~)
in the manufactura, use cr disposition according to lev ofj aqy
article or material or in th.e tl>'l& of any methodo'!' procelSlI~

4. FI41J.1.J.rn ts ffifI"'~ hiaUh !.\~',<ds ,q

a. In recognition of' the Goverllillsnt' s luvntmsnt and tbG pUblic
interest in the results of' contraoted T!l!!!earch, lIlg:t"3ami!lnt
that whenaver, Bubsequent to tha contractor's filing of a
patent application for any invention concaived or first
actually reduced to practi~e in the course of the performance
of a contract, the SUrgeon General, after ob'~ning and
considering the a,h'ioe of such sdvi3or,y bodiu or co~t
ante as 'he deems appropriate and comp0tent. has groundj to
believe that euch invention, 'Whether related to a prcd)1ct,
preeeaa, or otherwia<a, is at suchlltagtl of development' that
1£ it were more generally available it would lllllet II health
nsed and that the pUblic interest -11- requi."'ell t.b.a in"ention
to bIlavailable for health purpcsea to others tlwl thej con
tractor ani hie liceneeeu, he shall BO not1f'y ths contractor,
giving reUOM thenfor, Wld 1"aqu96t him,wit.hin a tiJ:l:S
specified, to t.ake e:ppropriate S'tllPll to lllllS.t the publii3. need,
which llllly includ1!l th" illsuance of licenslls to additional
manufacturers of the ccntractor' a o',m elllection. (Such re
quests shall be 5Uppllll!'.entary to such informal consuJ.i:,&tions
between the SUrgeon G6:neral or his npreasntatiw aDd :the
contractor as have taken place in aecordancl1l with the provi
siona ota.ection A.3c above.)

b. If, upon expiration of the time specit1ed, or such lIlCt;gll8ion
thereof as Ilpprr.nrod b;r t.M SUrgeon General, the Surgeon
Genaral i"ioos that the contractor has failed to tUe appro
priate steps sdequate to lllflet the public need, he shall
notti'y the contractor, withreasonll therefor, that at ~ end
of' 90 da;yll from such notice he will eBreiee the right"
specified below. If within 29 dayil of' ncaipt of such' notice
the contractor faile to file a written reqoost for a h~ar1ng
all provided bel""" the Surgeon ~nera.l shall upon expiration
of the above 9O-day period hawtba rightl

},,/ With n:!paot to llupply, qua1~ty, or price
I,
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(1) to ded icate to t.he publl e all rights in the invention
y nr;

(. ) to issue (uroer or ill anticipal.ion of the issuance of,
any such patent) nonexclusive, royalty-tiree licenses
(for practice of the invention for alIY health purpose)
on a nondiscriminatory ha8iB to all qualified applicants
to use, manufacture and sell embodi.:nente of the inven
tion for any health purpose, 11

c. If, within 20 d~s of receipt of notice, the 'contractor files
such request for a hearing, the Surgeon Ge'neI'al, or a repre
sentatiVe or representatives dssignatro by him for this pur
p08e, shall afford the contractor a reasonable opportunity to
,bel heard, to be represented by counsel, to Pl:'esent ~ perti
rient infonlation and argument, s.td tu rebut IllIY otilar informa
'~':'CI.;~O i.e considered in reaCh.l.f'll a decision. The ficdinga b;y
the Surgeon General or such representative(s) shall be in
writing, 1lha11'be based solely on the materilll presen'ted at
the hearing, and shell be final am binding en the contractor.
If' tllEl Surgeon Generll.1' s decillion based on ~eS8 findings be
that tte contractor has not met the pUblic n~ and that
public dedication or additional l1C8X1lling by the Surgeon
Gemoral is necessary in the public interest, 1he lllI'.y so dedi~

cate or license, effective at the eod o£ thta ,above-provided
9Cl-d~ period or at the conclusion o£ the hee,ring, whicheVilr
is 1ater.

5. Contractor'e determinetion not to patent-Failure to purBua
Application. Agreement that in the event the contractor elects,
within a period (not to exceed s,u IlIOnthe after the invention
\laS or shou.:id have been reported) specified in t~e contract, not
to file ,a patent application on the invention, 0%\. having elected
to file thereafter tails to file and diligently prosecu.e a
patent application, the Surgeon General, when he deems it neces
sary in Qrder to protect the availability of the ,inventioll for
nealth purposes , shall have the right to require Ithe assignment
to the Government of all domestic rights therein lexcept for the
reservation of a nonexclusive royalty-frae l!cenll\e to the
contra~tor. .

1/ Sueh dedication to be effective against the contractor and any persona
claiming from him upon filing by the Surgeon General "i th tte COIIllnis
sioner o,r Patents of notice of same.

;!</Eitber 'ne or both of these alternatives shall be epecif~·.xi 111 the'
'nji",:,·'~.·,~ f..

GENERAL ADMlNISTlW ION.""Pe r Il8QSS page 11, c.bapter 6-10 (TN-l5)
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(6-10-20B continued)

6. FOreign ~. Similarly, agl'eem"nt that if the contractor tails
to file, or elects not to file, foreign patent applicationa,which
the SUrgeon General determines are necessary to protect the,avail
abUity cif the in'18ntion for health purposes in other countrieEl,
the Surgeon General may require the assignment of the foreign
rights.

7. Renegotiation on new leads. (Such a provision not mandatozt).
The contract may prOVide that if, in the course of the performance
of the contract, the contractor identifiea any nsw lead which it
wishes to develop 'at its own expense, without utilization of faci
lities financed by the Government, the Surgeon General may,iwhen
he deems it consistent "ith advancement of the ro'lsearch purposes
of the Government, renegotiate the application of the patent pro
visions of the contract to such nawlead. An:r modification, of the
terms of the contract shall be upon such 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 cirCIllll
stances, after taking into consideration the extent of the invest
ment of the Government in relation to the probable cost of further
development ,

·1' 'I

Page 12

C. Contracting with suppl1er@ for screening aDd teeting onlY.

1. lohen a compan:r furnishes, for controlled' screening and testing
only, compounds or products not otherwise available to the Service
and in which the company has a proprietary interest, the contract'
me,y provide that all rights in the compound or product ..hall remain
in the oompany. It may additionally provide for confidentiality of
the results fora limited period after the completion of the screen
ing process aOO the report of the results by the Service to I the sup
plier. Such period, as to results deemed significant for the re
searoh purpose, shall not exceed 12 months.

2. When the screening em testing of compourxls obtained from t!'le 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
wi th the Service.

,,-
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. IlBGUUTICIIS AND PROOEllUR!S 6-1D-2QE

, .

il. IPDntion. bz Null b1m". InTentions lIIlId. b1 Fed.ral emp1o:e",
or b1 F.alral np1Cl)'e11 joinU,. with othlr., an lubj.ct to dete:ndna
tion un:llr IPpl1cable EaCUtiD Order. and DapartlDe*t regulations.
Approprlat. ret.rence to thil requirement will be lIllIIdil 1a _etien
\lith contracts with IIlppl1erl ot chlllliClll CCIIIJlOWll., tor uee in
l'jI~h to be cODiuete4 b1 the SerriCl, am contract. tar l'jIiIM1'Ch
aM d.ftlopll8nt iD which Fed.ral '1IIp1oytlltlll may in ~ wq partici
pate.

E. "Slsgr9"p'1 pat.ept. or right!. Notb:1ng in this poliCy .tatement .hall
be deallllld to l:lJa1t the authorit)< ot the au-geon Ge~ralto I18gotiate
tor a l1cenae or other riihte un:l.r .xtutinr p.tent.. Or 1nvo1viJ1g the
uee of patented or UIlpateDied CClIIIPownl or proca...~. all helUY.,dea
I'IIlCl'IaZ'1 tor the arhctiD proeeeution of the canc.rchelllotherew .
progrsa.
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