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- 6;10-06__'scope
'Thls Chapter contains' -
E o ‘,. _v';i':?}.:.Department 1egulat10ns releting to inventions -{a) made by
: ‘ g Department employees, cor: (b) ‘resulting from research grants,

fellowship ‘awards,’ or reaearch contracta under programs
isadministered by the Department and

2."Department patent policy, eppraved 7/31/58 by the Secretary,
_establishing. the limitations referred to in section 8.7 of
'the Department . regulations for the negotiation of cancer
"chemotherapy induatrial -research contracts. .

(iSL © 6=10~10 REGULATIONS

TITLE asf“Puaplc WELFARE

PART 7mvEHPLOYEE INVENTIONS

PART B--INVENTIONS RESULTING FROM RE-- -
SEARCH GRANTS FELLOHSHIP AWARDS,
' AND CONTRACTS FOR RESEARCH

" The following parts are Department rules and policiee relating 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 activities assisted by grants or
otherwise under programs administered by the Department.

PART 6 == INVENTIONS AND PATENTS (GENERAL) -

Sec. P

6.0 General Policy. o

: ‘6.1 Publication or petent1ng of inventione.
:?;"'ézb-f*b.- 6.2 General Responsibility.
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6.3 Government=owned patents' llcvusxuh, dedication to the publlc. B ""g"f)
6.4 Central records, conf1dentlaliLy.‘.- L o o

AUTHORITY: §§ 6.0 to 6.4 issued under Keorg, Plan No. 1 of, 1953
18 F.R. 2053, 3 CFR 1949«1953 Comp., p. 1022, E. 0.,10096 15 F.R. 391,

3 CFR 1949-1953 Comp., p. 292 L. 0 10930 26 F.R. 2583, 3 CFR 1356~
1963 Conp., p. 456

§6 0 General Pol1cy.

Inventions developed through the resources and activities of
the Department are a potential resource of great value to the public
health and welfare, It is the pollcy of the Depaerent'

(a) To safeguard the publlc interest in inventions developed
. ~by Departmentemployees, contraccoxs and grantees w;th the aid of
ﬂ~pub11c funds and facilities' -

(b) Té encourage and recognlze indiVLdual and cooperative
achievement 1n research and 4nvestiget1ons, and
_ SRR .
(c) To establxeh ‘a procedure, consistent with pertinent
- statutes, . Executive Orders and general Govermment regulatiors, for
the detérmination of rights and’ obllgations relating to the. patentu
'ing of inventions,

56 1 Publxcation or, patentxng of inventions.

“It'is 'the general pollcy of the Depdrtment that the results
of Department research should be made widely, promptly and freely
available to cther rescarch workars and to the publie, This
availability can genernily be adequately preserved by the dedica~
tion of a Govermment-owned invention to che public, Determinations
to file a domestic patent applicatiom onm iuventions in which the
Department has -an interest will be made where the circumstances
indicate that this is desgirable in the public interest, and if it
is practicnble to do bO._ Department determinations not to apply
for a domestic’ patent on emplovee ‘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
application ha:z been or may be filed will not require any departure

from normal policy ragardlng the dlsseminaL;on of the results of
L Department research :

86, 2 General Reeppnsib111ty.

The Assistant Secretary ‘(Health and Scientific Affairs) is
responsible for the administfation of the invention and patent
program of. the Department and the determination of rights in o <
inventicns and patents in Whl”h the Department has an 1nterest. '
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§6 3 Licensing of Government-ewned patents.

Licenses to practice 1nvent10ns covered by patents and pending
.. patent applications owned by the United States Govermment as repre=
. gented 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 thereundere '

o Where 1t appears however thet the publlc 1ntereet will be
a.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 Govermment,
etc., or by the issuance of limited exclusive licenses by the Assistant

.-Secretary for Health and Scientific Affalrs after notice and 0pp0rtunity
for hearing thereon, such licenses may be issued,

§6.4 Qggtral récords; 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 purpese 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 requ1red for official purposes
or with the consgent of the inventor.

PART .7 == EMPLOYFE INVENTIONS -

c y .

0: Who are’ employees. g ' ' -
1 Duty of employee to- report inventions.
3 Determination as to domestic rights,.

4 - Option to acquire:forelgn rights.

7 Notice to employee of determination. .
8 Employee 8 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, 3 CFR 1949-1953 Compes Po 292 E 0 10930 26 F.R, 2583, 3 CFR
: 1959 1963 Comp., pa 456,

§7 0 Who are emgloxees.

; _ As used in thia 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
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impracticable or inequiteble, giving the reasons therefor. A person
shall not be considered to be a part-time employee or part-timé
consultant for this purpose unless the terms of his employment con-

E . 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 requlred

of full-time employees of hla class.-u

§7 1 Duty of emgloyee to report inventlons._"

Every Department employee is requlred to report to the
Assistant Secretary (Health and Scientific Affairs) in accordance
with the procedures establisghed therefor, every invention made by
him (whether or not jointly with others) which bears any relation

. to hig officlal duties or which was made. in whole or in any part
during working hours, or with any contribution of Govermment
facilities, equipment, material, funds, or information, or of time
or services of other Govermment employees on official duty.

§7.3 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 Govermment employeé 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 thernunder by the Commlssioner of '

Patents as follows: S , :

(2) The Govermment as represented 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 of facilities, equipment,:materials,.Eunds,
or information, or of time or services of other Government employees
on official duty, or (3) which bear a direct relation to or are made
in consequence of the official dut*ﬂs of the inventor., v

(b) 1In any case where the contrlbutlon 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 assigmment to the Goverrment of the '
entire domestic right, title and interest in and to such invention,
or in any case where the Govermment 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 Commiasioner, shall leave title to such invention in the employee,
:subject however, to the reservation to the Government of a nonex-
clusive, lrrevocable, royalty-free license 1n the invention. with
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power to grant licenses for all govarmmental purposes, such raserva-
tion to. appear, where practicsble, in any patent, domastic or foreign,
which mny issue on such invention.

(c) In mpplying the provisions of paragraphs (a) and (b) of
this section to the facts end circumstences Telating to the meking -
of any particular invention, it shall be pregumed thet an invention
made by an employze who is employed or assigned (1) to invent or
improve or perfect amy art, machine, mamfacturs, or composition of
matter, (2) to conduct or perform research, development work, or

. both, (3) to supervise, dirsct, coordinate, or review Governmant

- financed or conducted research, development work, or both, ox (%)

to act in a liaison capacity among govermentzl or nongovernmental
-agencies or individuals engaged in such work, falla within the-

- provigions of paragraph (2) of this section, and it shall be pre~
sumed that auy invention made by any other employee falls within

the provisions of paragraph (b) of this section. Rither presumption
may 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, title and interest in and to the
invention in the Government employee, subject to law.

(d) in any case wherein the Goverrmeant 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 this section,
the Government shall leave the entire right, title and interést in
and to the invention in the Govermment employee, subject to law,

57 4 thiou to acquire fcreign rights,

: In any case where it is determined that alil domeatic rights
should be assigned to the Govermment, it shall further be determined,
pursuant to Executive Order 9865 and Gavernment-wide regulations
issued thereunder, that the Govermment shall reserve an option to
require the assigmment 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
‘Goverrment or the Government fails to exercise its option within
such period of time ag 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 inventor or his assignee

"shall nevertheless be subject to a nonexclusive, irzevocable,
royalty-free license to the Government for all’ governmental purposes,
including the power to iasue sublicenses for use in behalf of the
Covermment and/or in furtherance of ‘the foreign policies of the
Government.
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(6'10'10 cont d) §7 7 Votice to emplqgee of detcrmlnation.

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. HNotice need not be given if the
employee stated 'in writing that he would agree to. the determination
of ownership which was in fect made.

5? 8 Employee 5 rlght of appeal

An employee who is aggr1eved by a determlnation of the
' Department may appeal to the Commissioner of Patents, pursuant to
section 4(d) of Exncutlve 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 30
days {or such longer peried as the Commissioner may, for good cause,
" fix in any case) after receiving wrltten notice of such determina-

tlon.
PART 8 == INVENTIONS RESULTING FROM' RESEARCH GRANTS, _
: * FELLOWSHIP AWARDS, "AND CONTRACTS FOR RESEARCH
_Sec,
[18.0“_Policy.. ' ' o '
. 8.1'£Cond1t10ns to be included in research grants,
8.2 Determination as to domestic rights, ‘
8.3 Licenses to the Government,
8.4 HOptlon to- acquire forelgn rights.
8,5 Fellowships.
8.6 Contracts for research,
8.7 Cancer chemotherapy industr;al research contracts.

'ﬁUTHORITY §§ 8.0 to 8.7 issued under Reorg. Plan No. 1 of 1953,
18 F.R. 2033, 3 CFR 1949-1953 Comp., p. 1022 E.O. 10096, 15 F.R. 391,

3 CFR 1949~ 1953 Comp., p.- 292 E. 0. 10930 26 F.R. 2583 3 CFR 1959-
- 1963 Comp., Pe ASG

'58.0 Policx;_

(a) The Department of Health, Educatlon, and Welfare each
vear is expending large sums in the form of grants for research,
These grants are made primarlly by the Public Health Service in
‘carrying out its broad responsibility under the Public Health Sexvice
Act to promote and coordinate research in the fleld of health -and to
make available information concerning such research and {ts practical
application, The sc1enti£1c and technological ‘advances attributable

in varying degrees to this expenditure of public funds fxequently
xnclude patentable inventions,

]

GENERAL ADMINISTRATION Supersedes p, 6, Ch. 6~10 (TN=15) TH-155 (10/20/65)




”"Pige.S

REGULATIGNS AND YROCEDURES

(6~10-10 continued)

power to grant licenses for all governmental purposes, such reserva-
tion to appear, where practicable, in any patent, donestie or foreign,

_which may issue on auch invention.

(c) In anplying the pravisions of’ psragraphe (8) and’ (b) of

" this section to the facts 8ud circumstances relating to the making

of any particular lrovention, it shall be presuiied that an invention
made by an employee who ie employed or assigned (1) to invent ox
improve or perfect any art,- machine, ‘manifacture, or composition of
matter, (2) to conduct or periorm research, development work, or

- both, (3) to supervise, direct, coordinate. or review Govermsent .

financed or conducted research development work, ‘or both, or (4)

.r,,to act in a liaison capacity among govermaental or nongovermmental
- agencies or individuals engaged in such work, falls within the"

provisions of paragraph (a) of this section, and it shall be pre=-
sumed that any invention made by any other employee falls within

'ththe provisione of paragraph (b) of this section, Either presumption

may be rebutted by a showing of the facts and circumstances and

shall not preclude a determination that these facts and circumatances
justify leaving the entire right, title and interest in and to the
invention 1in the Government employee,_subject to law,

(d) In any case wherein' the Covermment 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-ftee license in

the invention, with power to grant licensee for all governmental
purposes, pursuant to the provisions of paragraph (b) of thig section,
the Government shall leave the entire right, title and’ interest in
and to the invention in the Government employee, subjeet to 1aw.

§7 A Option to acquire foreigﬁjrights.'

- 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 Govermment-wide regulations
issued thereunder, that the Govermment shall reserve an option to
require the assigmment 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 Govermment fails to exercise its option within
')such period of time as ‘may .be provided by regulntions issued by ‘the

Commissioner of Petents, amy application for a patent which may be

. filed in such country or councries by the inventor or his assignee
' shall nevertheless be subject to a nonexclusive, 1rrevocab1e,
:,royalty-free license to the Government for all govermmental purposes,

including the power to issué sublicenses for use in behalf of the

" Government and/or in’ furtherance of the foreign policies of the

Government.
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(6.10-10 cont d) §7 7 Votice to employee of detcrmlnation.: o

The employee-inventor shall be notified in writxng 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 ownerahip which was in fect made. o

§7 8 Employee s r;ght of eggeal. i Wl"'n

. f An employee who is aggrleved by a determ;nation of ‘the -
.,Department may appeal to the Coun1ssioner of Patents, pursuant to
section 4(d) of Exncutlve Ordér 10096 as amended by Executive Order’
10930, and regulat‘ons issued thereunder, by filing a written appeal
with- the Commissioner, in dupllcate, and a copy of the appezl with
'.the Assistant Secretary (Health and Sc1entific Affairs), within 30
. days (or such longer period as the Commiss*oner may,. for good cause,
fix in any case) after recelving wrxtten notice of euoh determina-

.._tlon.. _ o 7 _
| PART 8 f- INVENTIONS RESULTING “FROM RESEARCH GRANTS
- . FELLOWSHIP AWARDS , 'AND "CONTRACTS FOR RESEARCH

-

~M oL PO 0

'Policy._‘,,,

_Conditions to be included in research grants.
Determination as to domestio rlghts. _

g L1censes to the Government. o C

;Optlon to acquire foreign rlghts.

, Fellowshlps."

Contracts for research

Cancer ohemotherdpy Lndustr;al research contracts.

0 Colto 00 00 0000 00 A -

. LI ) - e [ ) LY

. 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 1%49-1953. Comp.,. p. 292 -E.0. 10930 26 F.R. 2583 3 CFR 1959«
1963 Comp., P. 456 . R

§8.0 Policy.

. -(a). The Department of Health, Educatlon, and Welfare ‘each
" year. is expending large sums in the form of grants. for research,

"Ihese .grants are made primarily by the Publi¢c Health Servioe in
_”carrylng out 1ts broad responsibility under the Public Realth Service .
Act to promote and coordinate research in ‘the field of health and to -
make available information concerning such research and its practical
applioetion.' The scientific and teohnologicnl advances attributable

in varying degrees to this expenditure of public funds frequently
_anlude patentable inventions.

¥
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(6-10 10 contlnued)

. (b) The Department, as a matter of policy, takes the position
‘that the results of research supported by grants of public moneys-
should 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 industry, and to
~the general public.

(¢) 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 commercial development to make a new invention widely
available, Moreover, it 'is recognlzed that inventions frequently
arise in the. courss of research activities which also receive sube
stantial support from ‘other sources, as well as from the Federal
grant. It would not bé consistent with the cooperative nature of
such activities to attribute a particular invention primarily to
support received from any one source, In all these cases the Depart-

...ment has a respon51b111ty to see that the public use of the fruits
‘of the research will not be unduly restrlcted or denied

{d) ”The following ccndltions 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 lnvention.

§8.1 Conditions to be includéd'iﬁ'research'grants.,ﬁ

Subject to legislative directives or Executive Orders pro-
viding otherwise, all grants in aid of research shall provide as &
condition that any invention arising out of the activities assisted

by the grant shall be prompcly and fully reported and shall provide,
. either : o _ e .

(a) That the dﬁnership and maﬁnér of dispositiph_of_all
rights in and to such invention shall be subject to determination
by the Assistant 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 modifications as may be agreed upom and specified in the
grant, provided the Assistant Secretary (Health 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 §8. 3, under any patent
- applied. for or obtained upecn.the invention. . .

——e
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(6‘10'10 cont’ d) (c) Wherever practicable, 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, fcr a period to be prescribed, to file foreign patent applica-~
tions upon the 1nvention. )

§8.2 Determination as to domestic rights.

Rights in any invention not subject to disposition by the
. prantee pursuant to paragraph (b) of §8.1 are for determination by
the AsSie;ant Secretary (Health and scientific Affairs} as follows:_

(e) f he finds that there is adequate assurance ‘that the
invention will either be effectively dedicated to the publie, or
. that any patent which may be obtained thereunder will be generally
available for royalty-free’ and nonexclusive llcensing, the effectua~
tion of these results may be left to the grantee.

(b) 1f he finds that the invention will thereby be more
adequately and quickly developed for widest use and that there axe
saticfactory safeguards against unreasonable royalties and repressive -
practices, the invention may be assigned to a competent oxganization

- for development and administration for the texm of the patent or such
1csser per1od as may be deemed necessary.

{c) " 1f he fxnds ‘that the interest of another contributing
Government agency is paramount to the interest of the Department of
Hlealth, Education, and Helfare, 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 allidomestic
rights in the invention shall be assigned to the United States
inléss he determines that the invention is of such doubtful impore
*ance or the Govermnment's equity in the invention is so minoxr that
protective measures, except as provided in §8.3, are not Necessary

- in the public interest,

. §8.3 Licenses to the chernment{

Any arrangement or determination as to the dlsposxt1on of
rights in inventions pursuant to §8,1, §8.2, §8.5, or §8,6 shall
require that there be reserved under amy patent appllcation or patent
thereon, domestic or forelgn, a ncnexclu51ve, irrevocable, royalty~

tree license to the Government with power to subllcense for a11
gcvernmental purposes.-

§8.4 Optlon to acg;;re forelgn rights.

In any case whére it is determ1ned that all domestic rights-
should be assigned to the Government, there shall be reserved to 7
the Govermment, pursuant to Executive Order 9865 and Govermment-wide

GENERAL ADMINI STRA’I:ION | | , TN-155 (10/20/66)
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regulations isgsued thereunder,_aﬁ option to require rhe'aeaigﬁmant of

‘all rights in the invention in &ll or in any specified foreign

countries. In any case where the inventor is not required to assign
the patent rights in any foreign country or countries to the Covern=
ment, or the Govermmant fails to exercise its optiomn 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 cor countrles by the inventor
or his assignee shall nevertheless be subject to & nonsxclusive,
irrevocable, royalty~free license to the Government for all govern-

mental purposes, including the power to—sublicenae for a11 governmental
purpoaes. : : - o

§8 5 Fellowahips.'

in the discretion of the Assistant Secretary (Health and
Scientific Affairs), the award of a fellowship to a person not a

‘Govertment employee may praovide for the reporting of any invention

made during the term thereof, and for its disposition in accordance

with the provisions of paragraph (a) of §8.1, or for its disposition

by the institution at which the research was performed in accordance
with its established policies, if applicable to such an invention,

"~ which meet the requirements of paragraph () of auch aection.""

§8.6. Contracts for research.

{a) Contracts for research with other than ncnprofit 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 assigmment of all rights to the United States or
dedication to the publie. In the exercise of this power he will be

. guided by the policy specified in §8,2 with respect to grants,

(b) Contracts for research with nonprofit institutiona shall

contain provisions as in parsgraph (a) of this section except that,
" if it is determined that the institution's policies and procedures

are acceptable as meeting the requirements of §8.1(b) with respect to
grants, the- contract may provide, with such apecial atipulationa in
the contract as may be deemed necessary in the public interest, for

'leaving the ownership and disposition of all domestic rights for

determination by the contracting institution in accordance wich such
policies and procedurea.=

c 88,7 Cancer chemotherapy industrial reaearch contracta.'

Hotwithstanding the proviaiona of §8 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 ADMINISTRATION
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§8 8 Screenlng of compounds generated under DHEW grants and awards

(a) General Policy

(1) Ghemical compounds having potent1a1 med1c1na1 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 adeguately
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 o o : _ o

(2) ' It is the policy of the Department noththstanding anything to the
contrary under patent law of the United States or requirements of U.S. Patent
Office practice, to acquire no owvmership rights to inventions claiming novel
methods of using compounds, where such use inventions are first conceived and
reduced to practice solely by the screenlng ‘or testing organization without
the use of grant funds.

(b) Screeningﬁperformed Wlth use of grant funds

Where nongovernmental’ fecxllties 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 organl-
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 betwsen
the grantee and the screener, vest in the grantee. Upon. receipt of such

' report of positive findings, the grantee shall promptly forward copiés to
DHEW. OWnership of all invention rights to the. .compound | or reported utili-
ties shall be subject to the diepositiOn 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 Inst1tutiona1 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 g;ant 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:

GENERAL AnmﬁlsrRATmN'_ D o o PH5G0 1 (1/3{69:.)
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(6-10-10 continued) -

(1) Institutional Patent Agreement -~ Where the grantee institution
has eatered 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 such Institu-
‘tional Patent Agreement,. The agreement with the screener shall, as a minimum,

provide that ownership of patent rights to. anEHtlonB resulting from the
screening process shall vest, depending on the law of inventorship, in the
grantee, the screener, or both' except that such agreemént may leave to screen-
ing or testing organizatlons -ownership rights to inventiona claiming novel
methods of using compounds, where such use inventiomns 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 all 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 InStifutional Patent
Agreement is not in effect, the grantee shall enter into an agreement with 4

. .screener to govern disposition of rights to inventions resulting from the

screening. Such agreements shall be in the form prescribed by 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 Institu:ional Patent Agreement, it may, prior
to making -arrangements for screening, petition the Assistant Secretary (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 exclusive 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 W111 thereby be morxe - adequately and quickly developed
for widest use. . S , .
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1.

2,

3.'

_ PATENT POLICY APPLICAELE TO CANCER -

The cancer chemotherapy program of the Public Health Service is .

‘an intensified effort, with special sppropriamtions made available

urder a Gongrassiona.l directive, tc explore exhsustively and
rapidly the potentialities of chemical compounds in ths control
of cancer, Becsuse of the peculiar exigencies of this program
ard in order that the resources of pharmsceuticsl and chemical
firms may be brought to bear with a minimum of delay, certain
exceptions to general Department policy will be permitted 11: tha
negctiation cf irxiustrial cont.racta i‘or this PTogram, I

Industrial research cont.racts fcr this program may cont.ain

“elither:

ae ‘th_e standard pat'ent"clauses-, reséfving to the _Surgeon General
‘the right to determine the disposition of inventlions arising
" from the performance of the contract or, in lieu of such
right,

b, standard alternative clausés leaving the right to patent amd

exploit such-inventions with the contractor, subject to.
cortain limitations deemed necessary to protect the publie's
o _rintareat in the resul'ba cf the contracted research. :

Departancnt policy- concerning the negotiation and operation of the

: altemtiva clauaea. :

B, -Contract ggotiat;_o_ng The alternatives inrdicated will be

‘made availeble in the negotiations with all. contracting
companies without discrimination,

b. Public Iinterest: The operation of these alternative clauses
will be closely reviewed to assure that 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 mske

disclosures to the extent essential to serve the research

nead;

(2) The availability for developmeni and use of health
purposes, on reasongble texms, of inventions ariaing
from the research contrsct, whether actual development
and production is to be made by the contractor himself
or by others; amd

TR-E1 (7/31/58)
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(3) mataimc't copcentration on the anti—cancer objact:lw of
a1l rescimrces mhilimd fm- the purposes of the
cmtmct. :

Contractor's ,::_;: The Surgaeza Goperal or his TapTrsash-

‘%atives shall meintain close congultations with the contractor.

- concarning gusaticns affecting tha public need for ths
producte of inventions which are subjsct to the limitationa
pragscribed in the alternstive clauess for ths protsction of
the public interest with respect to thelr supply, pric&, end
quality. The objsciiw of these consultations shall bs

~ promote a mutual awsrensss of such mettsrs in order to aﬂsura

" to the contractor (under his right to expleit the invontion)

an opportunity on his osm initiativa to take such actions

- regarding thsm as he beliewa wcmld be :!.n kis And iun ths

public intareat,

e,

-1:; » t'. . ' BE Fria ; . ._. ,.1-,.,. When the oontra.ct
is for rssearch 1nc1uding contracta for product development nscessary

~_for purposes of research) to be performed by the company (with or
‘without provision for subcontracting), the contract, as an alternative
- to the standard patent clauses, msy provide for 1eaving to the con~

tractor the right to patent amd exploit any invention conceived or

__first actually reduced %o practice in the course of the performance

of the contract subject, however; to ths following limitations which

“are deemsd nacessary to protect the public interest:

' “l. Beporting. Bgraement that the contractor will mport promptly to

the Surgeon General any such invention aml will also report ‘
praaptly the filing of eny domostic or foreign patent application
-therson or his election not to file such application. Invention
Raport shall be required after the conception or first actual
redugtion to practice of each iavention that reasonably appears

to bs patentable and, in any event, as scon as any evidence of

: u‘ti.'gity hms boen dewsloped (uhathar in a hsalth or other field of

2. Discloeupa. na'sém'tion to the sm-gedn General of the right to

- make disclcsure of thd invention, vbensver he deems it in the
‘public interest, after taldng into consideration a reasonsble

- oppertunity to the contractor to protect such rights as he may
“have in the invention., The coantract may specify that such die-
closure zhall not in any cass, without the conaent of the
contractor, be mede in less than six months from the time the
Surgeon General determines the invention was or shcmld have been
raportad, .
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3.

= Hﬁqervauion to the Govermment of an
irrevocable, no1exclusivw, royalty-fres licsnae to practice or

cause to be practiced, by or for the Government throughout the

world, sach subject invention (whsther patented or unpatented)

in the memifacture, uasse cr disposiiion according to law of any

article or material or in the mass of any msthod or precess.

Ag?_haL“ ;%j,..‘:"

& In recognition of the Goverﬂment'a inveatmsnt and the public
o ‘interest in ths results of contracted research, agreement

that whensver, subssguent te the coatractoris £iling of a
patant application for any inr*nfion congalvad or first
actually reducsd %o prasiics in the courss of the performance
of & contracht, the Surgson Gansral ‘after cbiaining and
consldering the advice of such advisory-bcdias or congul te

' ants as hs deems appropriate and competent, has ground to
believe that such invention, whether relatsd 1o a product,
procsss, or otherwiss, is a% such stage of development that
if 1t were mors generally availabls it would mest & health

- nesd and that the public interest -1/~ requires the inventlon
to be avallable for heslth purposss to others than the cone
tractor ani his licansees, he ehall sc notify the contractor,
giving reasons therefor, end roqusst him, withln a time
spacified, to take sppropriate stsps to meet the public nsed,

. which may includs the issuanca of licsnses to additionsl

‘mamifacturers of the contractor's cwn selection. {Such re-
"queats shall bs supplapenﬁazy'to such informal consultations
between the Surgson General or his representative and the .
‘contractor as have laken place in accordence with the provie
“'sions of aection 4, Bc ahava.) c

b, If, upon expirauion of the t_me spacified, or such extension
' the;ecf &8 spproved by the Surpson General, the Surgeon
Goneral ficdas that the coniractor has failsd to take appro-
priate steps adequats to meat the public nesd, ha shall
" notify the contracter, with rassons therefor, that at the emd
“of 90 days from such notics he will exercise the rights
specified belows If within 20 daya of receipt of such notice
the contractor fails to £1ile a written requsst for a hearing
- a8 provided below, the Surgson General shall upor expiration
o of the above 90-day periori hava tha rights

1/ Hith Tespect to aupplf, quality, ov prica
iy _ . i
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\1) to dedicate to the publjc 8ll xighta in the invsntion

.23-/01‘:

" (2} to issue (undar or in ant s;pdbion of the igsuance of
L any such patent) nonexclusive, rovnltynfree licenses
~ {for practice of the invantion for eny health purposa)
" on a nondiscriminatory basis to all qualifisd applicaunis
 to use, manufacture and sell smbodiments of ths inven—
- tion for any health purposa. 3/

co If. within 20 days of rec-ipt of notice, the contractor files
such reguest for a ‘hearing, ihe Surgeon Genersl, or a repre-
sentative or representatives designated by him for this pur-
pese, shall afford the contractor a reasonable oppertunity to
‘be heard, to be represented by counsel, .to present amy perii-
nent information and argument, acd tu rebut any other informa-
. lici w Le considered in reaching a declsion. The firdings by
. the Surgeon General or such representativa(s) shall be in
writing, shall be beased solely on the material presented at
~the h-aring, ard shall be finel ard biwding on the contractor,
If the Surgeon General's. decision based on these findings be
that the contractor has not met the public need and that
public dedication or edditional licensing by the Surgeon
General 1s necessary in the public interest, he mey so dedi-
cate or license, effective at the erd of the above-provided
90-day pericd or at the conclusion of the hearing, whichever

is later.
QQQE:QQtOE'g ggg;gggétion not to nggnt--ngL e_to purgus

dpplication, Agreement that in the event the contractor elects,
within a period (not to exceed six months after the invention
was or should have been reported) specified in the contract, not
to file & patent application on the inventdon, or, having elacted
to file thersafter fails to file and diligently prosecute a
patent application, the Surgeon General, when he deems it necose
sary in order to protect the availaebility of the invention for
health purposes, shall hawe the right to require the assignment
to the Governmeni of all domsstic righte therein except for the

_ reservation of a nonexclusive royalty—free liuenae to the
contractor.,

2/ Such dedication to be effective ageinst the contractor and amy persona

claiming from him upon filing by the Surgeon Gensral wlth tre Commis-
sioner of Patents of notice of same.

3/ Eitber :ne or both of these alternatives shall be apecifi:d fn the

ombogrd .
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~ (6-10-20B continued)

6.

Foreign Rights. Similarly, agreemont that if the conirector falls
to file, or elects not to file, foreign petent applicsiions which

“the Surgeon Generel determinss are necessary to protect ihe awvail-

~ ability of the invention for health purposes in othsr countries,
~ the Surgeon General may require the assignment of the foreign

’ right.sa )

Renegotiation on new lesds. (Such a provision not mardatory),
The contract may provide that if, in the course of the performance

.of the contract, the contractor ldentifies any new lead which it
. wishes to develop at its own expense, wilthout utilization of faei-
~1lities financed by the Government, the Surgeon General may, when
' he deems it consistent with advancement of the research purposes

of the Government, renegctiste the applic&tion of the patent pro-

- visions of the contract to such new lead, Any modification of the

terms of the contract shall be upon such consideration (which may
be used to reduce the obligation of the Government umder the cone

© tract) as the Surgeon General may deem equitable under the circum-

stances, after taking into consideration the extent of the invest-

" ment of the Gove*nment in relation to the probable cost of further

- devalopment

C. - ntractin U‘}.t _,_ 1 .

. 11 ’

vheri a company - furnishes, for controlled acreening ard testing
only, compourds or products not othervise available to the Service
and in which the company has & proprietary interest, ths contract

. mey provide that: all rights in the compound: or product shall remain

in the company., It may additionally:provide for confidentiality of
the results for & limited pericd after the completion of the screen-
ing process and the report of the results by the Service to the sup-
plisr, Such periecd, as to results deemsd significent for the re-

':-search purpose, ghall not exceed 1° months.'

when the screening end teating of compounda obtained from the sup-

. plier under such a contract is carried out by an outside laboratory, .
- the contract of the Service with the laboratory will contain provi-

giong to safeguard the: rights cf the aupplier under its contract

with the Service,
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D. ; v I Bployeet Innntions mede by Fodoral esmployees,
or w Fodoml upleyen 3oint.1y with others, ars subject to determinge
tion under applicabls Exscutive Orders aml Depertment regulationa,
Appropriste reference to this requirement will bs msde in sommection
with contracts with suppliers of chemical ccampourds for use in
repearch to bs conducted by the Service, amd contracts for research
and development in which Fedsral ouploynom may in any wey partici-
pato.

E. Wmn Nothing in this poliey ‘etatement shall
be deemsd to limit the authority of the Surgeon General to nagotiate
for & license or other rights under existing patents or involving the
use of patented or unpatended compounds or processes, sa he may dem
necessary for the affective prosecution of the cancer chemotherapy
program,
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