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Patents and Inventions " .
CHAF' TER 6=-10

REGULATIONS AND PROCEDURES

6610;00 Scope
- -10 Regulations (from Federal. Regls.er of 10/1/66)

20 Patent Policy Applicable to Cancer Chemotherapy
" Industrial Research Contracts

6-10-00  SCOPE
This Chapter COntains'-

1. Department regulations relating to inventions (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,
establishing the limitations referred to in section 8.7 of
- the Department regulations for the negotiation of cancer
chemotherapy industrial research contracts,.

6=10-10  REGULATIONS

TITLE 45--PUBLIC WELFARE
. Subtitle A=-Department of Health, Education,
and Welfare, General Adminiptration

PART 6--INVENTIONS AND PATENTS
(GENERAL)

PART 7-=-EMPLOYEE INVENTIONS'

PART 8—-INVENTIONS RESULTING FROH RE=
SEARCH GRANTS FELLOWSHIP AWARDS,
- AND CONTRACTS FOR RESEARCH

The following parts are Departmgnt rules“and policies 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.

6.0 General Policy.

6,1 Publication or patenting of inventions,
6.2 General Responsibility.

HEW Tﬂ-lSE (10/20/66) ‘Supéyaedes.p.l, Ch. 6-10 (‘IN-21)




KEGULATIONS ahD PRUCEDURES

‘6=10=10 cont'd)- ' '
6.3 Government-owned patents; licensing; dedication to the publié."

6.4 Central records; confldentxaliLy.'

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 FuR. 391,

3 CFR 1949-1953 Comp., p. 292; L.O. 10930, 26 F.R, 2583, 3 CFR 195%- - .

1963 Comp.,’ P. 456,

§6,0 General Policy.

_ 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 policy of the Departnent:

(a)- To.safeguard the public interest in inventions developed
by Department employees, contractors and grantees thh the aid of
-publzc funds and facilities,_

(b) To encourage and recognlze individual and cooperative
achievement in research and investigetlons, and
1] . .
(c): Td-establiSh a procedure, consistent with pertinent
statutes, Executive Orders and general Government ragulations, for
" the determination of rights and obl;gationa relating to the patent- '
‘ing of inventions, .’

§6.1 Publication or patenting of inventions.

It is ‘the general policy of the Departmeut that. the rvesults
of Department research should be made widely, promptly and freely
available to other rescarch workers and to the public. This
availability can genersily be adequately preserved by the dedica-~
tion of a Govermment-owned invention to che publie, Determinations
te file a domestic patent application on inventions in which the
Department has an interest will be made where the circumstanceb
indicate that this is desirable in the public interest, and if it
is practicable to do so. Departmeut 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 protecting the patent claim, the fact that a patent

~ application ha: been or may be filed will not require any departure

from normal policy rsgarding the disseminacion of the regults of
- Department Tesearch.

.§6.2 General Reéponsibility.

The Assistant Secretary (Health and Scientific Affairs) is
responsible for the administration of the invention and patent
program of the Department and the determination of rights in-
-inventions and patents in which the Department has an interest.

GEWERAL ADMINISTRATION Supersedes p. 2, Ch. 6=10 (TH=89)
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Pagg 3 ‘ REGULATIONS AND PROCEDURES o _ 6~10-10
(6-10=10 continued) . t

§6.3 Licensing of Government-owned patents,

Licenses to practice inventions covered by patents and pending
patent applications owned by the United States CGovermment as repre=
gented by thils Department will generally’ be royalty free, revocable
and nonexclusive., They will normally be igsued to all applicants and
will generally contain no limitations or standards relating to the
quality or testing of the products to be manufactured, sold, or
distributed thereunder, '

Where it appears however that the public interest will be
‘served under the circumstances of the particular case by licenses
which impose conditions, such as those relating to quality or testing
of products, requirement of payment of royzlties to the Goverrment,
etc., or by the issuance of limited exclusive licenses by the Assistant

Secretary for Health and Scientific Affairs after notice and 0pportunity
: for hearing thereon. guch 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 determinatlons of ownership, and documents and information
cbtained for the purpose of prosecuting patent applications shall be
confidential and shall be disclosed only as required for official purposes
or with the consent of the inventor.

 PART 7 =- EMPLOYEE INVENTIONS

o

s~~~
-
[ IEN N R B 2]

L ]

Who are employees,

Duty of employee to report inventions,
Determination as to domestic rights,
Cption to acquire foreign rights.
Notice to employee of determination.
Employee's right of appeal,

. AUTHORITY: §§ 7.0 to 7. 8 isgued under Reorg. Plan No. 1 of 1953,
18 F.R, 2053, 3 CFR 1949=1953 Comp., p. 10223 E,O, 10096, 15 F. R.
391, 3 OFR 1949~1953 Comp., p» 292; E.0, 10930, 26 F.R. 2583, 3 CFR
1959-1963 Compe s po 456,

§7.0 Who are emgloxees.

Ag ueed 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
congtituent organization, pursuant to an exemption approved by
the Commigsioner of Patente that to include him or them would be

TN-69.15 (10/1/69) ~ Bupersedes p. 3, TN-155 GENERAL ATMINISTRATION




REGULATIONS AND PROCEDURES page.a -

L 3

té 10-10 c?ﬂ:bggcticnble 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 miniwum number of
' " hours per day, or less than a minimum number of deys per week, or
! less than the minimum number of weeks per year, regularly required
: of full-time employees of his class.

57.1 Duty of emplovee to repprt inventions.

: Every Department employee is required to report to the
Assistant Secretary (Health and Scientific Affairs) inm accordance
with the procedures establighed therefor, every inventicn 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 aumy part
during working hours, or with any contribution of Goverrment
faciliries, equipment, material, funds, or information, or of time
or services of other Govermment employees on official duty, |

§7.3 Determination as to domestic ?Eﬁbtﬂ-

Thc determination of the ownership of the domestxc right,

title, and interest in and to an invention which ig or may be
. patentable, made by a Govermment employee while under the adminis-
trative jurisdiction of the Department, shall be made in wrlting

by the Assistant Secretary (Health and Scientific Affairs), in
accordance with the provisions of Executive Order 10096 and Govern-
ment-wide regulations issued thersunder by the Commzssioner of '
Patents as follows: =

(a) The Govermment as representcd 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
Goverrment employee (1) during working hours, or (2) with a contri=-
bution by the Govermment of facilities,'equipment, materials, furds,
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 congequence of the official duties of the inventor,

(b} 1In any case where the contrxbut1on of the Governhent,
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 & requirement of assignment to the Govermment of the
entire domestic right, title and interest in and to such invention,
or in any case where the Govermment has lnsufficient interest in an
invention to obtain the entire domestic right, title, and . intereat
therein (although the Govermment could obtain same under parag:aph
(a) of this gection), the Department,.subject to the approval of
the Commizsioner, shall leave title to such invention in the employee,
subject, however, to the rese;vation to the Government of a nonex-
clusive, irrevocable, royalty-free license in the invention with

. GENERAL ADMINISTRATION Supersedes p. &, Ch. 6-10 (TN-83) TH-155 (10/20/66)
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" Goverrment.

(6=~10=10 continued)

power to grant licenses for all govnrnmeﬁtél purpeses, such reserva-
tion to appear, where practicabla, in amy patent, domastic or foreign,
which may issue on such invention,

(e¢) 1In applying the provisions of paregraphs (a) and (b) of
this section to the facts 2nd circumstances relating te the meking
of any particular invention, it shall be presumed that an invention
made by an employse who is employed or assigned (1) to invent or
improve or perfect any e&rt, machine, mamifacturs, oxr composition of
matter, {2) to conduct or perfnrm research, devalopment work, or

‘both, {(3) to supervise, direct, coordinate, oT review chernment

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

to act in & liaison capacity among govermmental or nonsovernmental
agencies or individuals engaged in such work, falls within the"
provisions of paragraph (a) of this section, and it shall be pree
sumed that auny invention made by any other employee falls within

the provisions of paragraph (b) of this section. Either prepumption'
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 Govermment employee, subject to law, :

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

§7.4 Option to acquire foreign rights,

In any case where it is determined that all domestic rights
should be assigned to the Govermment, 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., Xn case where the inventor is not required to
assign the patent rights in any foreign country or countries to the
Government or the Govermment faills to exercise its option within
such period of time as may be provided by regulations imsued 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 Government for all governmental K purposes,
including the power to issue sublicenses for use in behalf of the
Government and/or in furtherance of the foreign policies of the

TH-155 (10/20/66} Supersedes p. 5, Ch. 6-10 (TN-£3) GENERAL ADMINLSTRATION
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(6-10“10 cont ! d) §7 7 Notice to employee of detcymination,

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

§7.8 Employee's right of appéai.

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 regulatioms 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 Commissioner may, for good cause,

fix in any case) after receiving written notice of such determina-
tion, '

PART 8 -- INVENTIONS RESULTING FROM RESEARCH GRANTS,
: FELLOWSHIP AWARDS, AND CONTRACTS FOR RESEARCH

®

oo P W= ON

Policy.

Conditions to be included in research grants,
Determination as to domestic rlghts.

Licenses to the Govermment,

Option to acquire foreign rights.

Fellowships.

Contracts for research,

Cancer chemotherapy industrial research contracts,

oy en 0000 0p WL

» L] -

AUTHORITY: §§ 8 0 to 8.7 issued under Reorg. Plan No. 1 df 1953,

3 CFR 1949-1953 Comp., p. 292; E.C. 10930, 26 F R. 2583 3 CFR 1959-
1963 Comp., p. &456. ‘

§8,0 Policx.

(a) The Department of Health, Education, and Welfare each
vear 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 Health Service
Act to promote and coordinate research in the field of health and to -
make avallable information concerning such research and its pzactical
application. The scientific and technological advances attributable

in varying degrees to this expenditure of public furds £requently .
'anlude patentable inventions.

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

pdwef to grant licenses for all govarnmantal'purpoéau, such reserva-
tion to appear, where practicable, in any patent dummatic or foreign,
which may issue on such invention.

(c) In applying the. provisions of paragraphs (8) and (ﬁ) of
this section to the facts and circumstances relating to the making -
of any particular invention, it shall bz presumed that an inventicn

" made by an employee who is employed or assigned (1) to invent or
_improve or perfect any art, machine, mamufacture, or compusition of
- matter, (2) to conduct or perform research, development work, or

both, (3) to supervise, direct, coordinate, or review Gavernmant
financed or conducted research, development work, or beth, or (%)
to act in & liaison capacity among govermmental or nongovermmental

. agencies or individuals engaged in such work, falla 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

the provisiong of paragraph (b) of this sasction. Either presumption
may be rebutted by a showing of the facts and clrcumstances and

shall not preciude a determination that these facts and circumstances
justify leaving the entire right, titie and interest in and to the
invention in the Goverrment emplqyee, subject to law,

(d) In any case wherein’ the Government nelther (1) obtains
the entire domestic right, title and interest in and to an iuvention
pursuant to the provisions of paragraph (a) of this section; nor
(2) reserves & nonexclusive, irrevocable, royalty=free license in
the invention, with power to grant licenses for all govermmental
purposes, pursuant to the provisions of paragraph (b) of this sectionm,
the Government shall leave the entire right, title and’ 1nterest in
and to the invention in the Government empIOyee, subject to law.

5? [A Option 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 Govermment-wide regulations
issued thereunder, that the Government shall reserve an option to
require the assigmment of such rights in 21l or in any specified

- foreign countries. In case whera the inventor is not required to

assign the patent rights in any foreign country or countriesa to the
Government or the Govermment fails to exercige its option within

“such periéed 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 aasignze
shall nevertheless be subject to a nonexclusive, irrevocable,

. royalty-free license to the Govermment for all governmental purpoaes,

including the power to issue sublicenses for use in behalf of the
Govermment and/or in furtherance of the foreign policies of the
Governmenc.

610=10
— —
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(6'10'10 cont d) §7.7 Notice to employee of determination,

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

_of ownership which was in fact made.

§7.8 Employee s right of appeal.

An employee who 1s aggrieved by a determination of the
‘Department may appeal to the Commissioner of Patents, pursuant to
section 4(d) of Executive Order 10096, az 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 Scientifie Affairs), within 30
days {or such longer period as the Commissioner may, for good cause,

fix in any case) after receiving written notice of such determina-
tlono

PART 8 =- INVENTIONS RESULTING FROM RESEARCH GRARTS, ,
: FELLOWSHIP AWARDS, AND CONTRACTS FOR RESEARCH

it

NP La=EON

Policy.

Conditions to be included in research grants.
Determination as to domestic rights.

Llcenses to the Government,

Optlon to acquire foreign rlghts.

Fellowshlps.

Contracts for research.

Cancer chemotherapy industrial research countracts,

00 0000 03 00 000 OO W
>

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.O0., 10096, 15 F R. 39,

3 CFR 1949-1953 Comp., p. 292; E.O. 10930, 26 F.R. 2583, 3 CFR 1959~
1963 Comp., p. 456,

~ §8.0 Policy.

- (a) The Department of Health, Educat;on, and Welfare each
vear 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 Health Service
Act to. promote and coordinate research in the field of health and to -
make available information concerning such research and its practical
application. ‘The scientific and technological advances attributable

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

GENERAL ADMINISTRATION = Supersedes p. 6, Ch. 6-10 (IN=15) ETNBIES {(20/20/66)
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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 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 Govermment, 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 recognized that inventions frequently
arise in the course of research activities which also receive sub-
stantial support from other sources, as well as from the Federal
grant, It would not bé consistent with the cooperative nature of
such activitieg to attribute a particular invention primarily to
support received from any onme source, In all these cases the Depart-
ment has a responsibility to see that the public use of the fruits
of the research will not be unduly restrxcted or denied.

(d) The following condxtions 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 interesta of
others who have contributed to the anention.

§3.1 Conditions to be included in researech grants.

Subject to'legislative directives or Executive Order; Pro=-
viding othexwise, all grants in aid of research shall provide as a
condition that any invention arising out of the activities assisted

by the grant shall be promptly and fully reported, and shall provide,
either '

(a) That the ownership and manner of disposition of all
rights in and to such invention shall be subject to determination
hy rhe Aggistant Secretary (Health and Sclentific Affairs), or.

(b) That the ownership and disposition of all domestic rights
shall be left for determinatlon by the grantee institution in
accordance with the grantee's established policies and procedures, .
with such medifications as may be agreed upon and specified in the
grant, provided the Assistant Secretary (Health and Scientific Affairvg)
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 upon the invention.’

g
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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 inventien., '

§3.2 Detérminanion as to domestiec rights.

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

"~ (8) f he finds that there is adeguate 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 royaltye-free’ and nonexclusive licensing, the effectua-
tion of these results may be left to the grantee.

_ {b) If he finds that the invention will thereby be more
adequately and quickly developed for widest use and that there are
satisfactory safeguards against unreasonable royalties and repressive
practices, the invention may be assigned to a competent organization
for development and administration for the term of the patent or such
lesser period as may be deemed necegsary. -

{(¢) ' 1f he finds that the intérest of another contributing
Govermment agency is paramount to the interest of the Department of
Health, Education, and Welfare, or when otherwise legally required
or iu the public interest, the invention may be left for disposition
by that agency in accordance with its own policy.

(d) In all other cases, he shall require that all domestic
rights in the invention shall be assigned to the United States
unless he determines that the invention is of such doubtful impor-
*ance or the Govermment's equity in the invention is so minor that

protective measures, except as provided in §8.3, are not necessary:
in the public interest.

§8.3 Licenses to the deernment.

Any arrangement or determination as to the disposition of
rights in inventions pursuant to §8.1, §8.2, §8.5, or §58.6 shall
require that there be reserved under any patent application or patent
rhereon, domestic or foreign, a ncnexclusive, irrevocable, royaltye
tree license to the Guvernment with power to sublicense for all
governmental purposes. ' '

§8.4 “Option to aéquire foreign :ights.

In any case where it is determined that all domestic fights-

should be assigned to the Govermment, there shall be reserved to

the Goverrment, pursuant to Exgcutive Order 9865 and Government-wiae

GENERAL ADMINISTRATION
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(6=10-10 continued)

|  reguletions issued thereunder, an option to require the assigmment of
all rights in the invention in a1l or in any specified foreign
countries. In any case where the inventor is not reguired te assign
the patent rights in any foreign country or countries to the Covern-
ment, or the Govercment fails to exercise its option within such
period of time as may be provided by regulations issued by the
Chairman of the Govermment Patents Board, any application for a
patent which may be filed in such country or countries by the inventor
or his assignee ghall nevertheless be subject to & nonsxclusive,
irrevocable, royalty-free license to the Government for'all govern-

mental puzrposes, including the power to-sublicense fot all governmental
PUIpOBESs., :

 §8.5 irenowahigs.

In the discretion of the Assistant Secretary (Health and
‘Scientific Affairs), the award of a fellowship to a person mot a
Govefhment 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 dispogition

" by the institution at which the research was performed in accordance
with its establighed policies, if applicable to such an invention,
“which meet the requirements of paragraph (b) of such section,

§8.6 Contracts for research.

{a) Contracts for research, with other than nonprofit insgti-
tutions, shall provide that any invention f£irst 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 public. 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 institutions shall
contain provisions as in paragraph (a) of this section except that,

" if it is determined that the institution's peolicies and procedures
are acceptable as meeting the requirements 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
leaving the ownership and diaposition of all domestic r»ights for
determination by the contracting institution in accordance with such
policies and procedurea.

§8.7 Cancer chemotherapy industrial research‘contracts.

Notwithstanding the provigions 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) 7 GENERAL ADMINISTRATLON
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{6-10-10 continued)

§8.8 Screening of compounds generated under DHEW graﬁfs 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 on,
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. It is the policy of the Department that all compounds synthesized or
identified during the course of grant-supported regeéarch should be adequately
screened and tested in Government or nongovernment facilities in order that
all possible utilities may be ascertained and that any promising compounds

may be fully developed for widest possible use. The Department encourages

the utilization, whenever appropriate, of the screening services of the Cancer
Chemotherapy Natjonal Service Center and the Walter Reed Army Institute of
Research.

(2) It is the policy 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 screening or testing organization without
the use of grant funds, -

{b) Screening performed with use of grant funds

Where nongovernmental facilities are utmllzed for screening services
to be performed and paid for by the grantee (as used in this section, the
term "'grantee" refers to awardees in addition to grantee institutions) with
grant funds, the grantee shall obtain an agreement with the screening organi-

- zation providing that the screener shall promptly report to the grantee the
details of any positive findings of utility for the compound and that all
invention rights relating to the compound and its utility shall, as between
the grantee and the screener, vest in the grantee. Upon receipt of such
report of positive findings, the grantee shall promptly forward copies to

'DHEW. Ownership of all invention rights to the.compound or reported utili-
ties shall be subject to the disposition by the Assistant Secretary (Health

~and Scientific Affairs) as provided by the terms of the grant or award in
accordance with Section 8.2, except that where the grantee institution has
entered into an Institutiomal Patent Agreement with the Deparﬁment pursuant

to Section 8.1(b) above, ownership of the invention rights shall be in accor-
dance with the -terms of that Agreement. :

(c) Screening,performed without the use of grant funcs

Where screening is to be performed at nongovernmental facilitlea
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-
tional Patent Agreement, The agreement with the screener shall, as a minimum,
provide that ownership of patent rights to inventions resulting from the
screening process shall vest, depending on the law of inventorship, in the
grantee, the screener, or both,'except that such agreement may leave to screen-
ing or testing organizations ownership 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 inventiocn
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 Institutional Patent
Agreement is not in effect, the grantee shall enter into an agreement with a
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 sat 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 Affairs) requesting a determination that invention rights per-
talning 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 will thereéby be more adequately and qulckly developed
for widest use.
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6-10-20  PATENT POLICY APPLICAELE TO CANCER
- CHEMOTHERAPY INDUSTRIAL FESEAPCH CONTRACTS

A, ' Genperal

1. The cancer chemotharapy program of the Public Health Service is
an intenaified effort, with especial appropriations msde avallable
urder a Congressional directive, to explors exhaustively and
rapidly the potentialities of chemical compounds in the centrol
of cancer. Becsuse of the peculiar exigencies of this progrem
ard in order that the resources of pharmaceutical and chemical
firms may be brought to bear with a minimm of delay, certain
exceptions to general Department policy will be permitted in the
negotiation of industriel contracts for this program,

- 2+ Irdustrisl research contracts for this program msy cont-a.in
elthers : ,

&, ths standard patent clauses, reserving to the Surgeon Genersl
: the right to determine the disposition of Inventiona arising

from the performance of the contract or, in lieu of such
‘right,

b, standard alternative cleusés leaving the right to patent amd ™
exploit such inventions with the contractor, subject to
certain limitations deemed necessary to protect the public's
interest in the results of the contracted research., |

3. Departmnt policy econcerning the nagotiation and operation of the
alternativa c¢lauses:

a. (ontract mgotiationg The altemtivas :1rﬂicat-ed w:lil be
made available in the negotiations with all contracting
companies without discrimination.

b. Public interest: The operation of these alternative ?zlauses
: 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 umdue delay, to make

dlsclosures to the extent easant:.al to serve the research
need; '

(2) The awvailability for development and use of health
purposes, on reagonsble terms, of inventions arising
from the research contract, whether actual development
ard production is to 'be made by the contractor himself
or by others; and
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(3) &mtaimd concentration on the ant-i-camr cbjective of
- @11 rescurces mobilizsed For the pﬂrpoaos of the
con‘traeta

e,

Coptragtor's interesta: The Surgaoa Gamral or his reprassi-
tatima shall maintain close conzultations with the coniracter
concstning queatioms affaecting the public nead for the
products of inventions which are subject to the limitations
preseribed in the alternative ¢lauees for the protseticn of
the public interest with rsspect to their supply, prics, and
quallty. The objectiw of thszs consvliations shall bs %o
prowots a mutual awareress of such matisrs in order to assure
to the contractor (under his right to expleit the invention)
‘an cpportunity on his own initiative to take such actions
regarding them a3 he beliewa would be in his ard in the
public interest,

B. Cor - A BEare o _contractor, Hhan the oontra.ct

is for rsaearch including contracts for product devalopmnt DACORSATY
for purposas of ressarch) to be parformed bty the company (with or
without provision for subcontracting), tke coniract, as an alternative
- to the standard patent clauses, may provide for lsaving tc the con~
tractor the right to pstent amd exploit eny invention conceived or
firat actually reducad %o practica ia the course of ths parformance

- of the contract subject, however, to the follewing limitations which
are deemed nacessary to protect the public intersst:

1. Bsportipg. Agrsement that the contrector will roport promptly to
' the Surgeon General any such invention and will also report :
pramptly the filing of any domestic or foreign patent application
thereson or hia election not to fils such epplication, Inwention
. Heport shall be required after the conception or first actual
-redustion to practice of each invention that reasonably appears
to bs patentable and, in any eveni, aa scon as any evidenco of

ut:!..';:lt.y has been devaloped (uhat.har in & hsalth or other field of
QB8 J.

2. Disclosupa. Reservation to the Surgecn General of the right to
make disclosure of ths invention, whanever he dsms it in the
public interest, after taking into consideration a reasoneble
cpportunity to tha contractor to protect such rights as he may
have in ths lnvention. The contract mey specify that such die-
closure shall not in any cass, without the consent of tha
contractor, bs mede in less than six montha from the time the
Surgeon Gsmral determines the invention was or ahould have been
rasported, .
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(6-10~20B continued)

3. ldcenss to the Government. Heservatlon to the Govermmenit of an
irrevocable, nonexclusive, royalty-fres licenme to practice or
cauge to be practiced, by or for the Governmsnit throughoutl the
world, sach subject invention (whsther patented or unpatantad)

~4n the memufacture, uss cr disposition according %o lsw of any
article or material or in the nss of asy msthod or process,

b

a, In recognition of the Govsrmment's inveatmsnt and ths publie
E interest in the results of eontracted ressarch, agrsement
that whensver, zubssguent to ths coatpractoris filing of a
patant apnlicaticn for any dnventlon concalved or first
actually redused o prastics in the courss of the parformmnca
of & contracht, the Surgeon Gsneral, after cbialning and
consldaring tha advics of such adviaory bediss or consuli-
ante as he deems appropriste and competent, has grourd to
believe that such iﬁvanﬁion, whether rselatsd to a product,
process, or ctherwias, 1z ai such stags of developmeni that
if 1t wers mors generally awvailables it would mest a health
‘need anmd that the public intsrest -}/ requires ths invention
to bs avallable for heilth purposes to othsrs than ths cone
tractor and his licensses, he ehall so notify the comtractor,
glving reasona therefor, and requsst him, within a time
specifisd, to take sppropriats stisps te mest the public nesed,
which may include ths lssuance of licsnses to additional
- mamifacturers of the contractor’s own selection, ({Such re-
quests shall be supplamentary to such infoimal consultations
between tha Surgson Ceneral or his representatiws and the

contractor as have taken place in accordanes with the provi-
siona of ssction 4.3¢ abovs.)

b, If, upon expiration of the time specified, or such exﬁénsion

thereaf as spproved by the Surgson General, the Surgeen
. Geperal finda Thal ths conlractor has failed to take appro-

priate steps adsquaite 10 msat the public need, hs shall
notify the contraclor, with ressons therefor, that at the erd
of 90 days from such noties he will exercise the righis :
spacifisd below, If wlthin 20 days of recsipt of asuch notice
the contractor fails to £1ls & written request for a hearing
as provided below, the Surgeon General shall wpon expiration
of the above 90-day pericd have ‘the right:

1/ with respect to. supply, qd&irty, or price
GENERAL ADHIRISTRATIDH Supersedss pege 10, Chapler 6-30 { W-15) THe21 (7/31/38)
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(6~10m20 B/, contirmad® ) :

\1) to dedicate to the public sl]l rights in thé invention

g"/ nr‘ .

(z) to issue (under or in anticipallon of the issuance of
' any such patent) nonexelusive, royalty-free licenses
(for prectice of the invention for any health purposa)
on & nordiscriminetory baais to all qualified applicanis
to use, manufacture and sell embodiments of tha inven.-
tion for any health purposa, 3/

¢. If, within 20 days of recsipt of notice, the contractor files
such request for a hearing, the Surgeon Gemersl, oT & repre-
sentative or rspresentatives designated by him for this pur-
pose, shall afford the contractor 2 reasonable cpportunity to
be heard, to be represented by counsel, to present amy perti-
rent information and argumant, and tu rabut any other informas-
tles o Le considered in reaching & decision, The findings by
the Surgeon General or such raprasantativa(n) shall be in
writing, shall“be based solely on the material presented at
the hearing, ard shall bs final and binding 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 sdditional licensing by the Surgeon
Goneral is necessery in the public interest, he mey so dedi-
cate or licenes, effective at the end of the above-provided -
90-day paricd or at the conclusion of the haaring, whichever
is later,

8 d ' L gnt—-zgi;ure to purgus
gpglication, Agreement that in the event the contractor elacts,
within a pericd (not to exceed six months after the invention
was or should have been reported) specified in the contract, not
to file a patent application on the invention, or, having electad
to file thersafter falls to file and diligently prosecute a
patent application, the Surgeon General, when he deems it neces-
sary in order to protect ths availability of the invention for
hsalth purposss, shall have the right to require the assigument
to the Government of all domsstic rights thereln except for the
reservation of & nonexclusive royalty.free licenge to the
eontractor.

54

2/ Svch dedication to be effective. against the contractor amd any pnrsona
claiming from him upon filing by the Surgson General wlth tha Commis~
sioner of Patents of notice of same. :

.np&‘,

3/ Eitber ‘ne or both of these alternatives shall be specifizd in the
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(6-10-20B continued)
6.

‘1-

Foreign Ri . Similarly, agreemwnt that if the contractor falls
to file, or alects not to file, forsign patent applicstions which
ths Surgeon General detsrmines are necessary to protect the avall-
abllity of the invention for health purposes in other couniriss,

the Surgeon General may rsquire ths assignmant of the foreign
‘rights.

Ronagotiation on new lsads. (Such a provision not maaﬂatory),'

The contract may provide that if, in the courae of ths performance

of the contract, the contractor identifies any new lead which it
wishes to develop'at its own expense, without utiiization of faci-.
lities financed by the Government, the Surgeon Ceneral may, when

he deems it consistent vith advancement of the research purposes

of the Government, renegotliate the application 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 under the cone
tract) as the Surgeon General may deem equitable under the circume
stances, after taking into consideration the extent of the invest-

ment of the Govermment in relation to the probable cost of further
development

Vhen a company furnishes, for controlled screening and testing
only, compourds or products not otherwise avallable to the Service
and in which the company has & proprietary interest, tha contract’
mey provide that all rights in the compound or product shall remain
in the company, It msy additionally provide for confidentiality of
the results for a limited periocd after the completion of the screen-
ing process and the report of the resulta by the Servics to the sup-

- plisr. Such pericd, as to results deemed significant for the re~

search purpose, shall not exceed 12 months,

When the screening enﬁ testing of compounds obtained from the gupm=

siona to safeguard the rights of the supplier urder its contract
with the Service,

~plier under such a contract is carried out by an outaide laboratory, .
- the contract of the Service with the laboratery will comiain provi-
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D. - ) ed Emplovees, Inv-nt.ions made by Fodcml employess,

' or by !'tdonl .q:layeu jointly with others, ars subject to determing-
tion urder gpplicabls Exsecutive Orders and Department regulations, .
Appropriaie reference to this requirement will be made in scmmection
with contracts with suppliers of chemleal campounds for use in
ressarch to be conducted by the Ssrvice, amd contracts for ressarch
ard dovelopment in which Pederal emloyama may 1n m wey partici.
pats.

E. Pagkeround patenta or rights. Nothins in this policy statement shall
bo deemed to limit the authority of the Surgeon General to nagotiate
for a license or other rights under exiating patontu or involving tho
uss of patented or umpatended compounds or processes, as he may demm
naceasary for the effectiva prosecution of the cancsr chsmotherapy
program, _
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