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6-10-00  SCOPE
This Chapter contains:

"1, Department’ 1egu1ations :elating to. 1nventionc (a) made by
Department employees, or (v) resulting frcm research ‘grants,
fellowship awards, or research contracts under p:ogreme
‘admiﬁistered by the Department- and

2. Department petent policy, approved 7/31/58 by the Secretary,
establishing the limitations referred to in section 8.7 of
the Departiment regulationa for the negotiation of cancer
chemotherapy induatriel research contrccts. o

6-10-10  REGULATIONS

TITLE 45--PUBLIC WELFARE i
(j 7 -, Subtitle A--Department of Health, Educetton, -
- e R and Welfare, General Admintetration S

_PART 6-~INVENTIONS AND mmtrs S e i

PART 7--EHPLOYEE INVENTIONS

" PART 8--I1NVENTIONS RESULTING FROM RE-
_ SEARCH GRANTS, FELLOWSHIP AWARDS,
) commcrs FOR RESEARCH

" The fellowing parts are Department ‘rules and policies releting to
‘inventions ‘which are made by Department employees having & 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 admxnistered by thg Department.:

PART 6 == INVENTIONS AND PATENTS (czﬁm)

Sec, - ' -

6.0 General Policy. '

6.1 Publication or patenting of 1nventions.
6.2 General Responsibility.
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6-10-10 cont'd) '
6.3 Government-owned patents; licensiug; dedication to the publlc.
6.4 Central records; confidentiality.. . _ s -<fe1

',1AHTHORITY §§.6.0 to 6,4 issued under Reorg. Plnn ‘No.. 1 of 1953
18 F.R. 2053, 3 CFR 1949-1953 Comp,, p., 1022; E 0._10096 153.FuRe 391
3 CFR 1949—1953 Comp., , p._292 L.0. 10930 26 P, R. 2583 3 CFR. 1959--
1963 Comp., p.,456 : N . L

§6 0 General Poiic!.

: 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 Depaerent.

e (a) To. safeguard the public interest in inventions developed
o by Department employees, contractoxs and grantees with the aid of
' public funds and. facilities,.ji :

(b) To eneourege and reeogoiee'indlﬁidhiizeod cooperative
wwechievement-in-research and investigetions; and o

e (c) To establish a procedure, eoneistent with pertinent
””statutes, Executive Orders and general Government regulations, for
“the determination of rights ‘and oblxgations relating to the patent-
'ing of inventions, . e ‘

§6.1 Publieation-or.patenting-ofuinventionsi

It is the general pollcy of the Departnent that the Tesults - <w7
of Department research should be made w1dely, promptly and freely
available to cther rescarch workers.and teo the public, This
availability can genersily be adequately prﬂserved by the dedica-
tion of a Govermment-owned invention to cthe public, Determinations
to file a domestic patent gpplication on iuventions in which the
Department has an interest wil) be made where the circumstances
indicate that this is desirable in the public. interest, and if it
'is practicable to do so. -Departmeut determlnations not to apply
for a domestic patent om employee inventions are subject to review
and approval by the Commissioner of Paténts. Except where deemed -

..necegsary for protecting the patent claim, the fact that a patent
:jjapplxcation has been or may be filed will mot require any departure
" from normal policy regarding the disseminacion of. .the results of

..Department research. . o . : .

§6 2 General Responsiblllty.

The Assiatant Secretary (Heulth 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 Departwent has an. Lnterest;:

(

-
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f% 10-10 continued)

§6.,3 Licensing of Government-owned Eatents.

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

woodistributed thereunder.ﬁmm“,.

Where it appears however that the publio intereet will be
served under. the circumstances of the particular case by licenses
which: impose conditions, such as ‘those relating to quality or teeting
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. euch licenses may be issued.-- - _

§u.e entral records; confidentialitz.

Central filea'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 theé purpose of prosecuting patent applications ghall ‘be
confidential and-shall be disclosed only as required for official purposes

or with the consent of the inventor,

PART 7 ~= EMPLOYEE INVENTIONS

Sec '
7.0 Who are employees.

7.1 Duty-of- employee. to. report inventione.
7.3  Determination as to domestic rights,
7.4 Option to acquire foreign rights. =~
7.7 Notice to employee of determination. L
7.8

T

Employee's-right of appeal,

AUTHORITY:  §§ 7,0 to 7,8 issued under Reorg. Plan No, 1 of 1953,
18 FiR, 2053, 3 CFR. 1949-1953 Comp., p. 1022; E,O, 10096, 15 F,.R.

391, 3.CFR 1949-1953 Compe pe 292; E.O. 10930, 26 F.R. 2583, 3 CFR j

1959-1963 Compe 5 P 456.

57-0 M&M‘ﬁ-

Ae ueed in this part, the term "Government employee“ means any
officer or employee, civilian or military, except such part-tﬁme

.~ employees or part=-time cons: ltants as may be excluded therefrom by a

determination made in writir; by the head of the employee's office or
constituent organization, pursuant to «n exemption approved by
the Commissioner of Patents that to include him or them would be.

e
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%-10-10 cont'd)
impracticable or inequitable, giving the reasons therefor. A person

-shall not be considered to be 8 part-time employee or part-time

consultant for this purpose unless the terms of his employment cone .

template that he shall work for less than the minimum number of - :“', (/ i
hours per day, or less than a minimum number of days per week, or - -

iess than the minimum number of weeks per year, regularly required

of full-time employees of his class, -

o 57 1 Dutl of emnloyee to renort invention's. A ipa i ‘;,ﬁ.‘.'-.";..:_ e o LT

: Every Department employee is required to” report “to*- the
Assistant Secretary (Health and Scientific Affairs) in accordance”
with the proeedurea established therefor, every invention made by

.ﬁehim (whether or not jointly with othere) ‘which' bears any relation

.. .to - his official duties or which" was made in whole'or in any part

" during’ working hours, or with any . eontribution of: Government :
facilities, equipment, material, funds; or information,‘or of time -
or services of other Government employees on official duty.

§7.3 Determznation as to domestic ri g ts. .

e The determination of the ownership ‘of ‘the domestrc right,
e title, and interest in and to an invention which is or may be ‘
patentable, made by a Govermment empIOyee while under the adminisg=:
trative jurisdiotion of the Department, shall be made in writing ‘
.....by the Assistant Secretary (Health and Scientific Affairs), in-
accordance with the provisions of Executive Order 10096 and Govern-
ment-wide regulations issued thereunder by the Commissioner.of
Patents as follows: . (Ti

(a) The Govermment as represented by the Ass:.stant Secretary
(Health and Scientific Affaixrs) shall obtain the entire domestic - :
‘right, title and interest in and to all inventions made by-amy: .-
Government employee (1) during worklng hours, or-(2) with:a contri="
‘bution by the Govermment of facilities, equ1pment, ‘materials, :funds;
or information, or of time or services of other Government employees
on official duty, or (3) which bear a direct relation to or are made
in consequence of the official dut es of the inventor.

(b) In any case where the eontributlon of the Government
as measured by any one or more of the criteria set forth in para— i
graph (&) of this section, to the invention:'is insufficient equitably
te justify a requirement of assigmment to the Govermment of the - -
entire domegtic right, title and interest in and to such invention,
or in any case where the Govermment has insufficient interest in an
_,_invention to obtain the entire domestic right, title, and interest
“therein (although the Govermment could obtain same under paragraph
(a) of thie section), the Department, subject to the approval of
the Commissioner, shall leave title to such invention in the employee,
subject, however, to the reservation to the Government of a nonex- .
clusive, irrevocable, royalty-free license in the invention with

T
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- (6=10-10 continued)

pw'ef to.grant licenses for all govermmental purposes, such resarva-
tion to appear, where practicable, in any patent, dmatic or foreign,
which my :l.ssue on such 1uvention. , _

(e} In applying the. prwisiona of paragraphs (a) and (b) of
this section to the facts and circumstances relating to the making:

(™

—-of any particular invention, it shall be presumed that an invention -
. made by an employee who is employed or assigned (1) to invent or

improve or perfect any art, machine, manufacture, or composition of
matter, (2) to conduct or perform research, development work, or
both, (3) to supervise, direct, coordinate, or review Govermment.

‘financed or conducted research, development work, or both, or %)
‘to act in'a liaison capacity among govermmental or nongovernmental
- agencies or individuals engaged in such work, falls within the"

provisions of paragraph (&) of this section, and it shall be .pre-'-r

sumed that any invention made by any other employee falls within: -

the provisions of paragraph (b) of this section. Either presumption '
may be rebutted by a showing of the facts and circumstances and -
shall not preclude a determination that these facte and c¢ircumstances
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 Govermment 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 nonexclugive, irrevocable, royalty«free licenge in
the invention, with power to grant licenses for all govermmental
purposes, pursuant to the provisions of paragraph (b) of this section,
the Govermment shall leave the entire right, title and interest in
and to the invention in :he Goverment employee, subject te law,

§7.4 @tion :o acguire foreign rigl_zts.

- 'In any case where it is determined that al.l domestic rights

fshould be assigned to the Government, 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 all or in any specified
foreign countries. 1In case where the inventor is not required to
assign the patent rights in any foreign country or countries to the
Govermment: or ‘the Government fails to exercise ita optiom within
such period of time as may be provided by regulations issued by ‘the

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

- filed in such country or countries by the inventor or his assignee
.shall nevertheless be subject to a nonexclusive, irrevocable,
«rvoyalty-free license to the Government for all govermmental purposes,

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

R AL
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s - , | : .
(6'10'10 eont'd) §7 7 Notice to em ployee of determlnation. ‘
. The employeeninventor shall be notified in writing of the . (j_é

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 determinetion
of ownerehip which was in £acc made. S PSR

§7 8 Eggloxee 8 right of apgeal.

An- employee who is aggrieved by a determination of the S
Department may appeal to the Commissioner of Patents, pursuant to-
.section 4(d) of Executive Ovder 10096, as amended by Executive Order
10930, and regulations issued thereunder, by filing a written appeal
with the Commissioner, in duplicate, and a copy.of the appeal ‘with.
the ‘Assistant Secretary (Health and Scientific Affaire), within 30
days (or such longer period as the Commissioner may,. for good cause,

sfix in-any case) after receiving written notice of such determina~
tion.-w S L : : R T R o

PART 8 -- INVENTIONS RESULTING FROM RESEARCH cmrs, .
FELLOWSHIP AWARDS, AND CONTRACTS FOR RESEARCH -

0

'fPolicy. S TR
. Conditions to ‘be’ included in research 3rants. .
Determination as -to domestic rights,. :

:~Licenses t¢ the Govermment, :

- Option:ito aecquire: foreign rlghts.
-Fellowships. - S .
-Contracts for research. : E o
Cancer chemotherapy industrxal reeearch contraets._

PR

* e

0o momRY
NP LWOHOD

AUTHORITY: §§ 8.0 to 8 7 iseued under Reorg. Plan No. 1 of 1953,

18 F.R. 2053, 3 CFR 1949-1953 Comp., p. 1022; E.O. 10096, 15 F. R. 39,
_#:3 CFR 1949-1953 Comp., p. 292' E. 0. 10930 26 F R. 2583, 3 C?R 1959-

1963 Comp., p. 456, - R _ . A

§8 O -Pblicz. :

(a) The Department of Health Education, and Uelfere each
year is expending large sums in the form of grants for ‘research.,
These grants are made primarily by the Public Health Serviee in-
carrying out its broad responsibility under the Public Health Sexvice
Act to. .promote ‘and. coordinate research in the field of health and to
meke available information concerning such research and its practical

. .application, The scientific and technological advances attributable

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

e
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(6-10—10 continued)

N ' {b) The Department, as a matter of policy, takes the position
( k " that the results of research supported by grants of publie 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

the general pubhc.

{c) On the other hand, in some cases it may be advisable to
permit a utilization of the patent process in order to foster an
adequate commercial deveiopment to make a new invention widely
available, Moreover, it is recognized that inventions frequently
‘axise in the course of research activzties 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 activities to attribute a particular invention primarily to
support received from any one source. In all these cases the Depart-
ment hds a responsibility to see that the public use of the fruits
of the research will not be unduly restricted or denied.

o (@) The following conditions 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 1nterestn of
others who have contributed to the anention. _ : :

(“Tl ﬁ_:"" '58,1 conditionsrto be included in research grant§Q

Subject to legislative directives or Executive Orders pro-
viding otherwise, all grants in aid of research shall provide az a
condition that any invention. arising out of the. activities assisted
by the grant shall be prOmptiy and. fully repor:ed and shlll provide.
elther

" (a) That'the OWﬁeréhip.and manner of disposition oflall
rights in and to such invention shall be subject to determination
by the Agsistant Secretary (Health.and Scientific Affairs), or

. {b) That. the ownerahip and dispogition of ail domestic rights
shall be 1eft for determination by the grantee institution in ‘
_ accordance with the grantee's establiched policies and procedures,
" 'with such modificacions 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 .ssure that the invention will be
made available without unreaSOnabke restrictions or excessive royalties,
- sad provided the Government shall receive & royalty=-free license, with
a right to issue zublicen:es as provided ir §8.3, -=nder any-panent
appllei fur or obtained upon the inventiocn.

1 e e <o e
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(6'10'10 cont' d) (¢) Wherever praeticeble, any arrangement with the grantee
' pursuant to paragraph (b) of this section shall provide in accordance
* with Executive Order 9865 that there be reserved to the Goverrnment an (ﬁ“
option, for a period to be prescrlbed to file foreign patent applica-
tlons ‘upon the invention. : .

§8.2 _Determinetion'es to domestic riéhre.

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

(a) .f he finds that there is adequate assurance that the
invention will either be effectively dedicated to the public, or .
that any patent which may be obtained thereunder will be generally
available for royalty=-free and nonexclusive licensing, the effectua~
txon of these results may be Ieft 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

“ifor development and administration for the term of the patent orx such
lesser period as may be deemed necessary.

(c) * 1f he finds that the interest of another contributing
Government agency is paramount to the interest of the Department of
Health, Education, and Welfare, or when otherwise legally required o
or iu the public interest, the. invention may be left for disposition (fﬁ
by that agency in accordence with its own policy. N o

- {d)y “Inm 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 impoze

tance or the Govermment's equity in the invention is so minor that

protective measures, except as provzded 1n §8 3, are not necessary
in the public interest.

- §8 3 Licenses to the Governmehr.

i Any -arrangement or determination as o the disposition of
"=ghts in inventions pursuant to §8.1, §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-

. iree license to the Govermment with power to sublicense for all

gcvernmental _purposes.

§8.4 Option to aQQgire foreign rigg;s.

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

.

Lo
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" {6=10-10 continued)

regulations issued thereunder, an option to require the assigrment of
.. &ll rights in the invention in all or in any specified foreign
( ' countries. In any case where the inventor is not required to assign
o the patent rights in any foreign country or countries to the Govern-
ment, or the Govermment fails to exercise its option within such
.- period of time as may be provided by regulations issued by the
~ Chairman of the Government Patents Board, any application for a o
_ patent which may be filed in such country or countries by the 1uvenrcr' B
. or his assignee shall nevertheless be subject to a monexclusive, -
. irrevocable, royalty-free license to the Goverrment for all govern=
" mental purposes, including the pcwer to-sublicenge for all govermmental

fﬁ__purposea.
§8.5 Fellowahipa.

SRR in the discretion of the Assistant Secretary (Health and
- Sclientific Affairs), the award of a fellowship to a person not a
. Government. employee may provide for the reporting of any invention
- mgde during the term thereof, and for its disposition in accordance
~with the provigions of paragraph {(a) of §8.1, or for its disposition’
by the institution at which the research was performed in accordance
with its established policies, if applicable to such an invention,
Lo which meet the requirements of paragraph (b) of such aection. '

§8. 6 Contracts for research.

_ (a) Contracts for research, with other thaen nonprofit ingtie-

" ‘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 ¥y him as to the manner of

-~ disposition.of all rights in and to such invention, including the

T right to require assignment of all rights to the United States or

' ‘dedication to the public. In the exercise of this powexr he will be
- guided by the policy specified in §8.2 with respect to grants.

N

. (b) Contracts for research with nonprofit institutions aha11
‘<. .contain provisions as in paragraph (a) of .thig section except that,:
" 1f it is determined that the institution's policies and procedures
. are acceptable as meeting the requirements of §8.1(b) with respect to
. grants,: the contract may provide, with such -special stipulations in.
“.i. the contract as may be deemed necessary in the public interest, for
... leaving the ownership, and disposition of all domestiec rights for
-determination by the contracting institution in accordance with such
'..policiea and procedures, . - _

:58.7 -Gancer chemotherapx induatrialureaearch contracts.

Notwithstanding the provisions of §8.6, the Surgeon General
in the negotiation of contracts with other than nonprofit organiza-
tions for the cancer chemothzrapy research program shall be subject
only to such limitations and aiternativas as the Assistant Secretary

 (Health and Scientific Affairs) ma, approve for such ‘program.

/

d o : : -
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(6-10-10 continued)

§8.8 'Screening of compounds generated under DHEW grants and award -
- ‘ s : .

(a)' General Policy

(1) Chemical compounds having potentlal -medicinal and other utilities are
often synthesxzed or identified during the course of research financed under

DHEW research grants and awards. Report;ng, “fiiing patent applications on;
and determining ownership in inventions relating to such compatinds pose prob-

.lems which require special attention, After a compound has been synthesized,
it generally will not constitute a patentable invention under the patent laws
of the United States until a specific utility for the compound has been estab-
lished. 1t is the policy of the Department that all compounds synthesized or
identified during the course of grant-supported research should be adequately
screened and ‘tested in-Goverament 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 Nat1onal Serv1ce Center and the Walter Reed Army Instltute of
Research R oo

(2) It.ih 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. .. . _ : - R —

(b)_-Screening pexformed with use of;g;gnf funds

Where nOngovernmental fac111t1es are utilized for screening services
to be performed and paid for by the grantee (as used in this section, the
term "grantee" refers to awardees in addition to grantee institutions) with
grant funds, the grantee shall obtain an agreement with the screening 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 ite 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 cepies to
DHEW: Ownership of all invention rights to the compound or reported utili-
ties shall be subject to the disposition by the Assistant Secretary (Health
and Scientific Affairs) as provided by the terms of the grant or award in
accordance with Section 8.2, except that where the grantee institution has
entered into an Institutional Patent Agreement with the Department pursuant

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

(e) Screeninggperformed without the use of grant funds

wnexe screening is to be performed at nongovernmental facilities
without the use of grant funds, the grantee may proceed to have compounds
screened under one of the following arrangements:

GENERAL ADMINISTRATION PMB0.1, (31347
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(6 -10-10 continued)

(L Institutional Patent Agreement == Where the grantee institution
has entered into an Institutional Patent Agreement with the Departwment under -
Section 8,1(b) of the Department Patent Regulations, the grantee shall enter
into an agreement with the screemer which shall be consistent with, and will
permit the grantee to fully comply with its obligations under such Imstitu-
tional Patent Agreement, The agreement with the screener shali as a minimum,
provide that ownership of patent rights to- inventions resulting fram the

ing or tasting organizationa ownership rights to. inventions claiming novel
methods - of using ‘compounds , ‘where such use ‘inventions are firat conceived

and reduced to: practice ‘solely by ‘the screening or testing. organization with=
out the use of grant awards. The grartee shall administer all invention
rights to“the ¢tompound 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 dispoaition 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 end shail ‘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 adwinistra-
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 thereby be more adequately and quickiy developed

for widest use."

M- 6901 (1/3/69) | o GENERAL ADMINISTRATION
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6-10-20 .

PATENT POLICY APPLICABLE TO CANCER S
- CHEMOTHERAPY INDUSTRIAL RESEARCH CONTRACTS : S e (
Lo ‘The cancer .chemotherapy program of the Public Health Ssririce is

. : 3'.' -Depe.rtment policy concerning the negotiation e.nd operation of tho

;. an intensified effort, with specisl appropriations made evailable

‘under & Congressionsl directive, to explore ‘exhauetively and--
=0 papidly- the potentialities of chemicel compourds in the- oontrol
. of cancer, -Because of the peculiar exigencies of this program.
c7and in order that the resources of pharmaceutical anmd chemical .
« firms may be brought to bear with a minimum of delay, certain = ..
o exceptiona to general Depertment policy will be permitted in the
negotiation of industrial contracts for this program,. .

-2y . Industrial research oont.rects for this prOgra.m may contain
. :oither'- : . i

: t.he eterﬂud patent -clauses, reserving to the Surgeon Generel

,the right to determine the disposition of inventions arising

from the performance of the contract or, in lieu of such. -
right,

_ b.-__._-ate.rﬂa:ﬂ eltemetive claueee leaving the right to pa.tent. and

exploit such inventions with the contractor, subjeet to. =
certein limitations deemed necessary to protect the public's
-interest in the results of the contracted research, . .

PN

3 .-elternetivo clauses:

s, Contract pegotistions: The alternatives indicated will be

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

‘b Public interest: The operation of these slternative clauses
will be clossly reviewed to assure that the followlng basic
‘objectives are maintained in the publie interest:

(1) The availability of information concerning the results
of research and the right, without undue delay, to make
~ disclosures to the extent essential to serve the research
need;

(2) The availability for development and use of health
purposes, on reasonable terms, of inventions arieing
from the ressarch contract, whether actual development
and production is to be made by the contractor himsslf
or by others; and

CENERAL ADMIRSTH: & ovfl  Bapuyosd .3 page o, Ch 6.37 TRai,; TN-21 (7/31/58)
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(3) Sustseined concentration on the anti-cancer objaetiw a.f
gll resources mbi‘l:lwad for the purpoms of the
ont;-get.

‘ The Surgeon Genaral or his represen~
tat:lws ahall maintain close consultations with the contractor
. concarning questions affecting ths public need for the

R 'e‘

_prescribed in the alternstive clauses for the protection of
the public intsresi with respect to their supply, price, ami
quality. 7The objective of these comsultations shall be to
- -promots a mutual swareness of such matters in order to assure
."to the contractor (under his right tc expleit the iavention)
an opportunity on his own initiative to take such actions
. regarding them as he beliewawould bcinh:‘..aami inthl
o publi.e 1ntereat.

C ot repes gh oft to contractor. When the oontract
48 for research :anlmiing eontract.s tor pmduct development necessary

" for purposes of ‘research) to be performed bty the company (with or

witliout provision for subcontracting), the contract, es an alternative

“to the standsrd patent clauses, may provide for leaving to the con~

- “tpactor the right to patent and exploit any invention conceived or

 firet ‘actually reduced to practice in the course of the performancs

- of the contract subject, however, to the following limitations which
_m deemd nacaaaary to protect t.ho publi.c mhnat:

Mng -bgrsement that tha cont.ractor w.tll report promptly to
the Surgeon General any such invention and will also report
w2 promptly the £iling of any domestic or foreign patent application

- thereon or his election not to file such application. Invention

. Report shall be required after the conception or first actual
redustion to practice of each invention that reasonably appears
to be patentsble and, in eny event, as soon as any evidence of

o ut:l.:;,ity has been dowlopod (whether :I.n & health or other field of
N8 ) e :

", 2. Disclosure. Reservation to the Surgeon General of the right to

.- make disclosure of the invention, whsnsver he deems it in the
' publie interest, after taking into consideration a reasonable

s opportunity to- the contractor to protact such rights as he may

- have in the invention. The contract may specify that such dis-

- .closure shall not in any case, without the consent of the

contractor, be made in less than six months from the time the _
Surgeon General determines the invention was or should haw been
raported,

(& mFijs).

Sope sodes pags J, Chapter 63U (PH-15) GEVERAL ADHINISTRATION

.. produets: of . inventions which are subject to the limitations ..., .. .
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: - Heservat.ion to the Govermment oi‘ an (

irrevocable, nonexclusiva, royalty-free license to practice or o
. .cause to be practiced, by or for the Govermment throughout the

. aorld, each subject invention {(whether patented or unpatented)

... in the mmifactura, use cr disposition according to law of any

_article or materisl or in the use of any method or processs .. === ¢ |

&,  In recognition of the Govermment's investment and the public .
-: Anterest in the results of contracted ressarch, agreement
that vhenever, subseguent to the contractor's filing of a
_patent application for any invention conceived or first
actually reducsd to practice in the course of thes performance
of a contract, the Surgeon Gemeral, aftsr cobtaining and
considering the advice of such advisory bodies or consult-
.. .ante as he deems appropriate and competent, has ground to
- believe that such invention, whether related to & procduet,
process, or othervise,; is &% such ‘stage of dévelopment that
if it were more generally ‘available it would meet a health
... need aml that the public interest -1/- requires.ths invention
.- -to be available for heelth purpcses to others than the con-
.- tractor and his licensees, he shall so. notify the contractor,
. glving reasons therefor, and requsst him, within a time _
specified, to take appropriate steps to meet the public nesad,
.. which may include the 1ssuance of licenses to additionel .
-manufacturers. of the contractor's own sslection. (Such re- (-
... quests shall be suppismentary to such informal consultations
"+ .between the Surgeon General or his representative and ths
._,__contractor as have taken place in accoxﬂance wit.h the provi-

sions of section A.3¢ above,) ..

o, be If, upon-expiration of - the tima specit’ied, ‘orsuch extension
thereof ae approved by the Surgeon Generzl, the Surgeon
General finds that the contractor has failed to tske appro-

" . priate steps adequate to mset the public need, he shall
. notify the contractor, with reasons therefor, that at the end
. af 90 days from such notice he will exsrcise the rights -
... . .specified below, If within 20 days of .receipt of such notice
. the contractor fails tc file a written requsst for a hearing
...a8 provided below, the Surgeon Generel shall upon expiration
.. of the above 90—day peria:l have t‘na right: :

l/ With respect tuO Huppl\,' inty’ or pric@ - . | . (-

GENERAL ADMINISTRATION  Superesdes page iU, onepier 6-30 (RR-15) TH-21 (7/31/58)
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\1) to dedicate to the public all rights in the invention
2/ or;

| ()  to issue (under or in anticipél.ion of the igsuance of

any such patent) nonexclusive, royalty-free licenses
(for practice of the invention for enmy health purposa)
‘on & nondiscriminatory basis to all qualified applicants |

to use, manufacture and sell embodiments of the inven- '
Tgdon’ for any heelth purpose. 2/

-IP, within 20 days of mceipt of notice, the contractor files

sueh regquest for a hearing, the Surgeon Gemeral, or a repre-
sentative or representatives designated by him for this pur-
pose, shall afford the contractor & reasonsble opportunity to

- be heard, to be represented by counsel, to present amy perti.
nent information and argument, acd tu rebut any other informe-

ti¢s wo Le considered in reaching a decision. The findings by

the Surgeun General or such representative(s) shall be in
- owrdting, shall be based solely on the materlal pressntsd at
. the hearing, and shall be final and binding on ths contractor,
<-If the Surgeon Gensral's decision based on these findings be

that tks contractor has not met the public need amd that

- public dedication or sdditionsl licensing by ths Surgeon .

Gensral 18 necessary in the public interest, he masy so dedi-

- cate or license, effective at the end of the ebove-provided

90-day pericd or at the conclusion ot the hearing, whichewr
is ‘aterg

e to s

" within a peried (not to exceed six months after the invention

‘wag or should have been reported) epecified in the contract, not
to file & patent application on the invention, or, having eloct-ad

"~ to file theresfter fails to file and diligently prousecute a

patent application, the Surgeon Gemeral, when he deems it neces.
sary in order to protect the availability of the. invention for

' health purposes, shall have the right to require the assignment
‘to the Government of all domsstic rights therein except for the
regervation of a nonexclusivo royalty-free license to the
contractor.

2/ Sveh dedication to be effective against the contractor amd any pera“c;na ‘

claiming from him upon filing by the Surgeon General with the Comm3i 8-
sioner of Patent- of notice of same.

3/ Either -ne or both of thess alternativee shall be @eci& 2d in the

n-.r‘»'g’ i_

-

(ﬂ'“,g; “7/31/58)  Supersedes page 11, Chapter 6-10 (TN.15) GENERAL ADMINISTRAI I0W
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Foreign Rights. Similarly, agreemwnt that if the contractor fails —

to file, or elects not to fils, foreign patent applications which (W_)

the Surgeon General determines are ngcessary to protect the aveil.

-ability of ‘the invention for health purposes in other couniriss,

-Hw.the Surgeon General may requira the. assignment of the foreign

. rights. :

Rane otiatio on new 16 d awagﬁéﬂwanﬁ;;§iaibh not maﬁdaﬁoEY).' - -

. The contract may provide that if, in the course of the psrformance
.of the contract, the contractor ldentifies any new lesed which it -

wishes to develop 'at its own expense, without utilizeticn of faci~
lities financed by the Government, the Surgeon General msy, when

lf’he deems it consistent with advancement of the research purposse
.of ‘the Government, renegotiate the application of the patent pro-

1.

visions of the contract to such new lead. Any medification of the

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

be used to reduce the obligation of the Government under the cone
‘tract) as the Surgeon General may deem equitable under the circum-

';‘;stances, after taking into consideration the extent of the invest-

2~_ment of . the Government in relation to the probabls cost of further
'development. L . o

Vhen a company fﬁrnishes, for cbntrdlledfécreening and testing
only, compournds or products not otherwise available to the Service

. and in which the compeny has a proprietary interest, the contract (jg

. msy provide that all rights in the compourd or product shall remain

. in the company. It mey additionally provide for confidentiality of

the results for a limited periocd after the completion of the screenw

- ing process and the report of the results by the Service to the sup-
...plier. Such period, as to results deemed significant for the re-
.. -8earch purpose, shall. not exceed 12 months,

- When the screening arr] testing of compounda obtained from the sup-
. plier under such & contract is .carried out by an outside laboratory,

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

sions to safeguard the rights of the supplier under its contract
with the Service,

P
/
{x

GENERAL ADMINISTRATION | | TR-21 (7/31/58)
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L D,

:(6-10-20 contimusd )

Ern 107888 Mntions made by Federsl employees,

or by ral employees jointly with others, ars subject to detorming-
tion under epplicable Exscutive Orders anmd Depertmsnt regulationa, '
Appropriate referense to this requirement will bs made in poxmection

with contracts with suppliers of chemlcal campounds for use in

S

C-

research-to be conducted by the Service, ami-contracts.for ressarch

- and development in vhich Pederal employese may in any wey partici-

pate. .

Background pategte or rights, Nothing in this policy statement shall
be deemod to limit the suthority of the Surgeon Gensral o negotiate
for a license or other rights under existing patents or involving the
use of patented or unpatended compounds or processes, aa he may dem
necessary for the effective prosecution of the cancer chemotherapy
program, ' _

TR-21 (7/31/58) -
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