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CHAPTER 6-10

"ANUAL. " " GENERAL ADMINIST1l.'l.rlON
'OT 6 •. Patents and Inventions
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6-10-00 Scope ,
'10 Regulations (from Federal Regis,:er of 10/1/66)!
·20 Patent Policy Applicable to Cancer ChemotherapY

Industrial Research Contracts 1. . . I
1
i

6-10-00 §COPE

This Chapter contains: ,
1

1. Department regulations relating to i"",entions(a) ~e by
Department employees, 01'(1) resulting fromresearchsrants,. .'. _.. - ,.... . -. .'-.' .- "... -., ..... ¥'-c.
fellowship awards, or research contracts under pros~ams

admii\is,tered by the Department j and
1

2. Department patent policy, approved 7/31/58 by the SFcretary,
establishing the liD\itations referred to 1n sectionl 8.7 of
the Departl\1l!nt regulations for the negotiation of c~ncer
chemotherapy industrial research contracts. 1

: - - - - - - - - • j

6-10-10 REGULATI~NS

TITLE 45--PUBLIC WELFARE
Subtitle A:--Departznen~ of Hea.lth, Education,

and Welfare, General. Administration

PMT 6--INVE,NTI()N~ AND PATENTS
(GENERAL)

PART 7--EMPLOYEE INVENTIONS

PARI 8--INVENTIONS RESULTING FROM 0
~ARCH GRANTS. FE~SHIP AWARDS.

AND CONTRACTS FOIl RESEARCH

.f
!,

q
i
J

J-t
j

i-

L
\\

i,
t ',._

The following, parts are Department rules and policiesre1a;ting to
inventions which are made by Depa..rtment employees haVing a relatib.. n to

" . .. . . '," ":.' _.' .., .Ii

thpir official duties or with some contribution from the ~ernD8rt or
which arise from research or related activities assisted by grant~ or
otherwise under programs administered by tb,e Departlllent.

PART 6 :-... INVENTIONS AND PATENTS (Gt;N£lw,)

Sec.
6.0 General Policy.
6.1 Publication or patenting of inventions,
6.2 General Responsibility •

.
1
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§6.4 Central,'records; confidentiality.

v,

,
I

Page 3 REGULATIONS AND PROCEDURES I 6-10-10
~-io-l0 continued) . i ·

I

§6.3 Licensing of Government-owned patents. i
I

Licenses to practice inventions covered by patents and pend~ng

patent applications awned by the United States Government as repre-!
sented by this Department will generally'be royalty free. revocablel
and nonexclusive. They will normally. be issued to all.applicants aJ,1d
will generally-contain no limitations or standards relating to the i
quality or testing. of.the products to be m,a,tlufacturlld, sold," or 1
distributed thereunder." '. I

f
Where it appears however that the public interest will be !

served"under the'circ\DIlStances of the particular case by .. licenses 1
which impose conditions, such asthose.relating to quality. or testibg
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 n9t1ce and opportbity
for hearing thereon••·s.uch licenses. maybe issued. !

~
I

GENERAL AOONISTRATION
i;
;1--- "----~.-----_.---_.--------·--- ----c-..,,,·_~cC.7----·---·:'-'-cC""'---_

- ._._-----
Supersedes p. 3, TN-155

§7.0Whoareemployees.

PARr 7"-' EMPLOYEE INVIiNTIONS.

Central files <and records shall be maintained . of all invent~ons,
patents, •and ·.licenses in which the Department has an interest, togei:her
with a record of all licenses issued by the.Departmentundersuchpftents.
Invention reports.' required. from employees or others for the purpose! of
obtaining determinations of ownership, and documents and informatioh
obtained for the purpose of prosecuting patent applications shall b~
confidential and shall be disclosed only as required. for<official p~rposes

or with the consent of the inventor. /1
f

I
I
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At1rHORITY; §'§'7..0. to 7.8 issued under Reorg. Plan No.1. of 1953, .1
18 F.R. 2053, 3 CFR 1949-1953 Comp.,. p. 1022; E.O. 10096" 15 F.R. I
391, 3 CFR1949-l953Comp.o, p. 292; E.O. 10930, 26 F.R. 2583, 3 CFRI
1959-1963 Comp.; p.456.1

i\'
1

I
As used in this part, the term "Gove1:tlIIIent employee" means lany

. ;

officer or employee, civilian or military, except such part-time I
employees or part-time conscltants as may be' excluded therefranbYIa
determination made inwritiIqby the head of the employee's officeiQr.. I
constituent' organi~ation, pursuant; to En e>:emption approved by I
the Commissioner of Patents that to include him or them would be. f

I

Sec.
'7.0 'Who are employees.
7..1 Duty.of<employeet9;report inventions.
7.3. Determination as to domestic rights.
7~4 Option to acquire.foreign rights.
7.7 Notice to. employee of determination.
7.8 Employee's right of appeal.

TN-69.15 (1<",:./69)
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(6-10-10 continued)!
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power to grant licenses for all governmental purposas, such resarva,.
tion to appear, where practicable, in any patent, dolliestic or forei'n.
which may iaaue on euch illY_ntion. ' , , !

, ,,'!
(c) In applyina the provisions of paraaraphs (a) and 01) ofl

this section to the facts and circU1ll8tauees relatillS to the maid.!'
of any particular invention, it ahall be pres_d that an invention!
made by an employee who h empl9Yector as.i.I_ (1) to invent or !
improve or perfect any art, machine. manufacture,' or COlllpOaitiOD ofl
matter. (2) to conduct or perform reaearch. develo,..ntwork. or I
both, (3) to supervhe.direct, coordinate. or review Gcwer_nt I

.' I
financed or conducted research, clevelopment work. or both,or (4) !
to act in a liahon capacity IIIIIOna loverlDentalor IIOngovertllentall
agencies or, individu,ab enaaaed inauch work. £alb withil\ tbe' I,
provisions ofparaaraph (a) of thia aection. and, it IIhall be pre.. I
aumed that a,ly inVention made by any o,ther empl9Y_e fall. ~thin!
the provhions of paragraph (b) of thia section. Eitber pre.lllllptio;n
may be rebutted by a shovina of the facta and circllllllltances and I
shall not preclude a determination that these facts and circumatane,es
justify lea"1.na t':ne'entirerilht. title aDd inter_stin aDd to the I

.' .. ,-,-, -,.' ,- ,..,._- -.,,'.' -' ,,',.' ,'. .' .' .,-,'.'.'.. .' .' .1
illYention in the Government empl9Yee, subject, to 1... !

i
,(d) In any case wherein '.the Gover_nt neither (1) obtai_l

the entire domestic right, title aDd interest in and to an ia.entiO~

pursuant to the provisions of paragrapb(a)ofthie lIection, IIOrl
(2) reserves a nonexclusive,irrevocable.r9Yalty.. fl:ee licenae ill!
the illYention, with power to grant licenses for all aover_ntal'!
purposes, pursuant to the provisioDII of paraarapb (b) ofthie sect~on,
the GoverlDent shall leave the entire rilht. title and interest ill;
and to the invention in the GovertDentempl9Yee, subject to l.... I

d
57.4 Option to aCqUire foreign rishts. I. .' _.'.' .' I
In any caeewhere it h deterudDl!d that all dome.tic rilht.1

should be assigned to the GoverlDeut, it shall furtberbe determillllid.
pursuant to Executive Order 9865 aDd GoverlDeut-wicte ragulationa I
issued thereunder, that the ,GoverlDent shall reserve an option to 1
require the assignment of such riShts in all orin aa,r .peCified I
foreign countries. In case where the ia.entor ill not required to !
assignthepatent'righta in any foreign country or countries to thl!
Government or the, Government fails to exercise its option Within I
such period of time II.S may be provided by regulations ieeued by 'thd
Comadssioner of Patents. any application for a patent ,which may bel
filed in such country or countries by the inventor or bie a.silnee I
shall nevertheless be subject to a nonexclusive, irrevocable. !
royalty-free license to the Government for all 'governmental purpo••••
including the power, to issue sublicenses for use in behalf of the I
Government and/or in furtherance of the forei8n policies of t~e j

Government.

,,;'&8e.,S
~~IOIiS AND, l'~S

_6-10-10

TN-155 (10/20/66) Super$~C ; p. 5, Ch. 6-10 (TIl-B3)
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f
(b) The Department, as a matter of policy, takes. the position

.. ".. ",', .... ',," .... ',', f
that the results of. research supported by grants of public moneya" !
sboul d be utilized in the manner which wouldbes.t ser.ve the public I
interest. It is believed that the public interest will in.general!
be best served if inventive adxances re~ul~i~ therefrom ,!r.e l118de I
freely available to the Government, to science,to indUstry, and tol
the/leneralpublic. I

f'

(c) On the oth~r hand , in SOl)l!!' caseait maybe advisable tol
permit a utilization of the patent procesa 'in order to foster an
adequate cOll1lller,?ia1- devel~pment to make anew invention widely
available. Moreover, it. is recogniz!!d that invEmti~ns freCl\1ently
arise in the course Of research activities which also receive sub
stantial support from other sources, as well as from the F!!deral i
!lrant. It would not .. beco.nsistent Wi. tho the c.ooper.ative .nature o.ff

.... -,' .. " : .. .. ': ./:" .,' ...... ,_. " "".', •.... :... : ',: ',_.. ,.
such activities to attribute a particular invention primarily to i
F~'Pllort .received ~r"n\ any one source. In. all these cases the Depu!:
ment has a respons~bility to see tha~ the public use of·the fruita I
of the researc~ will not b~ unduly reatricted or deDied. I

~
(d) The following conditions have been a,dopted to govern t"

treatment of inventions made. in these various trpea of situationa. I
They are designed to afford suitable protection to the public inter.st
while giving appropriate recogllitionto the legitimate. interesta ofl
others who have contributed to the invention. !..

S8.1 Conditions to be included in research grants.

Subject to legislative directives or Executive orders pro
Viding otherwise, all granta in aid of r~search shall provide as a I

condition that any invention "r1sing out of .the activities assisted'l
by the grant shall be promptly and fully reported,.and sh.U Prov1d~,
either . . ,

the ownership and manner of disposition of all
such invention shall be subject to determ1nation
Secretary (He,!lth a.nd S.cientific; Aff.irs), or

(a) That
in and to
b,ssistant

rights
by the

(b) That the ownership and disposition of all domestic righla
shall be left for determination by the grantee institution in I
accordance with th" grantee's established policies and procedures, f
with such mndifications as may be agreed upon and specified in the i

.. ,'.. .. " ',"". J

grant, provided the Assistant Secretary(H~alth and Scientific Affaira)
finds that these are such as to assure that the invention will be I·
made available without unreasonab4e restrictions or excessive royalfies,
and provided the Government shall re.ceivea royalty-free license, wilth
a right to issue sublicenses as provided in i8.3, under any -patent! .
applied for or obtained upon the invention.'

TN-155 (10/20/66) Supersedes p. 7, Ch. 6-10 (rN-17) GENERAL ADMiNISTBAfI01II
j,
i"n,, _
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(6-10-10 continued) I
t~ .,

(1) Institutional Patent Agreemen~ -- Where the grantee inst~tution
has entered into an Institutional Patent Agr~ement with 'the Departmen~under
S.ction 8.l(b) of the Department Patent Regulations, the granteeshlll~ enter
into an agreement with the screener which shall be consistent with, e~d will
Permit the grantee to fully comply with its obligations under. such.In~titu;.

tional Patent Agreement. The agreement with the screener shall, as aludnimum,
provide that ownership of patent rights to inventions resulting from~he

screening process shall vest, depending on the law of inventorship, ip the
grantee, the screener, or both, except that such agreement may leave ~o screen
ing or t.sting organizations ownership rights to inventions claiming povel
methods of using compounds, where such use inventions are first concetved ,
and reduced to practice solely by the screening or testing organizatipn with
out the use of grant awards. The grantee shall administer all invent~on

rights to the compound and all other invention rights vested in the grantee
in accordance with the terms of the Institutional Patent Agreement. I

" I
j

(2) Patent Agreements for Screening -_Where an Institutiona~ Patent
. . I

Agreement is not in effect, the grantee shall enter into an agreementlwith a
screener to govern disposition of rights to inventions resulting from! the '
screening. .Such agreements shall be in the form prescribed by or as ~ay ~e

approved by the Department and shall be consistent with the policy se~ forth
in (a).' I

t
I

(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 admi~istra
tion, pursuant to the provisions of Section 8.2(b} above. Determinat~ons

under Section 8.2(b} nonnally permit the grantee to grant exclusi,ve l~censes

for a limited period of time. Such petition must demonstrate that ani assign-
.' f

ment is required in order to achieve'effective screening of che compo~nd and
any resulting inventions will thereby be more. adequately and quickly ~eveloped
for widest use , ' !

\
j

I
t
t
s,
i

TN - 69.1 (1/3169)
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~
(3) Sust.l!l1fld concentration on tba oti..cance:t' obj~cthll at

all 1"$soiu'ees lIlOb!l1ll8d for the purpolIII~ or~
contfact. I

. .... ., I
c. Contractor'sintereatg: 'fhe Surgeon GBural or hislreprell8D

tatb.s 8ball maintain clo•. coDBUltatiOIll llitJI the lcontractol'
CODCflrn!Dg quest101l1Bffecting the pUblic need. fOr ~
products of inwntioilll which arB lub.1ect to tJle lWt&tiou

i .

preacribed in the a1terua~iw ClauMS forty prote~tion or
the public interest withrelp8cttotheir BUPp17. p~ice. IUd
qualit,. The ob.1ecti... or tb8. cOlllllltatiolll~ be to
p1'OlllOte a IllUtual avareDel1 of. web .tters in ord.r Ito U8Ur8
to tJle contractor (unler. hb right to .ezploit the 14...ntion)
anopportunit;y on bis own initiati....to take .uch e4tiOill
regarding tbem as he bali....s .would .be in his and ~ the
public interelt. I

;
B. Contracts for atrrch-R1.ghtl 1.n to contractor.. Vhen the., oontract

il for research including contracts for product d.wlop.n~ I18ceSAr1
for purposes of reBlareh) to be }i8rtolWd b,r tJI. I.'.....~ (wtth or
without provisIon for BUbcontracting). tbe contract. as I1D ~ternatI...

. to tbe ltandard patent clauses. IIIq provSd. for l-viDe to ~ COD
tractor the right to pstant aid ezp10It ~ inwntion cOD08~wd or
tirst actuall;y reduced to practice in tbe COUZ'M of the part01'lll8l108
of the contract lIUb.1ect. hovewr. to tJle tOllCllfiDc lWtatiQna which
are dee_ I18celllal7 to protect the publIc int;erestl I

I

1. !!'POrUM. ~8IIIllnt that the contractor will report PtCllllPU7 to
the SUrgeon General ~ BUeb inwntion am will aleo report
prClllpU7 thefUing of ~d9lllflstlc or toreign patent at/pl1cation
thereon or h1ll election.not to tUe IlUCh application. ~9lIntion

Report IIball ba requil'lld .atter .tu.~9DCIep~onor first ,ctual
reduction to practice of each in_ntion that reasOlllb17lappear,
to ba patantable 1IDl. in 8Dl ennt. a. sCIOn as ~ ev14tpllC8 of
IlWit, has baen dewloped (whether in a ~thor otbet field of

) IWIllI • !

I
2. J)igplO!U1'!!. Reservation to tile Surgeon. General ot the :right to

make dlecloBUre of thti invention•.vbnM,nr ~ deems it in the
public interest. atter +.sldng into consideration a r8U9nable
opportlU11t, to the contractor to. PJ"OtectBUch rightl al Ihe JIIIq
ha... in the invention. The contract JIIIq IIpICU;y that s\lob dia
clClBUl'fl Iball. DOt in~ C811El.v;itobout. the coneent of the
contractor.ba lIIlIde in leIS than six I19nths t1'Olll the t1lPe the
Surgeon Genaral determines the innntion valor Ihould ~ft baen
reported. I

TlII.-~ .. :':7/h/58). ar.t~!IIS pap 9, Cbapter ():il-r~N-15) GlM:RAL ADMJ~USTflATmlfI ...
}
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(1) to dedicate to t.he publlc ell righte in the ipWlltion

. "'I ~~. t
f;:/ Hilo' }

(.. ) to issue (urder or iu anticipal.ioD of the iIIJwu,e o£
any such patent). nonexclueive, royalty-free *ce~s
(for practice of the invention fore:t:11 heeltlj purpon)
on. a .nondiscriJninatoryhasts to .all 1lua11rilldj applicant.
to un, manufacture aD:l seU enbodi:nent. of tlhe' ill""D-
t10n for any health purpose. 'J/ I

i
. .', ,',' r

c. If, within 20 d~s o£ receipt ot' notice, the cont~ctor tiles
SlICh re.:;uestfor ahElaring,the Surgeon General. ~ a repre
sEmtative' or representatives desilPlllteod b,. him foltl thil pur
pOllia, shall efford thec()ntriC)toJ' a reasonable opp}ortunity to
be heard, to be representltd by coWUlEll, to preeentj any pert1~

ne.nt 1¢'ormation and arguml>nt, am t9 rebut alq' ottDar .intcmaa
t.:.o,;i." Le considered in reach.l.hIl a decision. The! tindinga ~
the Surgeon General or such representative (s) IIIlaJll be in
writing, Ilhall be baaed solely on the material proisented at
the helilring. am she.ll be final and binding on tI'l8j contractor.
Iftlie Surgeon Generel'e decillion Msed. on these fjindinga be
that the contractor hae Ilotllilllt the public need ~ that
public dedication or additional l100neing b1 the S,urgeon \
GenElral is neC8SS&r1 in th~ public inter8s't, hf3Dl1!.r so dadi.,
cate or license,ett'ectiw at the end o£ the aooWf'Provided .
9Q-dq period or at the conclWlion of the hearing~ whichElwr
iu1ater. I .

: " ", ' , '" ,fs. Coptuctorl,'deteng'n,tion POt to patent__hi1w, to R!anut
appl1cation. Agreement- that in the ewnt the contractPr electe,
within Il period (not to ell:~eed six IIIOnths efter the inVention
was or should have been reported) 8p~c1f1ed in the c~t~ct, not
to tile .apatent application on the in:mntion, or, ha'Jl!ng elected
to file. there~r talls to file .~dr11pn~ly pro8scft8 a
patent application,thEI Surpon General. when he deems) it neces
sary in order to protect theawilabi1ity or the inw~t1ol1 for
l:lealthpurposes. shell have the right to naqlrlre the a:ssignment
to the Govenunent .0£ all domestic righto therein exce~'t for the

\
rellervation or a nonexclusive royalty-tree license to Itbe
contractor. . .. I. .

1
}

i
f
I,
r

!
[
J.

?J Sut'h dedication to be eff'ectiw againet the contractor alii any p~reon8
claiming from him upon filing by the Surgeon General with tbl CoopniS-
sioner of Patents of notice o£ same. 1 -. . I

,~/ Eit"er 'ne or both of these alternatives shall be .lSpscU:l.·.!d· 1.n tl-le
'n:1I....,.,~,.~~ 1,I" ,.... t

I
TN..21 1)/3.., "".1 ."'''11''''''''''''''' pap 11, <;l)apter 6-10 (TN-15)' GENERAL ADMINXSTlW' ION
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(6-10-20 continued) I•. I·

D. Ipmtim bz M'N Jm1gyeu. IImlntioD8 _. by Fed.nJj 01'1101'08,
or 1:11 Fed.ral GlllP10'f888 jointly with other., IU'lt subject to !deteZ'lllina
tion wd.:r 8pp11cable lacutiw Order8 aid Departaent regtil~t1ol1ll. .
Appropriate ret.rence to this requirement will be _e ill·~ctiOli
with contracte with li\Ipp11er. ot cha1cal a~. tor 11M liD
nllUZ'Clh to be coalucted b1 the Semae, alld CClfttract8 tor JleIleU'e!a
am d,'N1.opIII8nt 1Js which Fmd.nl 8IIIp107'1'. a,. in ..., wt:i ~1Cl1-
pate. j

•
"£k=r"rd Mt.tpt. or righti. Hotb1Jlll 1n thi. policy .tat.e~nt Ihal1
be d••• to 111dt the authorit,- or the Surgeon GeDBral to .piiate
tor a 11081188 or oth.r riFts und.r .xl8tillll pats. or 1avcl1Yiz11 the
nee of patented or ucpatealed C!CIIIIlClWld. or prOce•••, as JIIit I..~qlu~
118C8.8U7 tor the ert.ot!w p!'Cl88cution of the ClBDClUch8l11DthaftP7
propoea. •

Tn-;U \7/31/58) ........IIAL mI,StRf.Tml


