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'6-10-00 Scope s .
‘10 Regulations (from Federal _ﬁg}s.er of - 10/1/66)-‘

.20 Patent Policy Applicable to Cancer Chemotherapy
Industrial Research Contracts .,

This Chapter eentaine:

‘”1..‘Depnrtment 1egulations releting to 1nventione (a) made by

' Department employees, or (b). resulting from. reseerch‘grente.
fellowship awards, or research contracts under programs
-administered by the Department ;. and. ;

2. Department patent policy, epprnved 7/31/58 by the Secretary,
. establighing the limitations referred to in section 8.7 of
the Department regulations for the negotiation of. cancer

. chemotherapy induetriel research contracts. :

6-10-10  REGULATIONS
" TITLE 45-~PUBLIC WELPARE

. Subtitle A-<Department of Health, Education,
L and Welfere, Generel Adminietration

PART 6--INVENTIONS AND PATENTS
(GENERAL)

| 'T'PART 7--EMPLOYEE Invnurloné- o
* PART 8-~INVENTIONS RESULTING FROM RE- ,?‘_,'_f'

SEARCH GRANTS, FELLOWSHIP AWARDS, .
" AMD CONTRACTS FOR BRESEARCH

" The following parta are Department rules and policiee relu,ing to
inventions which are made by Department employees having & reletion to
their official duties or with some contribution from the Governme?t or
which arise from research or related activities assisted by grants or
otherwise under programs adm1nistered by the Department.—

_ PART 6 - INVENTIGNS AND PATENTS (GEﬁERAL)

Sec, ' . . A "

6.0 General Policy. ' '

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

HEW TH-155 (10/20/66) Superscics p.1, Ch, 6-10 ( B-21)
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CG 10-10 continued) : ot

§6. 3 Licensing of Government-owned Eatentse

Licenses to practice inventlone 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 intereet will be
served under the circumstances of:the’ particular case by.licenses .
vhich: impose conditions, such as those relating to quality or teeting
of products; requiremernit of payment of royalties to the. Government,f
etc,, or by the igsuance 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 récords: confidentiality: . . - -

o b

. Central: files and records shall be maintained of-all inventilons,
patents, and:licenses in which the Department has an: interest, together
with a record of all licenses igsued:by the. Department under such’ patente.
Invention reports required from employees or others for the purpose of
obtaining determinations of owmership, 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, ; : ars

»-A.-;,-PAR\I-'% 7 = -EM-PLOYEE INVENTIONS ;o

;]

- B
Oou-_l-\tg:r-g-'on o

JWho are’ employees. O REIEANEY
- Duty: of remployee to:report- inventions. B
. -Determination: as to domestic rights, -

« Option to acquire foreign rights., .
Notice to.employee of determination.
Employee s right of eppeal.

AUTHORITY' § 7 0 to 7 8 ieeued under Reorg. Plan No. 1 of 1953,
18 'F.R. 2053, 3 CFR 1949=1953 Comp., p. 1022; E.0, 10096, 15 F.R.: |
391, 3 CFR 1949-1953 Comp., D» 292 E 0. 10930 26 F.Ru 2583, 3 CFR.'
1959-1963 Coup. , P 456,

§7 0 Who 8T8 emgloxees. et

Ae ueed in thie part the term. “Gove:nment employee“ means any

. officer or employee, civilian or military, except such part-time

employees or part-time constltants as may be excluded therefrom by .a

determination made in writin; by the head of the employee's office or
constituent organiration, pursuant to un eremption approved by

the Commissioner of Patents that tc include him or them would be

e 2 T

TN-69.15 (1€, 2/69) supersedes 2. 3, TN-155 GENERAL AIMINISTRATION
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"ﬂnanced or conducted research, development work, or both, or: (6)

(6=10-10 continued)

power to grant 11censes for ell 3ovea:menta1 purpoaen, auch reservas

tion to appear, where practicable, in. eny patent, dmauc or foreign,

which may iseue on aueh 1mrention. -

(c) In applyins the provisions of peragrapha (a) end (b) of .

this section to the facts and circumstances relating to the making -
of any particular 1wention, it shall be presumed that an invention
made by an employee who is employed or assigned (1) to invent or
improve oxr perfect any art, machine, mamufacture, or composition of
matter, (2) to conduct or perform research, development work, or
both, (3) to supervise, direct, coordinate, or review Govermment.

to'act in a liaison capacity among govermmental or nongoverrmental |
agencies or individuals engaged in such work, falls within the- i
provigions of paragraph (a) of this section, and it shall be prew -
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 circumgstances and

shall not preclude a determination that these facts and circumstances

justify leaving the ‘entive right, title and interest in and to the
invention in the Govermment 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 imventien
pursuant to the provisions of paragreph (a) of ‘this section, nor
(2) reserves a nonexclusive, irrevocable, royalty=free license {n |
the invention, with power to grant licenses for all governmentsl:®

purposes, pursuant to the provisions of paragraph (b) -offthtn'“aectiébn.‘

the Government shall leave the entire right, title and interest i.n -
and to the invention in the Goverment employee, subject t.o l.l!l. &

57 4 Option t:o eequire foreign rights. S
’ In any case where il: is determined thet all domesl:ie rl.shta

shouid be assigned to the Govermnment, it shall further be determinsd,

pursuant to Executive Order 9865 and Govermment-wide regulations
issued thereunder, that the Govermment 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 or countries to the
Government or the Govermment fails to ekercise its option within -
such period of time as may be provided by regulations issued by ‘the
Commigsioner 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, ira:evoceble, v

- royalty-free license to the Government for all govermmental purposes,

including the power. to issue sublicenses for use in behalf of the
Government and/or in furtherance of the forei.gn policies of the -
Goverment.

- TN-155 (10/"{3/&,} a "Su_pe yea.. 3 p. .,:., Ch. b-l@ (TN-PB) ' CEWRAL ADlﬂHISMIOI
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(b) The Department, as a’ matter of policy, takes the poeition
that the results of research supported by grants of public moneys-
 should be utilized in the manner which would best serve the public
interest, It is believed that the public interest will in general
be best served if inventive advances resulting therefrom are made
freely available to: the Government, to science, to’ industry, and to

the general publ;c.”% : _ _

(c) ‘' On the other hand, in some caaes it may be advisable to
permit a utilization of the patent process ‘in order to foster an
adequate commercial development to make a new invention widely
available. Moreover, it is recognized that inventions frequently
arise in the course of research act1v1ties which also receive sub=
stantial support “from other sources, as well as from ‘the Federal
arant. It would not beé 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 Depar!
ment has a responsibllity to see that the public use of the fruits
of the research will ot be unduly restricted or. denied.

(d) 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 intersst
while giving appropriate recognition to.the legitimate 1ntereots of
others who have contributed to the 1nvention. '

§8 1 Conditions to be anluded in reseerch grants.

Subject to legxslative dxrect1ves 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 sholl provide.
ezther

' (a) Tﬁat'the'ownefshlp”and'mannet'of'dioposition.of ali't‘
rights in and to such invention shall be subject to determination
by rhe Aggistant Secretary (Heelth and Scientific Affairs), or

, (b) That the ownership and disposition of all domestic rightl‘
shall be left for determination by the grantee institutiom in. '
accordance with the grantee's established policies and procedurea..
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 will be ﬁ-
made available without unreasonable restrictions or excessive royaltiea.
and provided the Government shall receive a royalty-free license, with
a right to issue sublicenses as prov1ded in §8.3, under any-patent
applied for or obtained upon.the invention. e :

7 TN.155 (1@/2@/66) ~ Supersedes p. 7, Ch. 6-10 {IN=17) GENERAL ADHIﬁISTRAtION _
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-which meet the requirements of paragraphf(b) of such section.

. guided by the policy specified in 58 2 with respect to grants, -

" if it is determined that the inatitution s policies and procedures
. are acceptable as meeting the requirements of §8.1(b) with respect to

policies and procedures.

]

regulations issued thereunder, an option to require the assigrment 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 Coverns
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 Goverrment 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, including the power to—sublicense for sll governmental
purposes,

§8, 5 rellowshiga.

in the discretion of the Assistant Secretary (Hgalth and
Seientific Affairs), the award of 2 fellowship to a person not a
Government employee may provide for the reporting of any invention .
made during the term thereof, and for its disposition in accordance
with the provisions of paragraph (a) of §8.1, or for its disposition
by the institution at which the research was performed in accordance
with its established policies, if applicable to such an invention,

58.6 CDntracts for research.

(a) Contracts for research, with other than nonprofit 1nst1-
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 1nvention, 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

(b Contracts for research wtth nonprofit institutions shall
contain provisions as in paragraph (a) of this section except that,

grants, the contract may provide, with such special stipulations in
the contract as may be deemed necessary in the public interest, for
leaving the ownership and disposition of all domestic rights for

determination by the contracting 1natitution in accordance with such

§8.7 Cancer chemocheragg industrial reaearch 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) | L , GENERAL ADMINISTRATION
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for widest use.

(1) Institutional Patent Agreement - Wnere the grantee inst;tutxon
has entered into an Institutional Patent Agreement with the Department ‘under
Section 8.1(b) of the Department Patent Regulations, the grantee. snall anter

_ 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 ninimum,
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 screerier, or both, except that such agreement may leave to screen=
ing or tasting organizations ownership xights to inventions claiming navel
methods of using compounds, where such use inventions are first conce?ved

and reduced to practice solely by the screening or testing organization with=
out the use of grant awards, The grantee shall administer all inventxon

rights to the compound and ‘all other invention rights vested in the graatee

in accordance with the terms of the Institutional Patent Agreement,

(2) Patent Agreements for Screening -- Where an Iastitutiona]l Patent
Agreement is not in effect, the grantee shall enter into an agreement with a
screener to govern diapoaition 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 me&, prior
to making arrangements for screening, petition the Assistant Secretary {Health
and Scientific Affairs) requesting a determination that invention rxghts per-
taining to an identified compound be assigned: to the grantee for administra-

tion, pursuant to the provisions of Section 8.2(b) above. Determlnat;ons
‘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 reaulting inventions will thereby be moxe. adequately and quickly developed

TN-6941 (1/3/69) S GENERAL ADNINISTRATION
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(6-20-20.43 comtiaued) . o

(3) Sustained concantratian on the amti-camr oh:jqetiw of
‘ 2ll rescurces mbi‘lisa& f@r tha purpoaae of the
contract. _ ‘ : o

gto:  The Surgaon General or his represen~
tativu uhnll maint.a.in close consultations with the contractor
' concerning ‘questions affscting the public need for the
producta of inventions vhich are subject to the 1mtationn
prescribed in the alternative clauses for the protoqtion of
the public interest with respect to their supply, prieo, and
quality. The objective of these consultations shal]—.
promote a mutual awarensss of such matters in order to uaure
‘to the contractor (under his right to exploit the mwntion)
an opportunity on his own initistive to taks such actions
regarding them as he beliowauould beinhiauﬂ intho
publi.e interest, -

§

. B' n_l'! 'a Baarch--Righ +] _- T ACWOY o When th’ mntrwt
' s for roaaarch :anluiing contracta for product davalopmnt. DOCESIAry
for purposes of research) to be performed by the cospany (with or
without provision for subcontracting), the contrect, as an alterpative
- to the standard patent clauses, may provide for leaving to the con-
tractor the right to patent and exploit any invention conco:lvnd or
- first actually reducsd to practice in the courses of the porfomneo
~ of the contract subject, however, to the following 1initat:lm vhich
, m dsomd nncuury to protact. the public :throlt:

st

&

'+ ls PBeporting. Agrsemsnt that the cont-ractor will report prouptly to
the Surgeon General any such invention and will alao report
pramptly the filing of any domestic or foreign patent appliecation
therson or his election not to file such application. Invention

. Raport shall be requirod after the conception or firat gctual
reduction to practice of each invention that nasombly appears
to be patentable and, in any ovent, as scon sz any evidaneo of

_ ut:i.J).i.ty has boen de‘mloped (whather in a heslth or ot.har field of
. usel. |

2. Dlaclosure. Rasemtion to the Sm'geon. General of the é‘ight to
make disclosure of thé invention, vhenever he deems it :I.n the
public intereat, after taking into consideration a magmblo
opportunity to the contramctor to protect such rights as he may
have in-the invention. The ‘contract may speeify that auch die-
closure shall not in any case, without the consent of the

* contractar, be made in less than six months from the time the ‘
Surgeon General determines the invention was or should have been
reported, '

2. 771/58), Sup: ecdes pegs 9, Chepter G- (TH-15) TERRAL ADMINISTRAT oW
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{1) to dedicate to the public ll x'ight.s in the invention

2/ ors

{z) to issue (under or in antic.npat.:lon of the issusnce of
any such patent) nonexclusive, royalty-free licenses
(for practice of the invention for eny health purpose)
on a nondiscriminatory basis to-all qualifisd applicants
to use, manufacture and sell embodiments of ‘bha inven-
t.ion for ey heelth purpose, 3/

PPEE R —

e If, within 20'days o.f receipt of notice, the contractor files
' such request for a hearing, the Surgeon Genereal, m:' &4 repre-
sentetive or representatives designated by him foxg this pur-
powe, shall afford the contractor & reasonable opportunity to
be heard, to be represented by counsel, to present any perti-

neni information and argument, ami Lo rebut any other informa '
Lici w Le considered in reaching o decisions The findings by |

- 4the Surgeon General or such representative(s) ahall be in

- writing, shall be based solely on the material prqsented ad
“the hearing, and shaell be final and binding on the contractor,

- I the Surgson General’s decision based on these findings be

“that tke contractor has not met the ‘public nesed avd that
public dedieation or sdditional licensing by the ﬁuxgeon\
Gonoral 1s necessary in the public interest, he my g0 dedi-

" cate or license, offsctive at the end of ‘the e.‘bomwprmideﬁ

~ 90-day . period or at. t.he concluaicm of tha hearingﬂf uhichewr
18- .,atera _

|

@gggti__gm' Agreement t.hat. in tha evsnt the contmct.or elaets,
within & pericd (not to exceed six months after the invention
wag or should have been reported) specified in the eoqtrnct, not
‘to file a patent application on the invention, or, having elected
to file thereafter fails to file and diligently prosee%um e -
patent application, the Surgeon Genmeral, when he deems it noces-
gary in order to protect the availability of the invention for
~ health purposes, shall have the right to require the ussignment
 to the Govermment of all demestic righte therein except for the
* reservation of a nonexclusivo rayalty-fx'ea 1:l.cense to the
contractor.

"f Such dedication to be effective against the contractor amd any pezraona ,

cleiming from him upon filing by the Surgeon General with the Commis-
sioner of Patenta of notice of same,

3/ Either -ne or both of these alternatives shall be. aspecih:d in the

orh Y l.

TH-21 17/31/58)  Supersedes page 11, Chapter 6-10 (TH-15) GENERAL ADMINISTRAT IOW
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{(6=10-20 contimed)
B,

Inventions by Pedaral Bmolovess. Inventicns made by Fodem‘ll; enployees,
or by Federal employees jointly with others, are subject to determina-
tion under gpplicable Exscutive Orders and Depertaent regulationa.
Appropriate reference to this requirsment will de mede im’ m&tw
with contracts with suppliers of chemical ecmpourds for uss in :
ressarch to be conducted by the Serviee, ami contyacte for research
uﬂt.dowlopmnt in vhich Federal employees may in any way pgﬂici—
pata. . 3

E. Dackixound patents or rights. Nothing in this policy statement shall
be desmed to 1imit the suthority of the Surgeon Gensral to negotiate
for a license or other rights under existing patents or iavolving the
use of patented or unpaterded compounds or processes, as he may dem
nacessary for the effective prosecution of the cancer chemotherspy
program, ' :




