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Patent Policy Applicable to Cancer Chemotherapy
Industrial Research Contracts

This Chapter contains:

1.

2.

Department regulations rel~ting,to inventions (a) made by
Departmentemp i.oye,~s.or,~l»resultill8 from re~earch grants.
fellowship awards, orreseaI'chcontracts under programs
adl)lii\i~tered,by ,theD~par~ment ; and

Depsrtment pate~t ,policy,approved 7/:31/:58 by the Secretary,
establishing the limitations referred to in section 8.7 of
the Department regul8tionsforthe negotiation of cancer
chemotherapy industria,lresearch contracts.

0- 6-10-10 REGULATlo.NS

TlTl.'E: 45--PUBLIC WELFARE
Subtitle A-';'Department,.of Health, Education,

and Welfar,e, General Administration, , .

PART 6_LiNVENTIONS AND PATENTS
, , (GENERAL)' ,

PARI7-,,.EMPLOYEE INVENTIONS

PARI 8,.-lNV~NTIONS iRESULTlNGFROMRE- '
SEARCH, GRANTS, ,FELIm~HIPAWARDS,

AND CONTRACTS FOR RESEARCH

The following parts are Department rulessndpolicies relating to
inventions Which are made by Department employees haying a relation to
th~ir official duties or with some contribution from the Goyernment or
which arise from research or related activities assisted by grants or
otherwise under programs administered by the Department.

PART 6 --INVENTIONS AND PATENTS (GENERAL)
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Sec',
6.0
6.1
6.2

General Polisy'
Publication or patenting of inventions.
General Responsibility.
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:6.10-1'0 cont'd)
6.3 Government-owned patents; Li.ce us Luu ; dedication to the publie.'
6.4 Central records; confidentialily.

AUTHORITY: §§ 6.0 to. 6.4 i ssucd under Reorg.Plan No. 1,0£ 1953,
18 F.R, 2053, 3 eFR 1949·1953 COlnp., p, 1022; E.0.10096, UF.a. 391,
3 CFR 1949-1953 Comp., p , 292: C.O. 10930, :!6 F.R. 2583, 3 CFa 1959
1963 comp;', p.4S6.

§6.0 ~..'.letaFPolii:y.

Inventions developed through the resources .and /Ictivl,ties of '
the Department are a potential ....esOlir"e of great value to the public
health and welfare. It is the policy of the Department: '

(a)- To safeguard the public interest in inventionS developed
by Department employees, ,contractors and grantees with the aid of
public funds and facilities ; ,

(b) To encourage and recogtlize indihdual and cooperative
achievement in research and investigetions; and

(c) Tciestabliilha precedure , consistent with pertinent
statutes, Executive O~ders and general Government regulations, for
the determination of rights and obligations relating to the patent
ingot inventions.

§6.l Publication or paten~;,.inventions.,

It is the general policy!"! the D~partmelltthat,the resut es
of Department research &bould be made widely, pt'omptly and freely
avai lable to other resc arcb wot'ke,rfi ,and to the public. This
availability can gener a Ll.y be adequately pr eservad by the dedica
tion of a Government-owned invention to ehe public. 'Determinations
to file a domestic patent application on i\1'T~nt.ions in which the
Department has an interest will be made where the circumstances
indicate thatthis is desirable In the public interest, and if it
is practicable to d~ so., Departmentd~t"t'1!'inationsnot to apply
for a domestic patent 01:1 employee inventions are subject to review
and approval by the Commissioner of Patents. Except where deemed
necessary for protecting the patent claim, the fa,ct lhat a patent
application ha" been or maybe {,led will not requi~e any departure
from normal policy regarding the d'i s s emi.ua t Lon of the results of
Department 'research.

§6.2 general Responsibili ty.

The Assistant SecretarY (He..lthandscientific Affai.rs) 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 Depart1llent 'has an, interest.'

"",,- .- .
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- (6-100..10 continued) •

§6.3 Licensing of Government-owned patents.

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

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

§6.4 Central records; confidentiality.

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

PARr 7 -- EMPLOYEE INVmTIONS

"

Sec.
7.0
7.1
7.3
7.4
7.7
7.8

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

AUIHORITY: §§ 7.0 to 7.8 issued under Reorg. Plan No.1 of 1953,
18 F.R. 2053, 3 CFR 1949-1953 Comp., p. 1022; E.O. 10096. 15 F.R.
391, 3CFR 1949-1953 Camp., p. 292; E.O. 10930. 26 F.R. 2583. 3 CFR
1959-1963 Comp.,P. 456.

§7.0 Who are employees.

As used in this part, the term "Government employee" means any
officer or employee,civililln or military. except such part-time
employees or part-time consultants as may be excluded therefrom by a
determination made in writing 'by the head of the employee's office or
constituent'organization, pursuant to an exemption approved by
the Commissioner of Patents that to include him or them ,WOUld be,

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

57.1 Duty of employee to report inventions.

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

57.3 Determination as to domestic rights.

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

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

(a) The Government'as r~present(;d by the AssiStant Secretary
(Health and Scientific Affairs) shall obtain the entire domestic
right, title and interest in and to all inventions made by any
Government employee (1) during working hours, or (2) with acontri
bution by the Governmen,t of facilities, equipment, materials, funds,
or information, or of tim2 or servicp.s of other Government employees
on official duty, or (3) which bear a direct relation to or are made
in consequence of the official duties'of the inventor.

Page 4-

(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 require~ent of assignment to the Government of the
entire domestic right, title and interest in and to such'invention,
or in any case where the Government has insufficient interest in an
invention to obtain the entire domestic rigllt,title, and ,interest·
therein (although the Government,could obtain same under paragraph
(a) of this section); the Department, subject to the approval of
the Commissioner, shall, leave title to such invention in the employee,
subject, however, to the reaervation to the Government of a nonex
clusive" irrevocable, royalty-free license in the invention ,with

GENEll).!. j.D~N!STRATION Supersedes p. 4, Ch. 6-10 (TN-83) Tlf-155 (10/20/66)
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(6-10-10 continued)

REGULATIONS AND PROCEDURES
_6-10-10

power to grant licenses for all governmental purposes, 9uch reserva~

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

(c) In applying the provisions of paragraphs (a> and (b) of
this section to the facts and circumstances relatirlg to the mak:1na '
of any particular invention, it shall be presumed that an invention
made by an employee who is employed or assigned (1) to invent ot
improve or perfect a~J,art, machine, manufacture, O~ composition of
matter, (2) to conduct or perform research, deve1o!"'Jl'!nt work, or
both, (3) to supervise,direct, coordinate, or review Government
financed or conducted research, development work, or both, or (4)
to act in a liaison capaci ty among governmental or nongovernmental
agencies or individuals engaged in such work, falls withiqthe'
provisions of paragraph (a) of this section, and it shall be pre~

sumed that a,'Y invention made by any other employee falls within
the provisions of paragraph (b) of this section. Eitherpresumption
may be rebutted by a showing of the facts and circumstances and
shall not preclude a determination that these facts aDd circumstances
justify leaVing the entire right, title, .and interest in and to the
invention in the Government employee, ,subject to law.

,(d) In any case wherein.the Government neither (1) obtaina
the entire domestic right, title and interest in and tO,an iurention
pursuant to the provisions of paragraph (8) of thissection,nor
(2) reserves a nonexclusive, irrevocable, royalty-free license in
the invention, with power to grant licenses for aUgoverrmental
purposes, pursuant to the provisions of paragraph (b) of this section,
the Government shall leave the entire right, title a~ interest in
and to the invention in the Government employee, subject to law.

17.4 Option to acquire foreign rights.

In any case where it is determined that all domestic rights
should be assigned to the Government, it shall further be deteruiined,
pursuant to Executive Order 9865 and Government-wide regulations
issued thereunder, that the Government shall reserve an option to
require the assignment of such rights in all orin any specified
foreign countries. In case where the inventor is not required to
assign the patent rights in any foreign c~~ntry or countries to the
Government or the,Government fails to exercise its option within
such period of time as may be provided by regulations issued by -the
Commissioner of Patents, any application for a patent which may be
filed in such country or countries by the inventor or his assignee
shall nevertheless be subj~ct to a nonexclu~ive. irrevocable,
royalty-free license to the Government for all governmental purposes,
hu:luding the power to issue sub Hcensea for use, in behalf of the
Government and/or in furtherance of the foreign policies of the
Government.

~
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REGULATIONS MID PROCEDURES ..

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

The employee-inventor shall be notified in writing of the
Department's determination of the rights to his invention audof
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 lihich was in fact made.

§7.8 Employee's right of appeal.

An employee who is aggrieved by a determination of the
Department may appeal to the Commissioner of Patents, pursuant to
section 4 (~) of Ex!!cutive Order 10096,as amended by Executive Order'
10930, and regul.atsons issued thereunder, by 'filing a 'IoTritten appeal
with the Comnissioner, in duplicate, and a. 'copy of the appeal with
the Assistant Secretary (Health a~d Scientific Affairs), within 30
days (or su~h longer period' as the Commissioner may" for ,good cause,
fix in any case)' after receiving written notice of such determina-
tion.' .

I'ART 8 -- INVENTIONS RESULTING FROM RESEARCHGRAN'fS,
FELLOWSHIP AWARDS, 'AND CONTRACTS FOR RESEARCH

Sec.
8.0 Policy.
8.1 .Conditions to be included in research grants.
8.2 Determination as to domestic rights.
8.3 Licenses to the Government.
8.4 Option to acquire foreign rights.
8,5 FellO\olships. .'
8.6 Contracts' for res~arch.

8.7 Cancer chemotherapy industrial research contracts.

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

§8.0 Policy.

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

,Pa~e 6

,
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(6-10-10 continued)

power to grant licenses for all goverm.entalpurposI!lS. such reserve
Hon to appell.r. where p!:.'llc1:icablla. inllny patent. domestic or foreign.
which may issue onsiJch invention. . .

(c) In applying the provisions ofparegraphs (a) end (b) of
this section to the facts and.~ircumst~e8 relating to the making
of any particular invention. it shall be presumed that an invention
made by an employee who is. Eilllployed or assigt1!!d (1) to. invent or
improve or perfect any art, machine, manufacture, or composition of
matter, (2) to conduct or perform research, dev~l0F<llentwork, or
both, (3) to supervise, direct. coordinate,or.l:.'eview Government.
financed or conducted research.• develo~ent work, or both, or. (4)
to. act in a liaison capacity/11l!Onggovernmental or nongovu11IIlII!ntal
agencies or individuals engaged. in such work, falls withil\the'
provisions of paragraph (a) of this section, and it shall be pre
sumed thatal1y invention made by any other employee falls within
tile pl:.'oviaiona of paragraph (b) of this sl!ction. Eithe.r prellUlllPtion
may be rebutted by a shOwing of the facts and circumstances and
shall not preclude a determination that these facts and circumatances
justify leavil18 .the e~tireX:ight. title arid interest.in and to the
il:lV~ntion in the Government emplQ1ee.subject to law •

. (d) In any case wherein~the Government neither (1) obtaina
the entire domestic right. title and interest in and to an invention
pursuant to the provisi01lll.of paragraph. (8) of. thhllection; nor
(2) reserves a nonexclusive, irrevocable. royalty-free;licenSl! in
the invention, with power to grantlic~~sesforallgovernmen~al
purposes. pursuant to the P!:.'ovisionsof paragraph (~)ofthis. section,
the Government shall leave the entire right,titl~.~nd interest in
and to the invention in the Government employee,subject to law.

17.4 Option to acquire forei8nrights.

In any case.whereit is determinedth.at all domestic rights
should be assigned to the Government, it shall further be determined,
pursuant to Executive Order 9865 and Government-wide regulations
issued thereunder, that the Government shall reserve an option to
require the assignment of such rights in all. or in.any specified
foreign countries. In case where the inventor is not required to
assign the patent rights in any foreign country .01' countries to the
~vernment ?r tll~ Government f~ils t? exercise its option within
sllch.period.of timeasmay.be provided by regulations issued by 'the
Conmrl.ssi?ner of Patents , any application for. a patent wtlich IIIIIY .be
flledin such country or. countries by tile inventor or his aadgnee
shall nevertheless be subject toanonexClusive,irr.evocable.
royalty-fr~e license to the Governmiant .for all governmental purposes,
includingthep~er to issue sublicenses for use in behalf of the
Government and/or in furtherance of the foreign policies of the
Government. .

TN-155 (10/20/66) Supersedes p. 5, Ch. 6-10 (TN-e3) GENERAL ADMINISTRATIotI



REGULATIONS ./u<o .Pll.OCEDURES

(6-10-10 cont'd) §7.7 Notice to employee of detcrmination~

The employee-inventor shall be .no~ifiedinwriting of the
Derartment's determination of the rights to his invention arid of
his right of appeal,if apy -. N()ti",e need notbe given if the·
elllployeestated in Wl."iting. that .. he would· agree. to, the determination
of ownership whicl1 was in fa",t made.' '

§7.8 Employee's right of appeal.

...•..• . An employee who is aggrieved by a determination Clfthe
Departmept may appeal ~o the Commissioner of Patents, pursuant to
section 4(~) of Ex~cutive Order 10096, as amended by Executive Order
10930,and regulattons issue.dthereunder, by filing a l,Iritt.e.n appeal
with the COlllnissionel.", in duplicate, and a copy of the appeal with
the Assis.tant Secretary (Health and Scientific Affairs), within 30
days (or such longer period as the Cmmnissioner may" forgoo~ cause,
fix in any case)' after. receiving written nOtice.of auch dete'rmina-
tion. . -

. ',.. ' .
I'ART 8 - .. INVENTIONS .~SuLTING .FROM RESEARCH GRANTS,

FELLOWSHIP AWARDS ,ANDCONTRACTS FOR RESEARCH

Pa~e 6

I

Sec.
8~0

8.1
8.2
8.• 3
8.4
8.• 5
8.6
8.7

Policy.
Conditiolls to be included in re~earch grants.
Determinatio.n as todo~stic rights.
Licen~es.to ~he Goverl)l"8nt.
Optiop to acquil."8 foreign rights.
Fellowsl'oips.
Contracts for research.
Cancer chemotherapy ~Ildustrial research contracts. •

AUTHORITY: §§ 8.0 to 8. 7 issued .under Reorg•.Plan No. 1 of 1953,
18 F.R. 2053, 3 CFR1949-l953 Comp., p. 1022; E.O. 10096,15 F.P.. 391,
3 CFR 1949-1953qomp. ,p. 292; E.O. 10930, 26 F.R. 2583, 3 eFR 1959-
1963 Ccmp ,.; P.456. .,

§8.0 Policy.

(a) The Department. of Health,Education, andWelfareeacb
year Ls expendfng large sums in the .form of grants for 'research•
.'J:hesegrallts are made primarily by the. Public Health servi,ce in
",arrying out its broad resPot\sibility undel." the Publi", Health Service
Act to promote ,and coordinate research in the field of health and to
make available informatioI),co.ncerning such fesearch and its practical
applicatioI). The .scientific and te7hnologicaladvances attributable
in varying degl."ees to this llxpenditure of pUblic funds frequently
include patentable inventions.' .

GENERAL ADMINISTRATION Supersedes p. 6, Ch. 6-10 (TN-15) TN-155 (lO/20/l)6)
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(6-10~10 continued)

,(b) The Department, as a matter of policy, takes the position
that the results of research supported by grants of public moneys'
snoul<l be utilized in the manner which would best serve thepubl1c
interest. It is believed that the public interest will in general
be best served if inventive advances resulting therefrom are made
freely available to the. GOvernment, to scf.ence , to industry, and to
the general public.

(c) On the other hand, in some cases it may be' advisable to
permit a utilization of the patent process 'in order to foster an
adequate commerdal developmel1t to IIlake a new ill\lention widely
available. Moreover, it is recognized that inventions frequently
arise in the cours~ of research activities which also receive sub
stantial support frOm other sources, as well as from the Federal
~rant. It would not be. consistent with the cooperative nature of
such activities to attribute a particular invention primarily to
.~prort received from any one source. In all these cases the Depart
ment has a responsibility to see., that the public use of the fruits
of the research will not be undUly restricted or denied.

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

§8.1 Conditions to be included in research grants.

Subject co legislative directives or Executive Orders pro
Viding otherwise, all grants in aid of research shall provide as a
condition that any invention arising out of the activities assisted'
by the grant shall be promptly and fully reported, and shall provide,
either .

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

(b) That the ownership and disposition of all domestic rights
shall be left for determination by the grantee institution in
accordance with the grantee's established policies and procedures,
with such modifications 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 w~ll 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 S8.3, under any ~atent

applied for or obtained upon the invention.'

GENERAL ADMlNlSTRAtION~UP~'b~U~b p. 7, Ch. 6-10 (TN-17)XN-155 (10/20/001
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REGULATIONS AND PROCEDUlIES

(6-10-10' cant 'd) (c) Wherever prac~icable, any arral~ement with the grantee
pursuant to paragraph (b) of this section shall provide in accordance
with Executive Order 9865 that there be reserved to the Government an
option,;or a period to be prescribed, to file foreign patent applica
tions upon the invention.

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

(b) If he finds that the invention will thereby be more
adequately and qUickly developed for widest use and that there are
s at i sfactory 'safeguards against unreasonable royalties and repressive
-pr ac t Lces , the invention may be assigned to a competent organization
for development and administ~ation for the term of the patent or such
lesser period as may be deemed necessary.

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

(d) In all other cases, he shall require that all dome s t Lc
ril!;hts in the invention shall be assigned to the United States
unless he determines that the invention is of such doubtful impor
'aace or the Government'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 Government.

Any arrangement or determination as to the disposition of
nghts in inventions 'pursuant to §8.l, §8.2, §8.5, or §8.6 shall
require that there be reserved under any patent application or patent
thereon, domestic-or foreign,a nonexclusive, Irrevocable, royalty
free license to the Government with power to sublicense for all
gcvernmentalpurposes.

§8.4 Option to acquire foreign rights.

In any case where it is determined that all domes t Lc rights'
.nould be assigned to the Government. there shall be reserved to
the Government, pursuant to Executive Order 9865 and Government-wide

Psge "]~l
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(6-10-10 continued)

regulations issued thereunder, an option to require the assignment of
all rights in the invention in all or in any specified foreign
countries. In any case where the inventor is not required to assign
the patent rights in any foreign country or countries to the Govern
ment, or the Government fails to exercise its option within such
period of time as may be provided by regulations issued by the
Chairman of the ~,ernment Patents Board, any application for a
patent which may be filed in such country or countries by the inventor
or his assignee shall nevertheless be subject to a nonexclusive,
irrevocable, royalty-free license to the Government for all govern
mental purposes, inc'luding the power tcrsublicense for all governmental
purposes.

;PSf'j! ~- BEGULATIONS AND PROCEDURES 6-10-10

§8.5 Fellowships.

In the discretion of the Assistant Secretary (Health and
Scientific Affairs), the award of a fellowship to a person not a
Gove~nt employee may provide tor the reporting of any invention
made during the term thereof, and for its disPosition in accordance
with the provisions of paragraph (a) of 18.1, or for its disposition
by the institution at which the research Was performed in accordance
with its established policies, if applicable to such an invention,
which meet the requirements of paragraph .(b) of such section. .

§8;6 Contracts forresearcn.

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

. guided by the policy specified in 58.2 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 policies and procedures
are acceptable as meeting the requirements of 18.1(b) with respect to
grants, the contra.ct may provide, with .such special stip'!lations in
the contract as may be deemed ~ecessary in the public interest, for
leaving the ownership and disposition of all domestic rights for
determination by the contracting institution in accordance with such
policies and procedures.

58.7 Cancer chemotherapy industrial research contracts.

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

TN-155 (10/20/66) GENERAL ADMINISTRATION
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(6-10-10 continued)

S8.8 Screening of compounds generated under DREW 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 finance<1 under
DREW research grants and awards. Reporting, filing patent applications on,
and determining ownership in'inventions relating to such compoUnds pose prob
lems which require special attention. After a compound has been synthesized,
it generally will not constitute a patentable invention under the patent Laws
of the United States until a specific utility for the compound has been estwb
lished. It is the policy of the Department that all compounds synthesized or
identified during the course of grant-supported research should be adequately
screened and tested in Government or nongovernment facilities in order that
an possible utilities may, be ascertained and that any promising compounds
may be fully develop~d for widest possible use. The Department encourages
the utilization', whenever appropriate, of the screening services, of the cancer
Chemotherapy National Service Center and the Walter Reed Army Institute of
Research.

(2) It is the policy of the Department notwithstanding anything to the
contrary under patent law of the United States or requirements of U.S .Paten:t
Office practice, to acquire no ownership rights to inventions claiming novel
methods of using compounds, where such use inventions are first conceived arui
reduced to practice solely by the screening or testing organization without
the use of grant funds.

(b) Screening performed with use of grant funds

Where nongovernmental facilities are utilized for screening services
to be performed and paid for by the grantee (as used in this aec tLon , 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 I'ights relating to the compound and lts utility shall, as between
the grantee and the screener, vest in the grantee. Upon.r!!ceipt of such
report of positive.findings, the grantee shall promptly forward copies to
DREW. Ownership of all invention rights to the .coepound or reported utili
ties shall be subject t.o the dLspos.Lt Lon 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 grante!! institution has
entered into an Institutional Patent Agreement with the Department pursuant
to Section 8.l(b) above, ownership of the. invention rights shall be in accor
dance with the ,terms of that Agreement.

(c) Screening performed without the use of grant funds

Where screening is to be performed at nongovernmental facilities
without the use of grant funds, the grantee may proceed to have compounds
screened under One of the following arrangements:
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(6-10-10 continued)

(1) Institutional Patent Agreement -- Where.theg~antee institution
has entered into an Institutional p~tent Agreement with theD7partment under
S~ction 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 t~sting organizations ownership rights to inventions claiming nuvel
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 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 I~stitutional 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 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 Affairs) requesting a determination that invention rights per
taining to an identified compound be assigned to the grantee for administra
tion, pursuant to the provisions of Section 8.2(b) above. Determinations
under Section 8.2(b) normally permit the grantee to grant exclusi.ve licenses
for s limited period of time. Such petition must demonstrate that an assign
ment is required in order to achieve effective screening of the compound and
any resulting inventions will thereby be moreadequatety and quickly developed
for widest use. .
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6-10-20 PATENT POLICY APPLICABLE TO CANCER
C~DTHERAPYINDUSTRIAL RESEARCH CO~~RACTS

A. General

• Page g.

1. The cancer chemotherepr program of the Public Health Service is
an intensified effort, with special appropriations made available
UlXier a Congressional directive, to explore exhaustively am
rapidly the potentialities of chemical compoUlXis in the control
of cancer. Becaulle o£ the peculiar eJtigencies o£ thill program
am in order that the resources of pharmaceutical am chemical
firms may be brought to bear with a minimum ofdeley, certain
eJtceptions to general Department policy will be permitted in the·
negotiation of irrlulltrial contracts for this program.

2. In:iustrial rell8arch contracts for this program may contain
either:

a. the starrlard patent clauses, reserving to the Surgeon General
the right to detemine the disposition of inventions arising
from the performance of the contract or, in lieu o£ such
right,

b. starrlard. alternetiveclaus8s leaving the right to patent am
exploit auch·inventions with the contractor, subject to
certain limitations deemed necessary to protect the public's
interest in the results o£ the contracted research.

3. Department policy concerning the IlSgotiation am operation of the
alternative clauses:

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

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

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

(2) The availability for development aDd use of heaJ.th
purposes, on reasonable terms, of inventions arising
from the research contract, whether actual development
am production is to be made by the contractor himself
or by others; am
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(3) Sullta.iJ:llsd concentration on tile anti-call.C8r objective at
ell 1"lleOO.:rcee IlIObJ,l1i1&d for tMplll"pOaOs of the
cootfact.

c. C9ntrtu}tox l ! interest.a: +M Surgeon GeMral or his raprllllllD

tatl'9111l1 wall maintain CloM consultation!!! 1l1tb the contracter·
COllC8rn:!.ng questionaaffectl~ tl:la public need for tba
products of inventloM IIb.lch are subject to tho l:lAdtatiolUl
prellCrlbed in the alter:llative claul!illll for the proUction of
the publIc interest with l'lIupect to tbeir supply, price, and
qualit7. 'l'be obJocti'le of. these conBUltatioDl!l shall be to
prOC\\Ote a mutual awareooss of such imtters in order to UBUre
to the contractor (under hill right to exploit ths inwntion)
an oppor-tunity on hilS OlIn init:l.ativa to take such actiCltll!l
regsrding tham as he bel:l.ews. vould be in his im:i in tbll
public interest.

B. C t h- t r to. lIhan tha oontract
is for l"lIl'lee.rcb including contracts for product dewloplllllnt necessary
for pIl1'pOssll of reSllarch) to be psrformd b;y the c~ (vith or
without provision for subcontracting), the contract, as on alternati'9111

. to the staMard patent clauses, mq provide for leav1Dg to the con
tractor the right to pstent a.id nploit IUIW inwution conceiwd or
first. actually l'lIduced to practice in the COU1'IIll of the perfOl'llllU1C8
or the contract IlUbject, bowevwr, to the following 1ia1tatiOl1.ll which
are deemed DacellBar,y to protect tbe public intertllllt:

1. RepOrting. Ar'llement that the contractor will report prClllllptly to
the Surgeon General llDiY such invention aDd will also report
prClllllptly the filing of llDiY d~stic or foreign patent application
thereon or hill election not to tile such application. Invsntion
Report Ilhal1 be requil'lldafter tbeconception or first actual
nduction to practice of eaCh inwntion that reasonably appeare
to be patentable aDd, in IUIW ewnt, a8 soon as llDiY evidence of
utility has been devs1opelC1(whethar in a bsaltb or otber field of
uee).

2. I?im;lo!!Ul'!!l' Reservation to the Surgeon Gell8ra1 of ths right to
IIIlIkedisc10sure of thEi inwntion, vhe:llll'V9r he deellls it in the
public interest, after teking into consideration a reasonable
opportunity to tha contractor to prOtect such rights all hs JJlIl:l
baWl in tha inwnt.ion. Tbe contract mq Bpecify that such dia
c1oeurellhalillOt in~ case, without. the consent of the
contractor, be llIBde in less than 8ix months from the time the
Surgeon General determines the invention vas or should have been
reported •
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).. lt1cellS6 to th.ll Governm!W~. Reservation to the Governmenf of an
irrevocable, ucnexcluaiVI!!, royal ty-fres license to practice or
cause. to be practiced, by or for the Govarnmant throughout the
world, each subjec~ invention (whether patented or unpatented)
in the manufacture, use cr disposition according to laY of all1
article or matsrial or in thll tll'lS of anYlll8thod or process.

"
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(6-10-?OB continued)

4. Eailw t9. m.e,gJ!i hU+th..k~'

a. In recognition of the Government's itlVllllwnt and th& public.
interest in the rellUlte of co..trscted researiJh, a~ement

that whenever, subsequent to th~ contTactor's filing of a
patent application for any invention concaived or first
actually rsd~l to practi~e in. the COUTs~ of the performance
of a contract, the 9J:rg$On Ckmeral, at'tsr obtaining and
considering the advice of such eel visory bodies or conrJUJ.t
ants as 'he deems approp:l"iate azd complltent. has ground to
belieV'l!l that such invsntion, whether related to a product,
process, or otharwisll, is at suchetage of development that
if it vere mora g011erally I!.vailaols. it would meet a health
need aDd that the pUblic intereat -JJ- rtlqui.""tIl!l the invention
to be available for heilth purpcses to others than the con
tractor and hie licanseee,ha ahall so notify the contractor,
giving !'llIl.SOlltl theNfor, and !'llqusst him,. within a tin:e
specified, to take a:pproprillte st.sps to lllSat the public, need,
which may include the .isauanca of licans81l to additional
manufacturers of the contractor's ~~ selection. (Such re
quests shall be mJ.>lplllrlentary to such informal consultations
between the Surgeon GelUlral or his representatiw aDd the
contracto);" &s havstaksn place in accordance with the provi
sions of'sectionA.)oabovs.)

b. If, upon expiratJon of the time sp9citied, or such extension
thereof as spprnv;;d by t.he Surgeon General, the S\1l'"gaon
General fiDds that the contractor has failed to tUa oppro
priata steps adequat.:3to !!!!let the public need, he IIlhall
notity the contractor, with raascnlltherefor, that at the end
of 90 da:ylll fr(l2ll such notice he will el(lSrcilll'l the rights
specified belO\1. If within 2() dayil of receipt oJ: such notice
the contz;actor fails to file a written reqUi3111t for a hearing
as provided belO1l, the Surgeon ~n<:lra1 shall upon expiration
of the above 9O-day period ha~ the. rightl

11 Withrespect to eupply, qU<Utt,,,, or price
r,
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(1) to dedicate to the publl c ell rights in tile invent.ion
!Jor;

(~) to issue (UIrler or ill anticipa~ion 01" the issU!l.lUls of.
any such patent) nunexclusive, royalty-free licenaes
(for practice of the invention for any health purpose)
on a nondiscriminatory haBiB to ell qualified applicanta
to use, manufacture and sell elllbodl.:nente of the inven
tion for any health purpose, .'J./

c. If' , within 20 days of receipt of notice , the contractor files
snch n.:juest for a hearing, the Surgeon General, or e. repre
sentatiVe or representatives designaW by him for thill pur
pOBe, shall afford the contractor a reasonable opportunity to
.be heard, to be represented by counsel,to present any perti
nent information and argument, a.ril tu rebut an;y otb.er inf'orma
L':'Oi;LoUe considered in J:'C!ll.ch.l.r1ll fI. decision. The findings by
the Surgeon General or such representatiV8(s) shall be in
writing, shall be based solely on the material presented at
the het.r!ng, am shall be. fir;aJ. ani binding on the contractor.
If the S)l.rgeon Generel' s decidon based on these findings be
that tl:.e contractor has not IIIIlt the. publio need aDd that
public dedication or additional licensing by the Surgeon
General is necesllary in the pUblio interest, he lll8y so dedi.,
cate or license, effective at the end of the above-provided
9Q-dayperiod or at the conclusion of the hearing, whichewr
1.s 1ater.

5. Contractor's determination not to patent--Failure to pursue
ipplication. Agreement tha.t in the event the contractor elects,
within a period (not to exceed six months after the invention
\laS or should have been reported) specified in the contract, not
to file a patent applicl'tlon on the invention, or, having elected
to file thereatterfails to file and diligently pro8ecu~e a
patent application, the Surgeon General, when he deems it neces
sary in order to protscttheavailabiUty of the inventioll for
lleel tl1 purposea, shall be,'lTethe right to require the assignment
to the Govermnent .01' all domestic rights therein except for the
reservation of a nonexclusiye royalty-free li~ense to the
contra~tor. .

?J Sueh dedication to be effective against the contractor am ano' persona
claiming from him upon filing by the Surgeon Generel ,nth tl!> COIlllnis
Bioner of Patents of notice of same.

1/ Either -~ne or both of these alternatives ehall be sp"cif~·.><l \11 t.he-
'0i;".:;··~·,~; .
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REGULATIONS <IND l' ,(OCEDURES
~

Page 1:2

6. FOreign Righta. Similarly, agreemunt that if the contractor tails
to file, or elects not to file, foreign pa~nt applications which
the SUrgeon General determines are necessary to protect the avail
ability of the invention for health purposes in other countries,
the Surgeon General may require the assignment of the foreign
rights.

7. Renegotiation on ne" leads. (Such a provIsion not mardatory).
The contract n~y provide that if, in the C~~8e of the performance
of the contract,the contractor identifies any new lead which it
wishes to develop 'at its own expense, without utilization of faci
lities financed by the Government, t~ Surgeon General may, when
he deems it consistent vi thedvancement or the research purposes
of the Government, renegotiate .the application of the patent pro
visions of the .contract to such new lead •. A~ modification of the
terms of the contract shall bsupon. such. consideration (which mq
be used to reduce the obligation of the Gov;ernment Ulrler the con
tract) .as the Surgeon General may deem equitable under the ClrC\llll
stances, efter taking into consideration the extent of the invest
ment of the Government in relationtb the probable cost of further
development.

C. Contracting-With supplier@ for screening and testing onlY.

1. llhell a cOJJ;la~furnishes, for controlled screening and testing
only, compourrls or products not otherwise available to the Service
am in which the cOJJ;lany has a proprietary interest, the contract'
msy provide that all rights in the compound or product "hall remain
in the company. It may edditionally-provide for confidentiality of
the results fora limited period after the completion of the screen
ing process am the report of the. results by the Service to the sup
plier. Such period, as to results deemed significant for the re
search purpose, shall not exceed 12 months.

2. When the screening e.rr1 testing of ccmpourda obtained fran the sup_
plier ,uOOer such a contract is Carried out by an outside laboratory,
tha contract of the Service Wi til the laboratory Will contain provi
sions to safeguard therigbts of the supplier under ite contract
with the Service. '

,~
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(6-10-20 continued)

. IIBGULATICtIS AND PRCCEDURZS 6-10-201

, .

D. InDntion, bf EId'N !T1meo. IImIntions 1IllId' by Fed.ral .mp1oye",
or b1 FId.ral IIIPICl'fll'1 jointly "ith oth.r.. art IUbj.ct to dete:t'lllina
tion und.r applicable EDcutiw Order. and Dtpart.Mnt regulations.
Appropriate rlterlnce to thll requi~ntwill be _8 1Jl. ....eticm
with contracte with llUpplierl ot chtllieal eClllpowd. for UN in
re&lllUeh to be comuctll! by the serri~. am cOIl1tractll for rellOVCh
ani dlD1op1l8nt in "hich Flderal llIIployDlIa lIllly in ln1 WIq partiei
pate.

B. Ilec1slrmnz' ptteptll or rifhtl. HothiDg in tbi. policy ltatelll8nt shall
be de,lIIII! to l:lJllit the authority of: the au-geon General to IldIgotiate
tor a lieelllle or oth.r rishte und.r 'xl.tina patent. or invo1viz1g th8
un or patented or lmPateuted compouDb or proce..... 88 helllllY,dea
Mcel"17 for the et'fectiw proaeeution or the ClIJ1c.r chtlllOtberapy .
pr0grut.
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