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' CHAPTER 6=10 : . _
REGULATIONS AND PROCEDURES

6-10_-.00' 'sCope
‘10 Regulations (from Federal Regiu.er of 10/1/66)

+20 Patent Policy Applicable to Cancer Chemotherapy '
Industrial Research Contracts

16-10-00  SCOPE
‘This.Ch&ptef'contaiua°

1. _Department 1egu1ations relating to 1nvent10ns (a) made by

" Department employees, or (b) resulting from research grants,
fellowship awards, or research contracts under programs
administered by the Department,.and

2. Department patent policy, approved 7/31/58 by the Secretary,
~ .establighing the. limitations.referred to in section 8.7 of
- _the Department regulations for the negotiation of cancer
chemotherapy industrial research contracts._“-

(iii 6-10-10  REGULATIONS
o TITLE 45-~PUBLIC WELFARE
~ Subtitle A--Department of Health, Education,
o and Helfare General Adminis;ration

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

PART 7--EMPLOYEE INVENTIONS

PART. 8--INVENTIONS RESULTING FROM RE-
" SEARCH GRANTS, FELLOWSHIP AWARDS, .
. AND commcrs FOR RESEARCH-

' The following parts are Department rules and policies relating to e
1nvent10ns which are made by Department employees having a relation to Sk
‘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._ : -

. 6.0 General Policy.._

o " 6.1 Publication or paten;lng of inventions.
@ iit.. 6,2 General Responsibility.
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1 6.3 Government-owned patents: llcpnslu,, dedication to the publlc. P }
' 6.4 Central records; confidentiality. ‘ e

AUTHORITY: §§ 6.0 to 6.4 issued under Reorg, Plan No., 1 of 1953.
18 F.R. 2053, 3 CFR 19646=1953 Comp., p. 1022; E.O0. 10086, 15 F.R. 391,
3 CFR 1949-1953 Comp., p. 292 E o. 10930, 26 F.R. 2583, 3 CFR 1959~ -

§6.0 ggneral Policy.

Inventions developed through the resources and activities of -
the Department are a potentisl resource of great value to the public
health and welfare, It is the pollcy of the Department:

(a) - To safeguard the publlc interest in inventions developed
‘ by Department employees, contractors and grantees w1th the aid of -
'-’publlc funds and facilities,_" '

(b) To encourage and recognlze individual and cooperative
_”achievement in research and *nvestigstxons, and

{¢) To establish a procedure, consistent with pertinent
 statutes, Executive Orders and general Govermment regulations, for . -
" the determination of rights &and obllgations relating to the. patentn o '
ing of inventions, '

~ §6.1 Publication or paten;ing_qg_inventions.

"It is the general policy of the Departmeut that the tesults
of Department research should be made widely, promptly and freely
available to other reszarch workers and to the public. This
availability can genersily be adequately preserved by the dedica-
tion of a Govermment-owned invention to the public. Determinations
toc file a domestic patent application on iuvzutions in which the
Department has an interest wil} be made where the circuwstances
indicate that this is desirable in the public interest, and if it
is practicable to do’ so. ' Depaitment determinations not to apply
for a domestic patent on employee inventions are subject to review
and approval by the Commissioner of ‘Patents, Except where deemed
necessary for protectlng the patent claim, the fact that a patent

~application has been or may ‘be filed will not require any departure
from normal policy rngardlng thz d;sseminat;on of the results of
r=~Department research, :

§6 2 General Responsib;llty.

The Assistant Sccretary {Health and Scientific Affairs) is
' responsible for the administi#ation of the invention and patent :
program of the Department and the determination of rights in- o ~
inventicns and patonts in Whl"h the Dbpartment has an. 1nterest. ‘
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§6.3 Licensing of Government-owned patents,

Licenses to practice inventions covered by patents and pending
patent applications owned by the United States Govermment 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, seld, or
distributed thereunder,

Where it appears however that the public interest will be -
gerved 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 tha congent of the inventor. .

~PART 7 -~ EMPLOYEE INVENTIONS

c
0 Who are employees. '

1 Duty of employee to report inventions.
3 Determination as to domestic rights.
4 'Option to acquire foreign rights.

7 Notice to employee of determination,

8 Employee's right of appeal.

AUTHORTTY : §§ 7.0 to 7.8 1ssued under " Reorg. Plan No, 1 of 1953,
18 F.R. 2053, 3 CFR 1949-1953 Comp., p. 102Z; E.O, 10096, 15 F.R,
' 391, 3 CFR 19491953 Comp., p. 292; E.0. 10930, 26 F.Re 2583, 3 CFR
| 1959-1963 Comp. , pe 456, T

'§7.0 ‘Who are emglozees. _.

- 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
consgtituent organization, pursuant to an exemption approved by
the Commigsioner of Patents that to include him or them would be
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Gé-lO-lO cont'd) -
{mpracticable or inequitable, 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=-
i . template that he shall work for less than the minimum number of
' ' hours per day, or less than a mininum number of daye per week, or
less than the minimum number of weeks per year, regularly requ1red
of full-time employees of his class,

§7.1 Duty of employee to report inventions,

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

§7.3 Determination as to domestic rights,

_ . The determination of the ownership of the domestic right,
"title, snd 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 thereunder by the Commissioner of '
Patents as follows: '

(2) The Govermment as represented . by the Assistant Secretary
‘(Health and Scientific Affairs) shall obtain the eatire domestic
rTight, title and interest in and to all inventions made by any
Govermment employee (1) during working hours, or (2) with a contri-
buticn by the Government of facilities, equ1pment, materials, funds,
or information, or of tims 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 duties of the inventor,

(b) In any case where the contribution of the Government,
as measured by any one or more of the criteria set forth in . para- .
~graph {(a) of this section, to the invention is insufficient equitably
to justify a requirement of assigmment to the Government 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 Govermment could obtain same under paragraph. .
- (a) of this section), the Department, subject to the approval of
~ the Commissioner, shall leave title to such invention in the employee,
subject, however, to the reservation to the Govermment of a nonex-
clusive,.irrevocablé,,royaltwaree license in the invention with

' GENERAL ADMINISTRATION Supersedes p. &, Ch. 6-10 (TN-83) TN-155 (10/20/66)
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(6=10-10 continued)

‘ pcwer to grant licenses for ali ggvernmental'burpoaas,'sueh teaervaJ
‘tion to appear, where practicable, in amy patent, domestic or foreign,
- which may 1esue on such iﬂvention. .

(c) In aypiying the provisions of paragraphs (a) and (b) of

this section to the facts and circumstances relating to the meking

of any particular imvention, it shall be pregumed that am invantion
made by an employee who is employed or assigned {1} to iavent or
improve or perfect any art, machine, mammfacture, or composition of
matter, (2) to conduct or perform research, development work, or

. both, (3) to supervise, direct, coordinate, or review Covernment.
. financed or conducted research, development work, or both, or (&)

to act in & liaison capacity among govermmentsl or nongovernmental

~ agencies or individuals engaged in such work, falls within the-

provisions of paragzraph (a) of this section, ard it shall be pre=
sumed that any invention made by any other employee falls within
the provisions of paragraph (b) of this ‘section, Either presumption

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

shall not preclude a2 determination that these facts and ¢ircumstances
justify leaving the entire right, title and interest in and to the
invention An the Government employee, subject to law,

_(d) In any case wherein.the Govermment neither (1) obtsins
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 proviaions of paragraph (b) of this aection;

the Govermment shall leave the entire right, title and interest in
and to the invention in the Govermment employee, suhject to law,

§7.42”thion to acquire foreign rights.

In any case where it is determined that all domestic’ rights
should be assigned to the Govermment, it shall further be determined,
pursuant to Executive Order 9865 and Government-wide regulations '
issued thereunder, that the Govermment shall reserve an option to
require the assigmment of such rights in ell 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

‘f60vernment or the Govermment fails to exercise its option within

_.such period of time as may be provided by regulations iasued by the

'Commissioner of Patents, any. application for a patent which may be

" filed in such country or cduntries by the inventor or hia assignee
. shall nevertheless be subject to a nonexclusive, irrevocable,

:froyalty-free license to the Govermment for a11 governmental purposes,

including the power to issue sublicenses for use in behalf of the
Govermment “and/or in furtherance of the foreign policies of the
Government.
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(6-10-10 cont* d) §7 7 Notice to employee of determination,

The employee-inventor shall be notiffed in writing of the
Department's determination of the rights to his inventicn and of
his right of appeal, if any. Notice need not be given if the

employee stated in writing that he would agree to. the determination
- of ownership which was in fact made.

§7 8 Employee's right of appeal

L " An employee who is aggrieved by a determlnacion of the

- Department may appeal to the Commissioner of Patents, pursuant to

. section 4(d) of Exscutive 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 period as the Commiss*oner may, for good cause,
fix in any case) after receiving wrltten notice of such determina-

t:\.on.
PARI 8 -- INVENTIONS RESULTING FROM RESEARCH GRANTS,"
: FELLOWSHIP AWARDS, AND CONTRACTS FOR RESEARCH

Sec.

8.0 Policy. '

8.1 Conditions to be included in research _grants,

8.2 Determination as to domestic rlghts.

8.3 Licenses to the Govermment,

8.4 Option to acqulre foreign rights.

8.5  Fellowships.

8.6 Contracts for research.

8.7 Cancer chemotherapy industrial reaearch contracts.

. AUTHORITY: §§ 8.0 to 8.7 issued under Reorg. Plan No. 1 of IQS3,
" 18 F.R. 2053, 3 CFR 1949-1953 Comp., Pp. 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~
l963 Comp., p. 456

 §8.0 Poliqx,

. (a) The Départment of Health, Education, 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
carryzng out its broad responsibility under the Public Health Service

""Act to promote and coordinate research in the field of ‘health and to
-make available information concermning such research and its practical
application. The scientific and technnlogical advances attributable

~in varying degrees to this expenditure of public funds frequently
include pateutable inventicns.

1
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pcwef to grant licenses for all govermmental purposes, such reserva-

‘tion to appear, where practicable, in amy pa:ent dcmestic or foreign,
which may issue on such irvention. .

(e) 1In aﬁplying the prcvisions of paragraphs (a) and (b) of

‘this section to the facts and circumstances relating to the meking

of any particular invention, it shall be presumed that sn invention
made by an employee who is employed or assigned (1) to invent or
improve or perfect any art, machine, mamifactuve, or composition of
matter, (2) to conduct oxr perform research, development work, or
both, (3) to supervise, direct, coordinate, or review Guvernment
financed or conducted research developument work or both, or (4)

-f:‘to act in a liaison capacity among governmental or nongovernmentnl
-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 falle within

":;the provisions 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 circumstances
justify leaving the entire right, title ard interest in and to the
invention in the Government employee, subject to law,

‘(d) In any case wherein the Government neither (1) obtains
the entire domestic right, title and intereat in and to an invention
pursuant to the provisions of paragraph (a) of this gection, nor
(2) reserves a nomexclusive, irrevocable, . royalty-free licenae in
the invention, with power to grent licensea for all govermmental
purposes, pursuant to the provielons of paragraph (b) of this section,
the Govermment shall leave the entire right, title and interest in
and to the invention in the Govermment employee, subject to. law.

57.4 Optiou td acquire foreign f{gbts.

In any case Where it is determined that all domestic rights

" should be assigned to. the Govermment, it shall further be determined,

purguant 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 &ll 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. 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, irrevocable,
_royalty-free ‘license to the Govermment for all govermmental purposel,

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

' Govermment and/or in furtherance of the foreign policies of the

Government.
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-10-10 cont'd) §7 7 Notice to employee of determlnation.

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

§? 8 Employee B8 rlght of appeal

_ An employee who is aggrieved by a determination of the
Department may appeal to the Commissioner of Patents, pursuant to
‘section 4(d) of Executive Order 10096, as amended by Executive Order’
10930, and 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 pericd as the Commissioner may,. for good cause,

fix in any case) after recelving written: notice of such determdnau
'tlon. : ' -

| PART B =-- INVENTIONS RESULTING FROM RESEARCH GRANTS
: ' FELLOWSHIP AWARDS, AND CONTRACTS FOR RESEARCH

L3

‘Policy, . ' ' o
Conditions to be included in research grants.
Determination as to domestic rlghts. '
Licenses to the Government.

_”‘0pt1on to acquire foreign rlghts.

" Fellowships.

Contracts for research, s

Cancer chemotherapy Industrial research contracts.

0 G oo oG]
~NouPlLpHOnN

. AUTHORITY: §§ 8.0 to 8 7 issued under Reorg. Plan No. 1 of 1953,
. 18 F.R. 2053, 3 CFR 1949~1953 Gomp., p. 1022; E.0. 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 456,

58.0 Polic!o

_ (a) The Department of Health, Educatlon, and Welfare each
“year is expending large sums in the form of grants for research.
“These grants are made primarily by the Public Health Service in
_ carrying out its broad 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
o application. The SClentlflc and technologicel advances attributable

in varying degrees to this expenditure of public’ funds frequently
include patentable inventions,

GENERAL ADMINISTRATION Supersedes p. 6, Ch. 6=10 (TN=15) TN-155 (16/20/66)
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(6-10-10 continued)

(b} The Department, as & 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 serwve the public
interest, It is believed that the publie interest will in general
be best served if inventive advances resulting therefrom are made
freely svailable to the Government, to science, to 1ndustry, and to

the general publlc.

'(c) On the other hand, in some cases it may be advisable to

“.permit a utilization of the patent process in order to foster an

adequate commercial development to make a new invention widely
available., Moreover, it is recognized that inventions frequently
arise in the course of research activities which also receive sube
stantial support from other sources, as well as from the Pederal

‘grant, It would not bé consistent with the cooperative nature of

such activities to attribute a particular invention primarily to

_fupport received from any one source. In all these cases the Departe

_.ment has a responsibility to see that the public use of the fruits

of the research will not be unduly restrxcted or denied,

(d) “The fcllowing conditions have been- adopted to geﬁern the

treatment of inventicns 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 contrlbuted to the lnvention.

§8.1 Condrtions to be included in'research grents.'

Subject to legisiative directives or Executive Orders pro=-

~viding otherwise, all grants in aid of research shall provide as a

condition that any inventiom arising out of the activities assisted
by the grant shall be promptly and fully reported and shall provide,

,erther

‘(a) That the ownership and manner of dieposition of.all
rights in and to such invention shall be subject to determination
by the Assgistant Secretary_(Heelth.and Scientific Affairs), or

{b) That the ownership and disposition of all domestic rights

Lshall be left for determination by the grantee institutionm in

w:‘accordance with the grantee's established policies and procedures, .
" with such mndifications as may be agreed upon 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 Governmment shall receive a royalty-free license, with
a right to issue sublicenses as provided in §8.3, under any patent

'._.epplied,for_qr obtained upon the invention, .

GENERAL ADMINISTRATION
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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 Govermment an
option, for a period to be prescribed, to file foreign patent applica-

tions upon the invention,

§8.2 Determination as to domestic righte.

Rights in any invention not subject to disposition by the
grantee pursusnt to paragraph (b) of §8.1 are for determination by
the Assxstant Secretary . (Health and Scientific Affazrs) as follows:

“(a) f he finds that there is adequate assurance that the
invention will either be effectively dedicated to the public, or

_-that any patent which may be obtained thereunder will be generally

“available for royalty-free and nonexclusive licensing, the effectua-~

rh'tlon 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 ave

. saticfactory safeguards against unxeasonable royalties and repressive

. Ppractices, 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.

{e) " 1f 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 iun the public interest, ‘the invéntion may be left for disposition

by that agency in accordance with its own policy.

(d) 'In all other cases, he shall require that ell‘doﬁeSCic
rights in the invention shall be assigned to the United States

‘urnless he determines that the invention'is of such doubtful impor=-

*ance or the Government's equity in the invention is so minor that
protective measures, except as provided 1n §8 3, are not necessary

“in the public Lnterest.

§8.,3 Licenses to the Government.

Any arrangement'or determination as ‘to the'dlsp651t1on of
rights in inventions - pursuant to §8.1,° §8.2, §3.5, or §8.6 shall
require that there be reserved under any patent appllcation or patent
thereon, domestic or foreign, a nonexclusive, irrevocable, royalty-
tree license to the Government with power to subllcense for all

-gcvernmental purposes,

'§8;ﬁ Option to ﬁéquire foreign rights.

In any case where it is determined that all domestic rights-
should be assigned to the Government, there shall be reserved to

‘the Government, pursuant to Executlve Order 9865 and Government-wide

GENERAL ADMINISTRATION
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regulations issued thereunder, an option to require the assigmment of

. all rights in the invention in all or in any specified foreign
countries,  In any case where the inventor is noct required to assign
the patent rights in any foreign country . or countries to.the Govern-
ment, ox the Goverrment fails to exercise its option within such.

: - .period of time as may be provided by regulationas issued by the

. Chaixman of the Government Patents Board, any application for a
patent which may be filed in such country or countries by the inventor
or his assignee shall nevertheless be subject to a n@naxclusive,
irrevocable, royalty-free license to the Govermment fov ail govern~ .
mental purposes, including the power to-sublicesnsz for all govermmental
. purposes. -

'§8.5 Fellowships.

In the discretion of the Assistant Secretary (Health and
'~ Scientific Affairs), the award of a fellowship to a person not a
"Government 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 §8.1, or for its digposition
" by the institution at which the research was performed in accordance
with its establighed policies, if applicable to such an invention,
'ﬂwhich meet’ ‘the requirements of paragraph (b) of such- section.

§8 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 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 rEqque assigmment of all rights to the United States or

. dedication to the public. 1In 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 institutions shall

" contain provisions as in paragraph (a) of this section except that,

© if it 'is determined that the ingtitution's policies and procedures
are acceptable as meeting the requirementa of §8.1(b) with respect to
'grants, the contract may provide, with such special stipulations in

“the contract as may be deemed necessary in the public interest, for i
leaving the ownership and disposition of all domestic rights for _ G
determination by the contracting inatitutiOn in accordance with such :
'policies and procedures.

- §8.7 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 E :
. {(Health and Scientific Affairs) may approve for -such program,

TH-155.(10/20/66) . . e - GENERAL ADMINISTRATION
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§8. 8 Screenlng of ccmpounds 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
DHEW research grants and awards. Reporting, filing patent applications om,
and determining ownership in inventions relating to such compainds 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. 1t is the policy of the Department that all compounds synthesized or
identified during the course of grant-supported research should be adequately
screened and tested in Government or nongovernment facilities in order that
all possible utilities may be ascertained and that any promising compounds
may be fully developed for widest possible use. The Department encourages
the utilizat1on, whenever appropriate, of the screening services of the Cancer
' - Chemotherapy Natlonal Service. Center and the Walter Reed Army Institute of
Research . . . .

(2) It is the poli¢cy of the Department notwithstanding anything to the
. contrary under patent law of the United States or requirements of U.S. Patent
Office practice, to acquire no ownership rights to inventions claiming novel
. methods of using compounds, where such use inventions are first conceived and .
" 'reduced to practice solely by the screenlng or testlng organlzat1on 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 institutioms) with
grant funds, the grantee shall obtain an agreement with the screening organi-
. zation providing that the screener shall promptly report to the grantee the
-~ details of any positive findings of utility for the compound and that all
invention rights relating to the compound and its utility shall, as between
....the grantee and the screener, vest in the grantee.. Upon receipt of such
report, of positive findings, the grantee shall promptly forward copies to
. DHEW, Ownership of all invention rights to the.compound or reported utili-
ties shall be subject to the disposition by the Assistant Secretary (Health
and Scientific Affairs) as provided by the terms of the 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 pex formed without'the'use of grant funds

" Where screening is to be performed at- n0n30vernmental'facilitxes
without the use of grant funds, the grantee may proceed to have compounds
screened under one of the following arrangements:
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(1) Institutional Patent Agreement -- Where the grantee 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 such Institu-

_ tiomal Patent Agreement. The agreement with the screeper shall, as a minimum,

provide that ownership of patent rights to anentlons resulting from the

.screening process shall vest, depending on the law of inveatorsnip, in the

grantee, the screener, or both, except that such agreement may leave to screen-
ing or testing organizatione ownershlp rights to inventions claiming 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 all invention

rights to the comp0und and all other invention rights vested in the grantee
in accordance with the terms ‘of the Institutional Patent Agreement,

(2)' Patent'Agreemente for Screening -~ Where an'Iﬁstitutional Patent
Agreement is not in effect, the grantee shall enter into an agreement with a

... Screener to govern dispositxon of rights to inventions resulting from the
_”screening Such agreements shall be in the form presetibed 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 Institutional Patent Agreement, it may, prior
to making arrangements for screening, petition the Assistant Secretary (Health
and Scientific Affalrs) requestlng 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 1nventions w111 thereby be more. adequately and quickly developed
for widest use. : : . N
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| 6-10-20 | PATENT POLICY APPLICAELE TO CANCER :
' CHEMOTHERAPY INDUSTRIAL, RESEAFCH GONTRACTS -

A, g 'ne_;;g_ ]

1

2.

The cancer chsmotherapy program of the Public Health Service is

. an intensified effort, with special appropriations mede available

_ urder a Congressional directive, to explore sxhaustively and

. rapidly the potentialities of chemicel compourds in the control
.of cancer, Bacause of the peculiar exigencias of this program

. and in order that the resources of pharmaceuticsl amd chemical

firms may be brought to bear with a minimum of delay, certain
exceptions to general Department policy will be permitted: in t.he

_ nagotiat.ion of 1rxiustrial contracts for this program.

Irdustrial Tesearch cont.racts for this prOgram may conta.in

either-'

&, the standard patent clauses, reserving ‘to the Surgeon General

_ the right to determine the disposition of inventione arising
" from the performance of the contract or, in lieu of auch
right,

b a‘ba.rﬁa.rd alternative clausés 1eaving the right to patent and

s

'_ altarnativa cla.usas :

exploit such inventions with the contractor, subject to
certain limitations deemed necessary to protect the: public's
' intereet in the results of the contracted research.‘

Depa.rtmnt policy concerning the negotiat:lan and operation of the
‘Contract nsgotiations: The alternatives indicated will be

mede available in the negotiations with all contracting
companies without discrimination.

b. Public interest: The operation of thege alternative clauses

will be closely reviewed to essure that the following basie
- objectives are maintained in the public interest:

(1) The availability of information céncarning the results
of research and the right, without undue delay, 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 inventlons arising
from the research contract, whether actual development
and production is to be made by the contractor himsalf
or by others; and
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(3) Suzstajmd capcentration on the anti-cencer objactive of
: ell resqurces mobilissd for ﬁ:ua WB of the
cgntract. '

: stg: The Surgecn Geperal or his reprsssn-
t&tima ahﬁ.l maintain close consultations with the contractor
comcarning quesitions affesting the public nead for the
products of inventions which are subject to the limitations
pregeribed in the altermatiwve clauses feor the protsction of
the public intarsst with respect to their supply, price, amd
~quality, Ths objectiwe of those comsuliations chall bs to
- promots a mubtual awarenass of such metters in order to essure
to the contractor (umder his right to exploit the invention)
~an cpportunity on his oum initiativa to take such actions
ragarding thsm a3 he balievea would bs in his ard in tha
~ public intsrest.

B. '1- LY et . ,:: L& L DR LI tO s Whsn the Oontrﬂct
- is for msamh including contracts for product development vecessary
. Por purposes of research) to ba parformd Yy the compery (with or

- without provision for subcontracting), the contrect, & an elternative
_“to the standard patent clauses, msy provide for laaving to the con~

~ tractor the right to patent and expioit any inventdon conceived or

first actually reduced to practice in the courss of the parformance
' of the contract subject, howsver, to the follewing limitations which
' m daemd nacessary to protect t.he public interest:

W Agraement that the ccutractor will report promptly t.o
'j the Surgeon General any such invention ard will aleo report .
praaptly the filing of any domsstic or foreign patent application
- thereon or his election not to £ils such application, Inwvention

‘Report ashall be required after the conception or firat actual

rsdugtion to practice of each invention that reasocnably appears

to bte patentable and, in any event, as scon as any evidencs of

"’util%ity has been developed (uhethar in & health or other fleld of
use ),

losure. Resarvation to the &ngem General of thw right to
:-'maka diacloaum of the invention, whenever he deems it in the -
public interest, after taking into consideration a reasonable
opportunity to the contractor to protect such rights as he may
‘bave in the invention. Ths contract may specify that such die-
closure shgll not in any cass, without thé consent of the
eontrector, bs made in less than six months from the time the
Surgeon General determines the inventlon was or should have been
reportad, .

T8-21 (7/31/58). Supersedes pags 9, Choptar 6-10 TR-15) mm mmmﬁ
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- (6~10-20B continued)

3., Licones to the Goverument, BHeservation to the Government of an
irrevocable, nonexcluslive, royalty-free licenss 1o practics or
. cause to bs practiced, by or for the Government throughout the
‘world, eech subject invention (whather patented or unpatented)
in the mamufacture, uss cr disposition according to law of any
article or msterisl or in the mase of any meihod or process.

4. Eellure %o mact health paxds.

" ‘@, In recognition of the Goverzment!s invesimsnt and ths publie
. intersst in ths results of contracted research, agresmsnt
- tha% whensvsr, subsequent to tha coatraster’s fiiing of a
. patent application for any 1n;a ition ¢oncsivad or first
actually reduced te prastics in the course of the performance
of & contyach, ths Surgson Gensrel, after obtalning and
 consldering the advize of such advisory bodlss or consuli-
““ants as 'he deems approprists and compsient, has ground to
baliesve that such invention, whether rslatsd to a product,
procsss, or otherwiss, is uf such stage of development that
'Af 1t wers mors generally availabls it wouwld meet a health
need ard that the public intsrest -1/- requires ths invention
“to bs availabls for health purpossz te othere than the cone=
" 4ractor armd his licana@a83 ha shall so notify the contractor,
' giving Teascns therefor, snd request him, wiithin a time
“specified, to take sppropriate atsps o maet ths publie nead,
. which may includs the issuanse of licsnses to additional
- mamufacturers of the bcﬁtractor’" own gelection, (Sueh re=
quests shall be supplsmentary to. such infoimel consuliations
‘between the Surgson Gemeral or his repressntative and the
contractor as have taken placa in acco$ﬁancﬁ with the provie
. sions of ssctlon &3¢ abova, ) :

b. If, upon expiration of the time spacified, .or gush extension
' therecf as approved by the Surgson General, the Surgeon
Genoral fiods that the coniractor has f&ileﬁ to taks sppro--
priate stsps adsquate to mwet the public need, hs shall
notify the contracter, with ressons therefor, that at the end
. _of 90 days from such nmotles he will exsrciss the rights
 specifisd below, If within 20 days of receipt of such notice
* the contractor falls to f£ile & writien requsst for & hearing
"as provided below, the Surgson Gereral shall upon expiration
_of the above 90-day pericd have t.ha rlghts :

1/ Hith respect to supply, quallty, or price
| 5 _ o
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\1) to dadicate to the public ell xighta in the invsntion

2/ or;

() to issue {under or in anticipaiion of the issuance of
any such patent) nonexclu-iva, rovalty—free licenses
~ (for practice of the invention for amy health purposa)
on a nondiscriminatory hasis to all qualified applicents
~ to use, manufacture and sell embodiments of the inven. .
tion for any heslth purpcse., }/

If, within 20 daya of receipt of notice, the contractor files
“such request for & hearing, the Surgeon Gensrsl, or a repre-
sentative or representatives designated by him for this pur-
pose, shall afford the contractor a reasonable opportunity to
be heard, to be represented by counsel, to present any perti-
nent; information and argumant acd tu rebut any otoer informae
Litii v L@ consldered in reaching & declsion, The firdings by

' the Surgeon General or such representative (s) shall be inm

writing, shall be. ‘based solely on the material presented at

‘the hearing, and shall be finel and binding on the contractor,

'_'If the Surgeson General's decision based on, these findings be

 that the contractor has not met the public need and that

public dedication or edditional licsnsing by the Surgeon

3Genaral 1s neceasary in the public interest, he mey so dedi-
cate or license, effective at the ond of thm above-provided -

90-day pericd or at the conclusion of the hearing, whichsver

s ;atar.;

Qgggzggtog'g ggggggggtion not to ggtg_t—-?ggl e _to purgus
dpplication, Agreement that in the event the contractor electe,

. within a period (not to exceed six months after the invention
... was or should have been reported) specified in the contract, not
%o file & patent application on the invention, or, having olacted
‘to flie thersafter fails to file and diligently prosecute a
petent application, the Surgeon General, when he deems it necese
.. sary in order to protect the avai;abiiity of the invention for
_health purposes, shall bave the right to require the assigument
to. the Government of all domastic rights therein except for the
reservation of & nonexclusive royalty-free licenae to ths
contractor.

/ Such dedication to be effective against the contractor amd any persona
' claiming from him upon filing by the Surgeon General Hlth the Commige
sloner of Patents of notice of same,

3/ Either -ne or both of_theae alternatives shall be spscifiad in the

rontigrt .

™A (/n/58)
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6.

7.

-1,

Foreign Rights. Similarly, agresmunt that if the coniractor falls
to file, or elects not to file, forsign patent applicailons which

‘the Surgeon General determines are necessary to protect the avail-
®bility of the invention for health purposss in other countrise,

the Surgeon General may require thﬂ assignment of ths foreign
rights,

Renegotistion on_new leads. (Such 2 provision not mardatory).
The contract may provide that if, in the courae of the performance

" of the contract, the contractor identifies any naw lsed which it

wishes to develop at its own expense, without utilization of faeci-.

1lities financed by the Government, the Surgeon General may, when
“he deems it conaistent with sdvancement ‘of the ressarch purposes

‘of the Government, renegctiate “the applic&tion of the patent pro-
- ‘visions of the contract to such new lead. Any modificetion of the .

terms of the contract shall be upon such consideration (which may

" be used to reduce the obligation of "the Government under 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 Govarnment in relation to tne probabls cost of further
'".development

‘¥hen ‘e company furnishea, for controlls& acraening ard tasting
only, compourds or products not otherwise available to the Service
and in which the company has a proprietary interest, the contraect’

‘msy provide. that all rights in the'compound”or'product shall remain

-~ in the company. It mey edditionally provide for confidentiality of
“-'the resulte for a Iimited pericd after the completion of the screen-

ing process and the report of the: Tesilte by the Service to the sup-

- plier, Such period, as to results deemed significant for the re-
- search purpose, shall not exceed 12 months. 7 '

- When ‘the screening end testing of ccmpounda obtained from the HUp-

plier urder such a contract is carried out by an outside leboratory, .

. the contract of the Service with the laboratory will contain provi-

slons to safeguard the rights of “the aupplier undar ita contract

- with the Service,

'GENERAL ADMINISTRATION ] | T TR-21 (7/31/58)
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D,

E,

* ; Lante or . ght,
" be deemad ¢ limit the autho

Inventions by Federal Erplovees. Inventions msde by Federsl employess;
or by Federal employees jointly with others, are subject to detorming-
tion under applicable Executive Orders and Department regulations,
Appropriate reference to this requirement will be made in scsmmection

with contracts with suppliers of chemical ccmpounds for use in

research to be conducted by the Ssrvice, and comtracis for research
and development in which Pederal employees may in any way partici-
pats, .

i

. Nothing in this policy statement shall
rity of the Surgeon Gensral to negotiate
for a license or other rights under existing patents or involving the
use of patented or unpatenfed compounis or procosses, as he may dezm
nscessary for the effective prosecution of ths cancer chemotherapy

ey ltesl L

. progran,

TN-21 (7/31/58)
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