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Foreign Rights. Similarly, agreemsnt that 1f the contractor feils
to file, or elects not to fils, foreign patent applications which
the Surgeon General detorminas are necesaary to protect the avail-
ability of the invention for health purposes in other couniriss,

- ~the Surgeon General L may require the assignment of the foreign
! rightﬂn o y .

7

Ranegotiatibg'oﬁ'hewllégdé;' (Sﬁdh'a prdvision not mandatory).

‘The .contract may provide that if, in the course of the performance
‘of the contract, the contractor identifies any ngv leed which it
wishes to develop at. its own expense; without utilizaetion of faci-.

lities financed by the Government, the Surgeon General may, when:

. he deems it consistent vith advancement of the ressarch purpoess

. of the Government, renegotiate the spplication 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 : ths Government under the con-
tract) as the Surgaon General may deem aquitable under the circum-
stances, after taking into consideration the extent of the invast-

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

devalopment.

%hen a company furnilhes, for controlled ‘screening and testing

only, compourds or products not otherwise available to the Service
and in which the company has a proprietery intersst, the contract

- msy provide that all rights in the compound or product shall remain

~ in the company, It mey additionally provide for confidentislity of

the results for & limited period after the completion of the screen-

" ing process ‘and the réport of the results by the Service to the sup-

plier. Such period, as to rasults deemed significant for the re-

. search purpose, .shall not exceed 12 months.

 :thn the screening erd testing of compounda obtained from the sup-

" plier under such a contract is carried out by an outside laboratory,

- the contract of the Service with the ' laboratory'uill contain provi-

aiona to safegusrd the rights of the supplier undor its contract
with the Service.

GENERAL ADMINISTRATION TR-21 (7/31/58)
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(6-10-20B continued) ' ' ‘
3. : As Begervation to ths Government of an
irrevocable, nonexclus:l.va, royalty-free license to practics or
cause to be practiced, by or for the Government throughout the
.world, each subject invention {(whether patented or unpatentsd )
in the mamufacture, use cr disposition according to law of any
article or materisl or in the use of any method or process.

" _a+ In recognition of the Govermment's investment and the public .
.. ‘interest in the results of contracted research, agreement
. that whenever, subseguent to the contractor's filing of a
patent application for any invention conceived or first
actually reducsd to practice in the course of the performance
of & contract, the Surgeon Gemeral, aftar cbtaining and
considering the edvice of such advisory bodiss or consult-
. ants as"he deems appropriate end competent, has ground to
_believe that such invention, whether related to a product,
. process, or otherwise, is at such stage of davelopmnt that
. 1f it were mors generally available it would maet & health
 need amd that the public interest -1/- requires the invention
to bs available for health purposes to others than the cone
. trector and his licensees, he shall so notify the contractor, -
 giving reascns therefor, and request him, within a time
specified, to take sppropriate steps to msst the publie noed,
which may include the issuance of licenses to additional
© marmfacturers of the contractor's own'sslection. (Such re-
~ quests ehall be supplementary to such informal consultationa
between the Surgeon General or his repressntative and the
' contractor as have taken place in accordance with the provi-
~ sions of section A.3c above.) .

'b. If, upon expiration of the time specified, or such extension
- thereof as approved by the Surgeon Gensral, the Surgeon
Genaral findae that the contractor hag failed to take 2ppro-

=i RAis PR A &

- priate steps sdequate to mset the public need, he shall
. notify the contractor, with reasons therefor, that at the end
 of 90 days from such notice he will exercise the rights
. ‘specified below, 'If within 20 days of receipt of such notice
~ the contractor fails to file a written requsst for a hearing
. as provided below, the Surgeon Gensral shall upon axpiration
.__of ‘the above 90-day period have the r;ghts e o

¥4 With respect to supply, quality, or price

GENERAL ADMINISTRATION  Supsrsedss pags i, Snepier 6<30 (TN-15) THe21 (7/31/58)
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6-10-20 .' PATENT POLIGY APPLICABI.E '1‘0 CANCER
AM S
. l. The cancer chemotherspy progrém of the Public Hea.lth Service is |
¢ sn intensified effort, with speclal epproprietions made available SN S
-+ under a-Congressional directive, to explore exhsustively and
+i..rapidly the potentialities of chemical compounds in the control
- of cancer. Because of  -the peculiar exigencies of this program
- ..and in-order that the resources of pharmaceutical and chemical
= £irms mey be brought to bear with a minimum of delay, certain

i éxceptions to gensral Department policy will be- permitted in 't.he
o .:negotiat:l.on of industrial contracts for this program. y

~- 24 Industrial research contracta fcr this program my contain
RPN .eit.herg : , . T

a. the stardaxd patent clauaes, raserving to the Surgeon General
-+ the right to determine the disposition of inventions arising
from the performance of the contract or, in lieu of such

right,

- De ,:,starrlani alt-emative clauses leaving t-ha right to patent. and.
.+ - «exploit such inventions with the contractor, subject to.
. -certein limitations deemsd necessary to protect the publicts
.interest in the results of the contracted research, . :

. 3. Departmant policy eoncerning t.he nsgotiation a.nd operation of the
+ ‘alternative clauses: : -

. Gomtract negotistiong: The alternatives inlicated will be
mede avallable in the negotiations with all contracting
corpanies without discrimination.

b. Public ipterest: The operation of thess alisrnative clauses
will be closely reviewed to assure that the fo]_‘lowing basic
objectives are maintained in the public interest:

(1) The availability of information cdncerning the results
of research and the right, without undue delay, to make L
~ disclosures to t.he extent easential to serve the research -

N+ 1 - ﬁ ;

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

"GENERAL ADMINST5. vt Zapos 2o o8 PAge 8, LR B-1 (Taeilf ﬁ-‘ﬁ"‘(‘?ﬁ' 51758)
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(6-10-10 continued)

§8.8 Séreening of'comgpunds generated under DHEW gpantsland awvards

(2) General Policy ” . ' 2

{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 appllcations 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 Unitéd States until a specific utility for the compound has been estab-

. 1ished. 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
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 appropriaté, of thie screening services of the Cancer
Chemotherapy Natxonal 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 screenlng or testing organization without
. the use of grant funds. : :

(b) creening gerformed with use of grant funds

Where nOngovernmental fac111t1es are utlllzed for screening services
to be performed and paid for by the grantee (as used in this section, the
term "grantee" refers to awardees in addition to grantee institutioms) with
grant funds, the grantee shall obtain an agreement with the screening organi-

- zation providing that the screener shall promptly report to the grantee the
details of any positive findings of utility for the compound and that all
invention rxghts 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 findlngs, the grantee shall promptly forward copieés 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 Affalrs) as provided by the terms of the grant or award in

accordance with Séction 8.2, eéxcept that where the grafitee institution-has
entered into an Instltuticnal Patent Agreement with the Department pursuant
to Section 8,1(b) above, ownership of the invention rights shall be in accor-
dance with the .teyms of that Agreement. .

(C) Screening performad without the use of g ant funds

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

. GENERAL ADMINISTRATION o . emdbo frfafec
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(6'10'10 cont' d) (c) Wherever practicahle, any arcengement with the grantee
_pursuant to paragraph (b) of this section shgll provide in accordance
with Executive Order 9865 that there be reserved to the Government an

option, for a period to be prescribed, to file foreign patent. applica- _

tions upon the invention,

58.2: Determinetion'ac.to domestic rights,

Rights in any invention not subject to disposition by the
grantee pursuant to paragraph (b) of §8.1 are for determination by
“the A331stant Secretary. (Heaith and Sclentific Affairs) as follows.

(a) f he finds that there is adequate assurance that the _
tnvent1on will either be effectively dedicated to the public, or
that any patent which may be obtained theréinder will be generally
availagble for royalty-free’ and nonexclusive licensing, the effectuas
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 ar such
1esser period as may be deemed nacessary.

{e) " If he finds that the interest of arother contributins
Govermnment 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 poltcy.

{dy  In all other cdses, he shall require that all dcmest1c

‘rights in'the invention shall be assigned to the United States B
“utiless he determines that the inverntion is of such doubtful impoxe
*ance or the Government's equity in the invention is so miinor that
protective measures, except as provxded in §8 3 ~are not necessary

.
in the public interest,

‘ 58.3 Licenses to'thé Governmént.

: Any arrangement or determination as :o the disposition of
rights in inventions pursuant to §8.1, §38.2, §8.5, or §8.6 shall
requzre that there be reverved under any patent appllcation or patent

: irec license to the chernment with power to sub11cense for all
gcvernmental purposes.

: §8.h Option to acquire foreign rights,

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

GENERAL ADMI_NISTRA'I:ION TH=155 (10/20/66)
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(6.10-10 cont’ d) §7 7 Notice to employee of detcrmination,

-P33§f5

: 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 egree to. the detetmination
of ownerahip which was in fact made., - . _ Lo w

57 8 Employee 8 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(d) of Executive Order 10096, as amended by Executive Order
10930, and regulations issued thereunder, by filing a written appeal
with the Commnissioner, 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 sueh determina—
tion. : - P _ oo _ ‘ :

"PART 8 == INVENTIONS.RESULTiHG FROM RESEARCH GRANTS,
FELLOWSHIP AWARDS, AND CONTRACTS FOR RESEARCH

1]

: Policy. ' -
v Conditions to. be included in. research grancs..
Determination as to domestic- rights.'_
.“Licenses to 'the Government, .
Option . to acquire- foreign rights.
“Fellowships.
~Contracts for research :
Cancer chemotherapy industrial reeearch contracts.,

.. . = 0w

a:u:q:u:gaema:d:m
NP LR=ON

AUTHORITY: §6 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-D- 10939 26 F.R. 2583 G!R 1959-

1963 Comp., p. 456.

58.0 Policy. .'. P .-'- : ‘1 o i

(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 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 (TN-15) TN-155 (10/20/57
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iﬁ-lo-lo eent'd) '
impracticable or inequitable, giving the reasons therefor. A person

shall not be considered to be a part~-time employee or partetime

consultant for this purpose unless the terms of his employment cone
:-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 minimim 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,partj'

s during working hours, or with any contribution of Govermment - = -
i.feeilities, equipment, material, funds,: or information, or of time.
or sexvices of other Government employees on official duty.

§7.3 Determination as to domestic rights.

faoin - The determination of the ownership of the domestic right,

o 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, shall be made in writing
by the Assistant Secretary (Health and Scientific Affairs), in
accordance with the provisions of Executive Order 10096 and Governﬁ

- ment=wide regulations issued therﬂunder by the COmmlssioner of

" Patents as follows: e

(a) The Goverrment as representcd by the Assistant Secretary
(Health and Scientific Affairs) shall obtain the entire domestic
‘right, title and interest in and to a2ll inventions made by any =
Govermment employee (1) during working hours,.or (2). with a contrie’
bution by the Government of facilities.:equipmgnt,"materials; funds,
or information, or of tims or services of other Govermment employees
on official aucy, or {.J) WI.'II.C'-EI. bear & direct relation to or are made
in consequence of the official duties of the inventor. - ; .

(b) 1In any case where the contrxibution of the Govermment,
as measured by any one or more of the criteria set forth in para~ - "
graph (a) of this section, to the invention is insufficient equitably
to justify a requirement of assigmment to the Govermment of the i
~entire-domestic-right;-title-and-interest -in-and-to-such.invention, .

or in any case where the Govermment has insufficient interest in an

invention to obtain the entire domestic right, title, and interest

therein (although the Government could obtain same under paragraph
.{a) of this section), the Department, subject to the approval of

the Comnissioner, shall leave title to such invention in the employee,
“gsubject, however, to-the reservation to the Government of a nonex= .-

clusive, irrevocable, royalty-free license in the invention with

GENERAL ADMINTSTRATION Supersedes p., &4, Ch. 6-10 (TN=83) - TH-155 (10/20/66)
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’6=10-10 cont 'd)
6.3 Government-owned patents; licemsiag; dedication to the pUbllCn :
6.4 Central records; confidentiality, '

”AHIHORITY._ §§ 6.0 to 6.4 Issued under Reorg. Plan No. 1 of 1953

18 F.R. 2053, 3 CFR 1949-1953 Comp., p. 1022; E.O, 10096, 13 F.R. 391,
3 CFR 1949-1953 Comp, , p. 292; L.0, 10930 26 F. R. 2583, 3 CFR. 1959- : 4
1963 Comp., Peo’ 456 o _ , . _ : o

§6.0 ggperal Policy. =

Inventions developed through the resources and eétivities of
the Department are a potentisl resource 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, contracto1s and grantees wlth the aid of
*ﬁfjpublic funds and facilities,_‘ ‘

(b) To encourage and recognize 1nﬂiv1dua1 and cooperative
achievement in research and investigations, and N

(c) To establish a procedure, consistent'hith pertinent
““‘'statutes, Executive Orders and general Government regulations, for
' the determination of rights and obllgations relating to the patent-
ing of inventions,

'§6.1 Publication or patenting of inventious.

It is the generdl pollcy of the Depdrtment that the results
of Department research should be made widely, promptly and freely
available to other res»arch workers and te the public, This
availability can genersily be adequately preserved by the dedica~
tion of a Govermment-owned invention to che publie, Determinations
to file a domestic patent application on iwventions in which the
Department has an interest wil} be made where the circuwmstances
indicate that this is degirable in the public interest, and if it
is practicable to do so, Department determlnations not to apply
for a domestic patent on employee invencions 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 requive any departure
* from normal ‘policy rngardlng the d‘ssemina:;on of the results of
; Department research

§6 2 General Reaponsib111ty. .

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,

GENERAL ADMINISTRATION Supersedes p. 2, Ch. 6~10 (TN-89) TH-155 (10/20/46)




