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April 7, 1978

Dear SUPA Member:

So as to keep you fully informed of present and cogent develop-
ments regarding Federal patent policy which can have a serious
impact upon the function of the university sector in transferring
technology for the public benefit you will find attached several
items which should command your interest and attention,

The first of these items is a notification of new regulations issued
by the General Services Administration which permit all Federal
Agencies, not statutorily inhibited from doing so, to utilize, on a
voluntary basis, Institutional Patent Agreements of the general

type now in effect between some universities and the Department

of Health, Education, and Welfare and the National Science Founda-
tion. The regulations were the result of about six years’ efforts
and deliberations within Government circles as to the most effective
and efficient way to obtain the transfer of beneficial technology
conducted with Federal Agency funds at universities to the public.

The sécond item is a letter from Senator Gaylord Nelson of
Wisconsin which asks that the regulations be withdrawn. Although
Senator Nelson's letter does pose some legitimate questions, his
request reflects his previously expressed opposition to the title-
in-the-contractor provisions as being a patent "give away. " The
general tenor of Senator Nelson's position regarding such provisions,
as well as that of others, can be seen from the copy of the news
release which Senator Nelson made prior to his December hearings
and from the testimony of Admiral Rickover, which was presented
at those hearings. Admiral Rickover's testimony is reproduced in
the January 1978 volume of the Journal of the Patent Office Society
and is recommended reading on this issue,

As a result of Senator Nelson's letter, and perhaps much less
directly as a result of the letter from Ralph Nader's group, a copy

of which is also attached, a notification went out from Mr. Fettig

of the Office of Federal Procurement Policy suspending the regulations
for a period of 120 days. A copy of that notice is also attached.
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Senator Nelson's staff man, Mr. Sturgis, has informed us that
the Senator's subcommittee plans to hold hearings in the near
future, perhaps early May, to further study this problem and
has given us to understand that a representative from the Univer-
sity of Wisconsin will be invited to testify at such hearings.

Mr, Ray Snyder, a SUPA Trustee, will probably also be called
upon to testify on behalf of the University of Missouri. We are
firmly convinced that from past experience and practice, and

ag supported by good documentation of performance, the Institu-
tional Patent Agreement is the only really viable way to handle
inventions which are generated at universities under Government
Agency funds, We are concerned that Senator Nelson's action,
and particularly if the withdrawal of the GSA regulation becomes
permanent, will have an adverse impact upon those agencies now
subscribing to Institutional Patent Agreements, namely, the
Department of Health, Education, and Welfare and the National
Science Foundation, In addition, it may have an extremely
adverse impact upon those agencies which currently apply a
reasonable waiver policy.

" You are undoubtedly familiar with the fact that some pending
legislation, H.R. 8596, the Thornton Bill, which was introduced
in an attempt to establish a uniform patent policy for all agencies
has been under attack, as evidenced by the obviously managed
‘Nelson hearings in December, 'The attack finds basis in the
politically expedient kind of diatribe in the press release from
Senator Nelson's office which is attached and not in any sound
factual documentation of the proposition it advances and supports.
That proposition, without question, reflects the position espoused
by the Justice Department for many years,

The foregoing problems are called to your attention since the
active participation of all of the universities is urgently needed

to support the Institutional Patent Agreement approach to the
transfer of technology as would be allowed under the published,
but now temporarily suspended, GSA regulations. It is justifiably
feared that without concerted efforts of the university sector,
reflecting substantial unanimity of opinion to preserve and expand
the Institutional Patent Agreement approach, the handling of
inventions made under Federal Agency funding will slide into an
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absolute title-in-the-government policy. In such event, it is
highly unlikely that the benefits of research conducted at the
universities will ever be transferred for the benefit of the
public.

Your close and careful attention to these matters and appropriate
action through your particular representatives in Congress
expressing your views would seem to be in order,

Very truly yours,

\&&fs‘a\ﬁw\r- aA C&/O @/Lf/mquu

- Howard W. Bremer
President

HWB:rw
Enc.,
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Interested persons were glven 30
Jays in which to subinit comments,
wnprestions, or ebjections reparding
Jwe proposed repulation. No o written
romments have been recefved and the
wroposed regulation Is hereby adopted
rithotut change and is set forth below.

Approved: January 27, 1978.
By direction of the Administrator. -

Rurus H, WiLsoxn,
Deputy sdministirator.

In 38 CFR Chapter I, Part 3, §3.359
s added to read as follows:

3,359 Determination of service connce-
tion for former nembers of the armed
forces of Czechoslovakia or Poland,

Rating boards will determine wnceth-
'r or not the condition for which
reatment is claimed by former mem-
wers of the Armed Forees of Czecho-
lovakia or Poland under 38 U.5.C.
09(c) Is service connected. This deter-
nination will be made using the same
riteria that applics to determinations
H service connection based on service
n the Armed Forces of the United
itates.

[FIR Doc. 78-2910 Filed 2-1-18; 8:45 am]

§820-24)

Titls 4]-—-—Pub[l< Cantractt and Propaﬂy
Meanagomaent

CHAPTER 1-—FEDERAL PROCUREMENT
© REGULATIONS

[FPR Amdt. 187] .

PART 1-9—PATENTS, DATA, AND
COPYRIGHTS

- Patents

\GENCY: General Services Adminis- .

ration.
WCTION: Final rule.

JUMMARY: The Federal Procure-
aent Regulations (FPR) are amended
o provide ior the use of Institutional
‘atent Agreements in contracts with
niversities and nonprofit organiza-
ions. The Committec on Intellectual
croperty and Information, Federal
loording Council for Science, Engi-
.cering, and Technology, recommend.
d that universities and nonprofii or-
anizations with satisfactory ‘technol-
gy transfer proprams be granted
irhts to inventions made under con-
sacls with Federal apencies. Institu-
ionnl  Patent Aprecements  penmit
hose institutions to retain the rights
o inventions and related patents that
esult from such contracets, .

TIRCTIVE DATE: March 20, 1978,
ut mmay be observed carlier,

‘Ol PURTHER INFORMATION
ONTACT:

Philip G. Read, Dircctor of Federal

RULES AND REGULATIONS
Procurement Regulations, 703-557-
8947,

SUPPLEMENTARY INT'ORMATION:

This amendment preseribes chanres in

£€41-9,107-4, 1-9.10%-6, and 1-9.109-7 of

the I'PR. )

The table eof contents for subpart

1-98.1, Patents, §s amended to change

an item and add an item as fellows:

Sec.

1-9.107-8 Clauses for domestic contraets
tshort form) and Instituiional Patent
Agreemenits.

1-8.109-7 Negotiation of
Patenl Agreements.

Institutional

Subpart 1-9.1-—Fatents

Section 1-9.107-4 is amended to add
paragraph (2)(6) as follows;

§1-9.107-4 Procedures.
(a)es **

(6) In accordance with the language'

regarding exceptional circumstances
in §1-9.107-3(a) and/or the language
regarding special situations in §1-
$.107-3(c), apencies may enler into in-
stitutional Patent Agreements (see § 1-
9,107-6(¢)) with universities and nen-
profit erganizatiens having technology
transfer programs meeting the criteria
of §1-9.102-7T(b). The agrcements
permit those institutions, subject to
certain conditions, to retain the entire
right, title, and interest In inventions
made in the course of their contracts,
When such an agreement has been
made with a university or nonprofit
organization, It shall be made apnlica-
ble Lo each contract with the institu-
tion in lieu of the Patent Rights
clauses In §1-9.107-5 and §1-9.167-6,
unless a determination has been made
to exclude the contract from the
agreement. .

[ ] - . - L ] [ ]

Section 1-6.107-8 is amended to
change the title and add a new para-
graph (¢) as follows:

§1-9.107-6 Clnuses for domestic contracts
(short form) and Institutional Patent

Agreements,
] - L ] L 2 -
(e) Palent Rights—Institutional

Patent Agreesnent. (1) When an agency
has determinced in accordance with § 1-
9.109-7 that a university or a nonprof-
it organization should rececive an
agreement as authorized by §1-9.107-
4(ax6), an agrecment substantially as
set forth in paracraph (eX2) of this
§1-9,107-6 shall be used. The agree-
ment shall be appropriateiy completed
os indicated in the numbrered notes ap-
pearing at the end of the apreement,
Changes moy be made in the agree-
ment but shall be limiied to chanpes
regquired by rpplicable statutes or by
special administralive necds. However,
agencics shall endeavor to insure that

agreements continue to Include at -

least the foellowing features:

4y A requilrement for the prompt re-
portine of all inventions te the apnll-
cable ngency along with an election of
rigits;

(i) Reservation of all rights speci-
ficd in § 1-9.107-3 (¢) through (hx

(111} A requircimcent that the Institu.
tion make such inventions available on
a nonexclusive busis except where the
desired practical or commercinl appii-
catwen has not been wchieved or is not
likely to be exneditiously achieved
through licensing;

(iv) A condition limiting any exclu-
sive license to a period not substantial-
v greater than neccssary to provide
the incentive for bringing the .inven-
tion to the point of practical er com-
mercial application and to permit the
licensee (0 recoup its costs and a rea-
sgnable profit thercon;

(v) A restriction that royalty charges
be limited to what is reasonable under
the . circumstances or.- reasonable
within the industry involved;

(vi) A requirement that the institu-
tion's royalty reccipts, after pavment
of administrative costs and payments
to inventors, be utilized for education-
al or research purposes;

(vity A provision permitting the
agency te exclude individuzl contracts
from the operation of the agreement;

(viily A requirement for progress re-
ports after desipnated periods;

{ix) A prohibitien against assign-
ment_of inventions without Govern-
ment approval to persons or organiza-
tions, other than assigrunents to ap-
proved patent management organiza-
tions subject to all the conditions of
this paragraph (eX1); and

(x} A provision permitting the agree-
ment to be terminated by either pariy
upon 30 days written notice.

(2) ‘The Institutional Patent Agree-
ment prescribed for use Is as follows:

INSTTTUTIONAL PATENT AGREFMENT -

This Agreemnent is made and entered into
by and between the United States of Amer-
Ica as represented by the —————— (),
herelnafter referred to as the “Agency,” and
heretnafter referred to as
the “Institution.”

Whereas, In accordance with lbe Presl-
dent's Memorandum and Statement of Gov-
ernment Patent Policy dated August 23,
-1971, and the provisions of 41 CFR 1-5.107-
4(a)6), It has been determined that the In-
siitution has o technolony transfer program
meeling the criteria of 41 CFR 1-9,109-7 In
that the Institution’s patent policy as set
Jorth in — {2), and Its technology
transfer practices have been reviewed and
found acceplable; and

Whereas, the Institution [s desirous of en-
tering Into an agrerment whereby It may
relain the entire right, Litle, and interest in
and adralnister Inventlons made In the
course of or under rescarch supported by
the Arcney, sublect to certaln rights nc.
quired by the Government:

Now, therefore, tn conslderation of the
foregolng, Lthe partics hereto agree as fol-
lows:
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(a) Scope of Agreement This Agrecinent
defines the rigiits of the partles hereto re-
garding the allacation of righis in subject
inventlons made vnder conteacts with the
mpeency entered inte after the exceculion of
the Agrecment excrpt such contracts as
may be speclilcally excluded by the Agency,
{3

(b} DPe¢finttions. (1) “Subject Inventlon”
means any inventlon or discovery of the In-
siitutlon or {ts contractors concerved or first
pciually reduced to pracuice in the ceurse of
-or under & contract with the Agency, and in-
cludes any art, methed, process, machine,
manufacture, desimn, or composition of
natier, or any new and useful improvement
thereof, and fny variety of plant, which Is
or may be patentable under the patent Laws
cf the United States of America or any for-
clgn country.

{2) "Contract” means any contract {(arTce-
ment, grant, or other arrangement) (£ or
subcontract thereunder of the ngency ¢n-
tered into with or for the benefit of the
Government, where a purpese of the con-
tract is the conduct of experunental, devels
opmental, or research work.

(3) “States and domestic municipal gov-
cernments” means the States of the United
States, the District of Columbia, Puerto
Iico, the Virgin Islancds, American Samoa,
Guam, and the Trust Territory of the Pacif-
ic 1slands. and any poelitical subdivision and
apcencles thereof,

{4) “To bring to the point of practical ap-
plicatlon” means to manutacture in the case
of & composition or product, to practice in
the case of a process, or to operate in the
case of & machine and under such condi-
tlons as to establish that the Invention is
being worked and that its benefits are rea-
gonably accessible to the public.

(5) “Made,” when usad in relation to any .

invention or discovery, mezns the conccp.-
tion or first actual reduction te practice of
such [nvenlion in the course of or under a
coniract,

(c) Allocation of principal rights. (1) The
Institution may reialn the entire right. title,
and interest tliroughout the world or in any
country thereof in and to each Subject In-
vention disclosed pursuant to paragraph (g),
below, subject to the providions of this
Apreement. The Institution shall include
with each Subject Invention disclesure an
election whether it will retain the enlire
right, title, and interest in the invention
throughout the world or in any country
thereof subject to the rights acquired by
the Government in parzgraph (d) of the
Apreement; Provided That the Institution
may request.an extension of the time for
clectlon,

{2) The Institution agrees to convey to the
Government, upon reguest, the entire do-
mestle right, title, and interest in any Sub-
jeet Invention when the Institution:

{i} Does not elect under paragraph (eX1)
to retnin such rights; or

Uy Fails to have a United States Patent
Anplication filed on the invention in zecor-
dance with paragraph (H){1), or decices nat
to continue prosccution of such application;
or

Giy AL any
retain ttle,

(3) The Institutlon aerees Lo convey to the
Government, upon reguest, the entire right,
title, and Interest in any Subject Invention
when the Institution:

1) Does not elect under paragraph (e)(1)
to retnin suen rights in the country; or

() Fails to have o patent application fhed
In the country on the Inventlon in accot-

time no longer desires to

RULES AND' REGULATIONS

dance with parngraph (£)1) or dreldes not
to continue prosecution of such application
or Lo bay any maintenance {ees cavering the
Invention. To aveid forfeilure of the patent
application or patent, the Institution shajl
notifly the Apency not less than 60 days
brei{ore the expirntion perlod for any actlon
required by the forelpn patent office.

{4} A conveyance, tequested pursuant to
paraeraphs ()2 or (3 of this Agreement,
shiall be made by delivering to the Agency
duly executed Instruments (prepared by the
Arencey) and such other papers as nre
deemed necessary to vest in the dovernmeng
the entire right, titke, and Interest to cnable
the Government to apily for and prosccute
patent applications covering the invention
in this or Lthe foreirn couniry, respectively,
or otherwise establishh Government owners
ship of such invention,

(d) Afiniymum richts acquired by the Gorv-
ernment. (1} With respect to cach Subject
Invention to which the Institution retains
principal or exclusive rinhts, the institutiom

(1) Hereby grants to the Government of
the United States a ponexclusive, nontrans.
ferable, pald-up license to make, use. and

. sell each Subject Invention throughout the

world by or on behalf of the Government of
the United States (Including any Govern.
ment agency) and States and domestic mu-
nicipal governments, unless the Agency de-
termines after the invention has teen idens
tifled that it would not be in the public In-

terest to acquire the license [or States and |

domestic municipal governments; and

(i) Agrees, upon request of the Apency, to
grant licenses to responsible applicants. on
terms that are reasonable under the circum-
stances except!

(A) When the Institution, its licensee, or
[ts assignce, demenstrates Lo the Govern-
ment (1) that effective st29d have been
taken within three years aller a patent
Issues on such invention to bring the inven-
tion to the point of practical application or
{2) that the inventlon has been made avail-
able for licensing royaliy-irce or on termns
that are reasonable in the circumsiances, or
can shiow cause why the principal or exciu-
sive rights should be retained for a further
petiod of time: or

(8) To the exient that the invention Is re-
quired fcf public use by governmental rewu.
lations or as may be necessary to fulfijl
public health or shicty needs, or for other
public purpeses stipulated in the applicable
contract,

(2) Nathing contained in thls paragraph
(d) shall be dremed to yrant to the Govern-
ment any rights with respeet to any inven-
tion other thinn a Svebject Inventisn,

{e) Invention identirfication, disclosures,
and reparts, (1} The Institution shall fur-
nigh the Asency:

(1) A compliete technicn) disctosure for
each Subject Invenilon within 6 mnanths
after concepticn or first actual reducticon to
practice, whichever oeeurs {irst in the
course of or under the controct, or within 8
months frem the time a contraetar of the
Institution reparts an Invention to it pursu-
ant to pararraph (), bt (o rav event brior
to any on sile, publie vie, or publication of
the Invention known to Lthe Institution. ‘The
disclusure shall nd-ntny the ¢ontraet and in-
ventor and shall be suiftciently complete in
technical detall to convey to nne skilled in
the art to which the jnventlon pertaing a
clear understanding of the nature, purpose,
operation, And. to the extent known, the
physicn), chemical, Llolowical, or clectrical
characleristics of the lnventlon,

S T ues

AD Interlm reporcts (5 for cach contract
at, least every 12 months from the date of
ihe ¢ontract tuttuy Subject Inventions for
the period and certifylng that all Subject
Inventions have been disclosed or that there
are no such inventions.

iy An receptable final report within 3
months afler coinptetion of the work under
contract, listing all Subject Inveptions or
cortifying thnt thiere were no suzh yiven-
tlons. (6}

(2) The Institution shall oblain patent
ngreements to offect the provisions of this
Agrecement. {romn all persons in its embploy
sho perform any part of the work under
any contract except nontechnleal personned,
such as clerical employees and manual a.
borers,

(3} The Insiitution agrees that the Gov.
ermment may duplicate and disclose Sublecy
Invention disclosures and, subject to para.
graph (k), all other reports and papers fur-.
nished or reauired to be furnished pursuant
to this Arrecment, However, {f the Institu.
tion Is-to file a patent application on a Sub-
ject Inventici, the Arengy agres upon
written reauest of the Institution, to use its
best efforts to withheld publication of such
inventlon disclosures untit a patent applica.
tion is filed therecon, but in no event shall
the Governmient or its employees be liable
for any publication thereof.

() Filing of domestic patent applications,
{1} With respect to pach Subject Invention
in which the Institution elects to retain do-
metie rights pursuant to parapraoh (¢) 1) of
this Agrecment, the Institution shia!ll have a
domestic patent application filed within 6
months after an election has been made
hursuant 1o parngraph (¢ 1} of this Apree-
ment or such longer period as may be ap.
proved in writing by the Arency.

{2) For coch Sublect Invention on which a
patent application is {iled by or on behalf of
the Institution, the Irstitution shall:

(i) Within 6 months after the Jiling, or
within § months after submission of the in-
vention disclosurz if the patent anplication
was filed prior to the contract, drliiver to the
Agency & duly executed and apn-oved in-
strument on the form specified in bxhibis A
which Is attached hereto and made a part
heroof;

(ii) Within 2 months after the filing, or
within 2 months after submission of the in-
vention dizclosure if the patent npnlication
was filed prior to the contract. deliver to the
Agency (A) a copy of the application as
filed, includine the {iling date and serial
nurnber, and (I3) 2 copy of an assienrnent
from the Inventor or inventors to the Insti-
tution of all rizht, title, and interest in the
Inventinn proneriy recorded in the United
States Patent nnd Trademark Office;

(il Include the fuilowing stalement, ap-
propriately completed, in Lthe second para-
graph of the snceification of the anplination
and any patents issued on the Suaject In-
vention, ““[iwe Government hoas richts in
this lhvention pursuant Lo Contractis) (or
Grant(s)) Hoiy), awarded by (identify
the Armency or Arnencies)’;

{lv) Not lcs; than 30 days belore the expi-
ration of the rexponse period for any zction
required by the United States Patent and
Tracfemark Offies, notify the Aveney of any
declsion not to continue the prosecution of
the appiication and deliver to the Agency
executed Instruments granting the Govern-
ment a power of atlurney;

(v) Upnn request, [ully advise the Agency
concernlng all actions taken durlng Lthe
prosecution of any patent epplication and
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furnish copiecs of nny relevant documents as
requestedd; and

(vl) Provide the Arency with a copy of the
palent within 2 months aftcr a patent fssucs
an Lthe application, -

{1 Yur cach Subject Invention In which
the Institution Initlally cleets not to retaln
riehits or requests an extension of the elee-
tton pueriod, Lhe Institution skall inform the
Agency promptly In writing of the date and
wentity of any en sale, public use, or publi-
eation of the invention which may consti-
tute n statutory bar under 35 U.S.C. 102,
which wrs authorized by or known (o Lhe
Institution or any contumplated action of
this notre,

() Miting of forcign patent applications,
{1) With respect Lo each Subject Invention
v which the Institution elcets to retuin
principal rights in & forcinn country pursu-
ant 1o paragraph (eX1) of this Agreemuent,
the Institution shall have a patent appica-
tion filed on the invention in that country.
in accordance with applicable statutes amd
regulations, and within onc of the [ollowing
periods;

(i) Eight months from the date of a corre-
sponding United States apaplication {iled by
or onh behalf of the Institution; or if such an
spplication Is not filed, 6 months from the
date the invention is submtted in a disclo-
sure pursuant to paragraph (e)(1) of this
Apnrecinent;

(ii) Six months from the date a license is
frzted by the Comunissioner of Patents and
Trademerks to file forcign applications
when sush filing has been previously pro-
hibiled by security reasens: or

(iii) Such longer periods as may be ap-
proved by the Agency. .

(2} The Institution shall notify the
Agency of Ipreimn applicatlons filed and,
upon request, shatl furnish an English ver-
sion ©f the application witliout additional
compensation.

(h) Subcontracts. (1) The Institution shall
include the [pliowing elzuse in any subcon-
triact where a purpose ot thal subconiract is
the eonduct of exporimental, cevelopmen.
tal, or research work, except when the sub-
contractor holds an Instituticnal FPatent
Arreement with the Agency or the subcon-
tractor refuses as provided in (2) of this
paragraph (h),

PaveENTS RIGHTS

{a} The Contractor hereby agrees to fur-
nish & complete technical disclosure to the
(institution) within six months
after any inventlon is conceived or first ac-
tually reduced to prectice in the course of or
under this contract (hereinaiter referred to
ns “Subject Invention(s)”) and, subicet to
(1), below, to assign all right, title, cnd In-
terest In and to such  invention to
(Institution? or its designee.

(b} AL the time the Contractar reports any
“Subject Invention” Lo — -~ (Institu-
tion) the Contractor, at lts option, may also
report the invention Lo the Agency with
which the Institution hiolus the prime con-
tract and reqguest the Agency to determine
whethef and on what terns the Contractor
may retrin prineipal riglits in the invention
i licu of assiyning it to -— (Institu.
tion). Such determinatiens by the Arfency
shall be in accordance with tne policies and
procedures of 41 Ci'll 1-0.109-6 and/or ap-
plicable Ayency repulations, Sveh determi-
nations shall be final on both the Contrac-
tor and . (Institution), Provided,
Thnl the Contractor mny elvgt not Lo accept
the Agceney determinution and  instead

RULES AND REGULATIONS

assigm all right, title, and interest In the In-
venllon Lo (Unstitutlon) or its
designee,

(¢} In nddition, the Contractor nirees Lo
furmish the following materials, dlsclosures
and reports: .

{1y Upon request, such duly executed in-
struments (preparvd by the — —— {In-
stitution) or & desienee) and such other
papers as are deemed necessary Lo vest in
the (Institution? er its designee
the rights granted under this clause and to
enable the —— (Instituticn) or its
desimnee to apnly for and prosecute any
patent apphcalion, in any country, covering
such invention.

tily A final renort, prior to finet = ottlement,
of thus contrnet, listing all Subject Inven-
tions or certitying that no inventions were
concelved or {irst actually reduced to prac-
tice under the contract.

(d} The Centractor shall Include in any
subcontract a cizuse identical to this ciause,
if a purpose of the subconiract is experi-
mental, developmental, or research work, I
a Subeontractor refuses to accept this
eclause or if. in the opinion of the Contrac-
tor, this clause is inconsistent with the
policy sct forth in 41 CFR 1-9.107-3, the
Contractor (1) shall promptly notify the In-
stitution and (i) shail not proceed with the
subcontract without the wntten authoriza-
tion of the Institttion. It is understood that
the Institution will seek direction {rom the
{insert name of appropriate Agency),

(e) Tne contractor shall not be oblirated
to enforce the rgreements of any Subcon-
tracter hereunder reiating te the obliga-
tions of the Subcontractor to the Govern-
ment in regard to Subject Inventions.

{End of Clausel

.(2) In the event of a refusal by a subcon-
tractor to eccept the clause specified in
th)X1) of this agreement, or Uf. in the epin-
fon of the Institution, this elause 1s inconsis-
tent with the policy set forth in 41 CFR 1~
5.107-3, the Inostitution (i) shiall prompily
submit a written notice to the Jceacy sel-
ting forth reasons for the subcontractor’s
refusal and olher pertinent information
which meaey expedite disposition ef the
matter; and (i) shall not proceed with the
subcontract without the writlen authoriza-
tion of the Agency.

(3) 1t is understood that the Government
is a third party beneficiary of any subcon-
tract clause granting rights to the Govern.
ment in Subicct Inventions, and the Institu-
tion hereby assigns to the Government all
rights that it would have to enforce the sub-
centractor's oblizations for the benefit of
the Government with respeet to Subjest In-
ventions. The Institution ghall not be oblf-
gated to enforce thic agreements of any sub-
centraclor hercunder relating to the oblixa-
tions of the subcontractor to the Govern-
ment In repard to Subject Inventions.

(4) Mothmg in this Apreement is intended
to preclude the Institution from granting a
subcontractor righls or an optioh to riyhts
in any inventions made by the subcontrac.
Lor to the exticent such righis are consistent
with the provisions ol Lthis Agrvement.

() Admenisiration of tnventions in which
the Institution clecls to rotain rivhfs, {1}
The Institution shal} administer these Sub-
Ject Inventions to which 1t cicets Lo retain
title in the pulilic Interest ond shall, except
as provided in subsection (2), Brlew, mnke
them avaliable through lleenshy: on a non-
exclusive, royalty-free, or rensonable royal-
ty basis to all qualifled applicants,

(2) The Institutlon may leense a Subject
Invention on an exclusive basis i {4 deter-
mines that an exclusive heense 1s required
In the pubhie Intereat because (AY 1L 5 neces-
sAry ns on incentive for development of the
invention or (1) markesy conditiens are such
as to reguire licensing on an exclusive basis
in order Lo bring Lhe nvention to the polnt
of practicatl apphontion, Any exclusive U-
conse lssued by the Institution under a U.S.
patent or patent application shail be for a
limited period of time and such period shall
not, unless otherwise approved by the
Areney, exceed 5 yeors frem the date of the
st eomunercaad sale or ure in the United
States of Amenca of a product or process
cembodyang the inventien, or 8 years from
the dicle of the exclusive license excepting
that time before reirulalory apenhcics neces-
sary (e ootain premarkcet clearance, whichs
ever occurs first, Such license shalt also pro-
vide that the licensee shall use all reasons-
able effort to cffect introducticn into the
commercial markel as soon as practicable,
consisient with sound andd reasonable busl-
ness practices and judement, Any extension
of tlie maximum petied of exclusivity shall
be surnject to approval of the Agency, Upon
expiration of the period of exclusivity or
any cxtensign thercol, licenses shall be of-
fered to all qualified £ppiicants at 2 reason-
able royalty rate not in excess of the exclu-
sive-licen:e royally rate.

(3) Royaities shall not normally be In
excess of accepted trade practice,

(4) The Institution agrees to refund zny
Amounts received as rovalty charges on any
Eubkiect Invention in procurements for of on
behalf of the Government and to provide
for that refund in sny instrument transfer-
ring rights to anyv party in the invention.

(5) The balance of the royalty lncome
after payment of expurses, including pay-
ments to inventors, incidental t¢ the admin-
Istration of all inventions assipned to it purs
suant to the provisions of this Agreement
shzll be utilized for the support of educa-
tion Or research.

(6} All Yicenses i2sued by the Institution to
pariies, other than the Government of the
United States, under any pzlent application
or patent on a Subject Invention shall be
made expressly subject to the conditions of
this Agrcement. The Institutien shall, upony
request, promptly furnish copies of any H-
cense asreements to the Agency. .

{}} Patent Mancgemenl Organizalions
The Institutien shall not assizn any Subject
Invention to parties other than the Agency;
except that, it may meake such an assign-
ment 10 the following poatent management
organizations—  — {N=—or =any
other patent management orpanization if
subsequant}y approved bty the Agency. Any
assigniment Lo a patent manafgement organl-
zation suall be made suuject specifically to
all the terms and conditions of this Agree-
ment,

(k) Reports on Development and Commier.
ciat Use, The Insiitution shall provide a
writton anpual report to the Agency on or
before December 3ist of each year covering
the preceding year ending September 30Lh,
regarding Lhe status of develonment and
comniercial use Lhat s Leing made or lo.
tendut to be made of cach Subjlect Inven-
tion left for admimstratlion to the Institu.
tlon and the steps that have been Laken by
the Institutlon te bring the Invention to Lthe
point of pracilcal applicatiun, (8) Such re-
posts shatl include Information regardlng
the statug of developrnent, date of first corn-
merclal sale or use, gross royaltles reccived
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by the Instltution, &nd such other data and,
informntlion as the Axcncy mnay rensonnbly”
specify. To the extent data or informntion
supmlicd to this seetinn Is considered by il
censee Lo be privileped or conlidential and is
g0 marked, the Agency ayxrees that, to the
extent permitted by Jaw, 1L will not disclese
such
Government,

(1) Reparting of Policv and Administralive
Changes. The Institution shall prompily
notify Lhe Agency of any significant
changes in the information submitted by it
fn supporl of its request {or an Institutional
Patent Agreement; particulariy, changes in

Its patent policies or its admunlstretive capa-

bilitics,

(m) Termiration. This Agreement may be
terminated by either party upon 30 days
written notice. Disposition of rights In and
adminlsiration of inventions made under
contracls stbject to this Anreement will not
be affected by such a termination: except
that, in Lthe event the Government termi-
nates this Agreement because of a failure or
refusal by the Institution to comply with
any of its obligations under sections {(eX1),
{H, (i), eand () of this Agreement., the
Ageney has the right to require that the In-
stitution's entire right, title, and interest in
and to the particular invention with respect
to which the breach occurred be assigned to
the Unlted States of America, as represent-
ed by the Agency.

{n) Communications, (§} Requests for
Agency approvals, extensions, or similar ac-
tions and other correspondence required by
this Agreement should be addressed to
e —, Except where specifically pro-
vided otherwise in this Acgreement, the
——— or his designee shall act as the
point of authority within the Agency to
grant such approvals, extensions, or take
such other Arency actions as may be autho-
rized In this Agreement.

In witness whereo!l, each of the parties
hereto has executed this Agrecment as of
the day and year below.

UNITED STATES OF AMERICA

By
Title
Date

{Corporate Seal.)

{Institution)

By
Title
Date

-
EXH1BIT A.—CONFIRMATORY INSTRUMENT
Appiicatlon for: (Title of In-

ventiond.

Inventords) .

Serlnl No. Contract (Grant)
No. ——— .

Filing  Date: —— . Institution

The tnvention Identified above Is 2 “Sub-
Ject Tovention” under —————— (ldentify
Institational Patent Aprcement number) Lo
which contract (grant) No, ——— with
{speci{ly Government fgency)

was subject,

This docament s conffrmatory of the
paid-up llcense granted to the Government
under this contract (grant) in this inven-
tlon, patent application, and any resulting
puatent, and of all other rights acguired by

tie Government by the referenced Agree-
ment, (D)

Information io persons outside the

"RULES AND REGULATIONS

1t 13 understood and ngreed that this dee-
ument docs not preclude the Govermment
from asserting riphts under the provisions
of said Awrecment or of any other agrees
ment between the Governmient and the
Contractor, or any other rlehts of the Gowv.
ernment with respect to the above-identls
fled invention. )

The Government i3 hereby granted an tr-
revocable power to inspect and make coples
of the above-{dentitied patent npplication.

Signed thls —— day of

ey 1@,

Unstitution)

{Signature)

{Print or type name)

(Official title) .
{End of Agrcement)

{1) Insert name of Agency,

(2) Insert reference to Institution’s officlal
policy statements.

(J) Some agencies may wish-toc have the
agreement apply to all Subject Inventions
reported after the execution of the agree-
ment, even where the contract was entered
inte prior to the agreement. In such cases,
the foliowing langunge may de subsitituted:

*"This Agresment defines the rights of the
parties hereto regarding the allocation of
richts in Subject Inventions reported after
the execution of the Arfreement, including
contracts entered inte prior to this Agree.
ment, except such contracts as may bo spe-.
cifically exciuzed by the Agency.”

Agencies using this language which wish
to exclude any current contracts from the
ﬂmecment should add a statement such as

he following:

“Tris Agrecment shall not. apply to the
following contracts: *** "

(¢) The bracketed language may be de-
leted but normally it is expected that Instl-
tutional Patent Agreements will apply to
grants as well as conlracts,

(5) Agencies may specify a form,

(8} Apencies may find it useful to fnclude
more delailed instructions here on the
format of these reports and the persons to
whom they should be supplied. The exact
clause may have to be varied according to
the agency’s normal contract close-out pro-
cedures.

{77 If none are to be used, Insert *none.”

(&) Different d¢ates may be subitituted de-
pending on the Anency’s nceeds.,

(9) Insert applicable addresscs and effi-
cers.

(13 in accordance with Section (d¥1) of
the Agreement, if the Arency has deter-
mined that a license for State and domestic
municipal governiments wiil not, Le ohtluaned,
the following should be added to the Conlir-
matery Instrument:

“The Heense rnntrd to the Gowrnmcnt
doer not include State and domestic munici-
Pl guvcrnmnms."

Section 1-9.105-7 Is added as follows:
§1-9.109-7 Negotiation of
patent agrecnaents,

(a) Infermation to be submitted by
nonprofit orpgnnization. A nonprofit

institutionat

organization desiring to enter Into an

4427

Institutional Patent Agreemcnt with
an ngency shatl be required to provide
the apency with the followlnp infor-
mation:

(1) General Anformation concerning
the organization inchuding:

(1Y A copy of the organization's Arti-
cles of Incorporatiom

(ily A statement of the organization’s
purpose and aims; and

iy A statement Indicating the
source of the orpanization’s funds;

(2) A copy of Lthe organizaticn's ¢s-
tablished patent policy, together with
the date and manner of its adoption:

(3) The name, title, adaress, and
telephone pumber ef the officer re-
sponsible for administration of patent
and .invention maiters and a descrip-
tion of staffing in this area, including
all offices which contribute to the or-
ganization's patent mamngement capa-
bilities;

(4) A description of the organiza-
tion's procedures for (A) identifying
and reporting inventions and (B) for
the evaluation of such inventions for
inciusion in the organization’s promo-
tional program:

(3) A copy of the agreement signed
by employees engaged in research and
development, indicating their obliga-
tion with regard to inventions con-
ceived or for the first time reduced to
practice in the course of their assigned
duties;

(6} A copy of the Invention report
form or outline utilized for prepara-
tion of invention reporis:

(7)Y A statement indicating whether
the organization has an agreement
with any patent management organi-
zations cor consultants and a copy of
any-such agrecments,

(8) A description of the plans and in-
tentions of the organization to bring
inventions to the market place to
which it retains title, including a de-
scription of the efforts {ypically un-
dertaken by the organization to li-
cense its inventions;

(9) A description of the organiza-
tion's past patent anplication and
patent licensing activities, including
the following:

(i) Number of inventions reported to
the organization during each of the
past 5 years

(i) Number of patent applications
filed during each of the past 5 years:

(iif) Numbrer of patents obtained
during each of the past 5 years;

(iv) Mumber of exclusive licenses
issued during each of the past 5 years;

(v} Nuraber of nonexclusive licenses.
other than those Lo sponsoring Feder-
al apencies, issued during each of the
past 5 yenrs;

(viy Gross rovalty Ilncome during
each of the past 5 years;

(vii) A peneral description of royal-
tles charged, including mmimum and

maximurm royalty rates;

(10} A list of subsidinry or affiliate
organizations, which would be covered
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by an agreement signed by the organl-
zation;

(11) If the organization is a subsid-
fary or affiliate origanication, the
name of the other orpanization and a
description of the retationship;
©{i2) The amoeunt of support {rom
each Pederal agency for research and
development activities currently being
adminisiercd by the organization;

13 A statement of the erganiza-
ilon’s policies with rezpect Lo the shar-
ing of royalties with employecs: and

(14) A description of the uses made
of any net inceme generated by the or-
panization's patent management pro-
gram.

(b) Criteria for eralualion of a {ech-
nology lransfer program. Before an In-
stitutional Patent Agreement is en-
tered inte with a nonprofit erganiza-
tion, the organization shall have a
technology transfer program which, as
a minimum, shall include:

(1) An established patent policy
which is consistent with the policy in
§1-9.107-3 and is administered en a
continueus basis by an officer or an
organization responsible Lo the organi-
zation:

(2) Agrecments with employees re-
guiring them to assign to the ormaniza-
tion, its designec, or the Gevernment
any invention conceived or first actu-
nlly reduced to practice in the course
of or under Government contracts or
assurance that such agreements will
be cobtained {rom employees prior to
the assignment ol employees 1o Gov-
ernment-suppeorted rescarch and de-
velopment projects;

(3) Procedures for prompt invention
identification and timoly disclosure to
the officer or organization administer-
ing the patent policy of the institu-
tion;

(4) Procedures for invention evalua-
tion; and . .

{(5) An active and effective promo-
tional program for the licensing and
marketing of inventions.

(c) Federal Coordinating Counceil jor
Science, Engineering, and Technology
List. A list of organizations that have
technolegy transfer proprams meeting
the critieria set forth in § 1-9.109-7(h),
preparcd by a subcommittee of the
Committee on Intelleciual Property
and luiormation of thic Federal Co-
ordinating Council for Science, Engi-
neering, and Technology, may be used
in licu of individuni apencey determinne-
tions of eligibility for Institutienal
Patent Azrcements. However, the in-
clusion of an organization on the list
will not preclude the agency trom de-
clining an application for an Institu-
tional Patent Agreemoent. It is olso ex-
pected that the list may be used by
gome agencies in conncction  with
grcater ripghis delerminalions or re-
quests for the inclusion of clauses in
contracts giving the nonprofit organi.
zation the {irst option to principat

which:
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rights in' inventions made under the
contract. . ..

{Sce, 205(c), 63 Stat. 300; 40 U.S.C, 486(c))

NoTE--The General Serviees Adminisira-
tion has determined thot this document
does nol conLiin A INRJOr proposal requiring
proparation of an  Inflatienary  Impact
Statement under Fxecutive Order 116821 and
OMB Circular A-107.

Dated: January 20, 1078,
Jay SoLomoN,

Administralor of
General Services.

(FR Doc. 78-2874 Filed 2-1-78; 8:45 am)

[4110-35]
Title 42—Public Health

CHAPTER IV—HEALTH CARE FINANCING AD-
MUGSTRATION, DEPARTAUIENT OF HEALTH,
ERDUCATION, AND WELFARE

PART 405—FEDERAL HEALTH INSURANCE FOR
THE AGED AND D!SABLED.

Doletion of Obiolate Fegulations

AGENCY: Health Care Financing Ad-
ministration (HCFA), HEW.

ACTIOHN: Final rule,

SUMMARY: This rule dcelctes a
number of cbhsolete regulations of the
Jedicare program and revekes a foot-
note which is no longer legally appli-
cable. It is bascd on the policy of the
Depant to operate under a set ef regu-
fations which are clear, logzical and
free of extraneous or incerrcct materi-
al, Deletion of these obsolete regula-
tions will remove the confusion and
complexilty they couid cause a reader
uniamiliar with their history.

DATE: This rule is effective on Febru-
ary 2, 1978.

FOR FURTHER
CONTACT:

Mr. Stanley Katz, Divislen Director,
Medicare Burecau, Health Care Fi-
nancing Administration, 6401 Securi-
ty Boulevard, Baltimore, Md. 21235,
301-584-9318.

SUPPLEMENTARY INFORMATION:
The regulations deleted by this rule
are no jonger necded for the oberation
of the Mcdicare program. They consist
for the mecst part of requircments
(1Y Applied to claims for reime-
bursement for services provided more
than 5 years agor or (2) involved spe-
cial cligibility provisions which have
not becn applicable for more than 5
vears, The footnote which is revoked
had noted the temporary noncnforee-
ment of an cligibility provision based
onn an injunction. The provision has
since been upheld by the "Supreme
Court and thie footnote 15 now defunct.

1'his rule is one step the Departmont
is taking as part of "Operation
Common Sense,” an effert to make its

INFORMATION

reguiations  more  understandable,
Future elforts will {nelude rewriting
many of the regulations in clearer
style, rearganicing them in & more
logical arranegement, and continuing to
delete provisions whiciy are obsolete or
no longer binding,

Beeause no policles or requ!remcnts
are allered by these changes, the De-
partment flinds that there s 8 good
cause to walve a Notice of Proposed
Rulcmniding and to make the amend-
ments effective on February 2, 1978,

42 CIFR Yart 405 is amended as {ol-
lows:

1. Scction 405.101 is amended by va-

cating and reserving paragraph (a)2)
and deleting the reference to §405 156
in paragraph (L)

§405.101
eral,

{a) An individual who meets the con-
ditions {for entitlement Lo hospital in-
surance benefits provided under Part
A of title XVIII of the Act is eligible
to have payment made on his behalf,
or to him (for certain hospital =erv-
ices) subject to the conditions and
limitations set out in this Part 405 and
in the Act, for:

(1) Inpatient hospital services, post-
hospital extended care scrvices, and
post-hospital home health services
furnishied to him during any month
for which he meets such conditions for
cntitlement o hospital insurance
benefits,

(2) {Vacated and reserved)

(h) Except where payment may be
made Lo the individual for certain hos-
pital seérvices (see §405.157), payment

Hospital insurance benefits; gens

for the services covered under the hos--

pital insurance benefits program is
made to the institution or agency ellgi-
ble to receive payment rather than to

the individual to whom the services.

are furnished.

2. Section 405.120 is amended by va-
cating and reserving paragraph (d}1)

§ 405.120 Posthospital extended care ser-
vices; scope of benefits.

L] L L] [ ] ' a

(d) - 9
(1) [Vacated and reserved]

3. Sections 405.141 through 405.145
are vacated and reserved:

§ 405.141
§ 405.142
§ 105,114

§ 405.145 [Vacnted and reserved]

4. Paragraph (b) of §405.152 13
amended by deleling the clause in the

{Vacated and reserved]
[Vacated and reserved]

{Vacoted and reserved]
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