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- WHY SHOULD WEPROTECT =~
INTELLECTUAL PROPERTY RIGHTs? -

WHEN we cOmef to weigh the -riigh_ts‘-of the several sorts

of property which can be held by individuals, and in this
- judgment take into consideration only the absolute question
of justice, leaving out the limitations of expedience and
- prejudice, it will be clearly seen that intellectual property is,
~ after all the only absolute possessron in the world .

- The person who brmgs out of the nothmgness some child

 of their thought has rights therein which cannot belong to any

- other sort of property...

An inventor or author of a book or other contrwance of
_-_thought holds the1r property asa god holds it, by r1ght of
creation.. S >

Whatever tends to lower the protection given to

~ intellectual property is so much taken from the forces which -
have been active in securmg the advances of society durmg

the last centuries. e

Professor Nathaniel Shaler
Harvard University -
c. 1936




University and Other Non-Profit -
- Organization Licensing: =
An Insider’s Perspective

Mark G- Bloom; Esq:

Manager of Licensing and Sponsored FPrograms )
CCF Innovations
The Cleveland Clinic Foundation

- Genesis of University/NPO TT

*.|# Prior to 1968 - Section 8.2(b) Petition for Greater

- Rights (case-by-case basis) _
. |*1968-80 - Institutional Patent Agreements (IPAs)

—University of Califomia, WARF, Battelle

- -Institute, Iowa State, and Research Corporation- -

- l& Unijversity and Small Business Patent Procedure Act

“-f. (P.L.96-517) - the “Bayh-Dole Act of 1980” or the
“ 1 “Bayh-Dole Act” or the “BDA”
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National R&D Expendltures by
~|Source of Funds

Rcunrch Research
Character of Work -
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m Universitiés & Colleges B 01ker Non Profit
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National R&D Expenditures by
Performing Sector

P

Development  Applied Research  Basic Research
Charngter of Work

EFedersl Government 0 Industry
B Universities & Collegex © Other Non Profit
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| The Umver51ty/NPO-Industry Connectlon
‘in the United States -

. |+ A recognition within govemnment circles that basic research
conducted by the university sectorpﬂmded a vehicle for enhancing
the national economy by mcrcasmg the flow of lmowledge to be used
-§ - by industry.

+ The establishment and success of several research -oriented agencies
of the Federal government, in particular the National Institutes of
Health and the National Science Foundation, the formation of which
was stimulated by that recognition.

- | »-The ultimate passage of legislation-which gave the universities the -
first option to retain title to inventions conceived or made during the
course of research conducted hy university personnel with funds
obtained from the Federal govemment througzh its variovs agencies
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Federal Legislation
| Re: Cooperative Technology Programs

+ Stevenson-Wydler Technology Innovation Act--1980
- Facilitaled Teclmology Transfer Frem Federal Labs ]

+ Bayh-Dole Umversﬂy and Small Busmess Patent Act—
1980 :
— Ownership of Patents Vested in Universities
| '« Small Business Inrovation Development Act--1982
— Started SBIR Program

Saly 17, 2000 Ninth Ansual Advanced Licensing lodione : 6




Federal Legislation

{Re: Cooperative Technology Programs -

1. Federal Techno]ogy Transfer Aet—1986

-~ Started CRADAs -
¢ Omnibus Trade and Competitiveness Act--1988
= Created NIST's Manufacturmg Technology Cetster ngrams

. Natlonal Competmveness Technology Transl'er Aet-
1989 -

- Fedeml !.abs Cooperauve R&D Agreemeuts

.} ¢.Defense Conversior, Reinvestment & Transition. - -

Assistance Act—1992
= Technology Reinvestment Project (TRF)
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Dependence of Industry on Academic

Research By Percentage -
Industry Producis 1 Procesaes
Inform ation Processing . b3 — 2';‘ ‘
‘|Electrical 9 7
’ Chemical 8 ' 6
Instrum cnts ) 2t 3
k Drugs 44 37
Melals 22 24
Ton 2 2

Source: Science & Engineering Indicators—1989 (Mansficld)
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Institutions Having Technology Transfer

- Programs
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Patents to Universities 1986-1996

# of US Patents Issued
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-US University & Hospital Licenses*
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US University & Hosp1tal Royalt:es
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Invention Disclosures Received
* HAl Respondems for each year: 91=130; 92=130; 93=158; ~
04=159; $5=173 96=173; 97=175)
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Start -Ups Formed
{N represents number of. instinnions providing a response, including a response of
zer0.)

B roey | iboa | B ags | Py ivos | Fy oo | | Towt -
N=134) (N=156) | (N=172) | (N=168) [ N=i71) [T E O
1,169 241 223 248 333 2214
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AUTM Membership 1976-1998

2000,

1500

1000

T

:“mﬁﬂnnnn'“
[130] 130 298] 3wa} 18 [ 00 [ 700

_Some Recent Metrics (FY1998)

..|#.3,668 New Licenses (up 10% o 11,784 Invention
“from FY 1997) Disclosures Reported

- |+ $725 Million in AGI from + 4,808 New US Patent
Royalties and Options (up ~ ~ Apptlications Filed (up -

16% from FY1997) 13% from FY1997)
+ 364 New Companies Formed -+ 3,224 US Patents Issued
(up 10% from FY1997) (up 22% from FY 1997)
_{* Total Economic Impact- 4 Total US Patents Issued
$33.5 Billion Since FY 1993 13,274
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Universities/NPOs are Different

- # Politics are Alive and Well!
< Faculty Controlled v. Administration
+TTO Separate v. Integral
¢TTO Resources

- «TTO Control over Faculty (Ego?
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| _{Funding Agreement under BDA = |

Any contract, grant, or cooperative agreement entered into

_between any Federal sgency. and any. contractor for the
performance of experimental, developmental, or research-

--work funded in whole or in part by the Federat - -
government. '

Such term-includes-any-assignment, siibstiition-of parties;
or subcontract of any type entered into for the performance

-or experimental, developmental, or research work under a
funding agreement as herein defined.

July 17, 2000 Rinth Ansal Advanced Licensiag Festituie »

' [mvention Definition under the BDA

‘[“Any invention or discovery whichisor = | .. . T I
|-.may be patentable or otherwise

protectable under Title 35 or any novel

--variety of plant which is ormay be - -
protectable under the Plant Variety

‘| Protection Act. -

Ry 17,2000 Ninth Anqual Advanced Lictacing lnstitute 2

. |Subject Invention under the BDA

" Any invention of the contractor

conceived or first actually reduced— -
to practice in the performance of

" work under the funding agreement.
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Title Sequence under the BDA.

+ What is sequence in right to title in an invention?
~=University/NPQ has right to retain title -interpreted
_ 1o mean that title was with the University/NPO ab.
initio.
_ = If University/NPO declines, title will vest in

government through-the. specific fonding agency. 35

US.C. 202(d).

" — Inventor(s) may petition the specific funding agency
to obtain title to the invention, but must conhnue thc
patenting process. '

Jaly 17, 2900 Ninks Aswisd Advanced Licoasing lastivoie n

Exceptions to the BDA Requlrement to G:ve
‘{Federal Agency Rights '

'| No scholarship, fellowship, training grant or

other funding agreement made by a Federal

agency primarily to an awardee for educational

| purposes.will contain any. provision.giving the
Federal agency any rights to inventions made

- ~'by the awardee — Sectlon 212. :

Rty 17,2000 Ninth Ansaal Advanced Licmsing Instinne a

~ Important BDA Preference (1)-

+Preference for Small business .
licensees vs. Large Business licensees
—8ection 202(c)(7)(D)

oy 13,7000 . Nioth Anand Advaneed Licensng brstibute ’ 2




Important BDA Preference (2) - -

Non-US-based licensees — Section 204

¢ Preference for US-based licensees vs.

xaty 17, 7000 ’ Nints Awvesd idvanced Licesing nsthorie

- Other Important BDA Terms - . |

.-+ No assignment of rights. without .
permission of federal fundmg agency -
-Section 202(c){7)(A)..

| e Inventor(s) must recelve share of royaltles
"1 - Section 202(c)(7)(B).

..# Technology must be developed by licensee
— Sections 200 and 203(1)(a).

July 17. 2000 Nivth Aonual Advanced Licwnsing Insibte

| BDA Conclusions

+ Three things contributed to the success of the BDA
‘| “and'technology transfer under it:

_ —Certainty of title in the inventions;

— The inventor remains in the development p:cture,

—There is uniformity in the handling of intellectual
property under the law.

" |*Keep in mind that success was achieved without

cost to the taXpayer as occurs w:th oLher government
" 'programs. '

July |7, 3006 Ninth Anovial Advanced Licrnzing nataac 7




~Most Important TT Issues .

___| #Maintenance of Academic Freedom _

~|-#Proper-Attribution—

| Equitable Recognition of University/NPO.
JRole = ,

¢ Equitable Sharing of Royalties -

Juky 17, 2000 Notsth Arswal Advanced Licenrimg lnnisec

Biggest SR TT Mistake No. 1.

. ‘e Placing unreasonable restrictions on a faculty. .
-. member’s right to publish research results, i.c.,
. .seriously impinging upon or outright preventing. -
the exercise of academic freedom.

-.—onerous confidentiality requirements are bad -
news .

»~—short publication delay for patentability review
is usually an acceptable compromise

July 17, 2000 Nirith Asirial Advanced Licensing bnstiate

.Biggest SR TT Mistake No.2 . ..

-« Requiring some level of control over -
faculty-based publications resulting from
sponsored research efforts.

. —requiring editorial control is bad news. ..
—requiring publication approval is bad
WS o e

Wy [7.2000 Ninth Awsual Advanced Ficensing lusticne
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-Biggest SR TT Mistake No. 3 ...

# Demanding a perpetual, worldwide,

-sublicense) to-all inventions; discoveries, :
ideas, thoughts... eveloped usmg
- sponsored research dollars. -

royalty-free license (with the ability to

—viewed as demeaning and mequltable
—slow or prohibit SR contract negotlatlon

July 17,2000 Ninth Amrual Advacced |iceming Instiese n

1 CCF SR Position on IP Rights

N + Option to the first good-faith negotiation for a

royalty-bearing license to a technology that
-~has been: :

—developed solely by CCF researcher(s) and

"~ which utilized specific SR monies (note

... that at most NPOs, SR monies are likely to
be co-mingled with Federal research

- funds). -

July ET, 2000 Nint: Anial Advarsod Licensing Ingitete 2

-Licensee Due Diligence (1).

 # Has the University/NPO filed patent

... .applications in all of the relevant markets . ..
for the technology?

" Z“domestic vs. foreign rights

—filing costs are anissue. ...

ity 7. 2000

Nimth Annusl Athvaaced Licensing Insiite 33
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Licensee Due Diligence (2) -

- 7_ | #Have the University/NPO inventor(s)’

appropriate patent applications?

published their ideas prior to the filing of

- —Ifyes, howlong ago?7

July 17. 2000 Hieah Annoal Advasced Licansing lnatintc

I Licensee Due Diligence (3)

determine whether the patents that have .

likely toissue? =
—pre-filing by University/NPO
" —pre-agreement by Licensee

by 17, 7000 Ninth Al Advaced Liceasiog Estine
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| & Has a validity analysis been conducted to

been applied for by the University/NPO are

| -Licensee Due Diligence (4)- - -

| #Is the technology. properly the subject of .
patent protection, or are there other forms

.. of IP protection that would be more

appropriate?
- —=trade-secret

—copyright
ovpAa

_.=plant patent .

July 17, 7000 Nimth Anena) Advanced Licensing Instiate

12




~ Licensee Due Diligence (5) .

-+ Have all of the inventor(s) and -

" “respective rights tothe technology?
—joint inventorship issues.

institutions) involved ass}gned Al ofthelr o e e i o o e

—Inter-Institutional Agreements (IIAs)
““deal ‘only with the lead Institution

July 17, 2000 ‘Nuth Anpeal Advanced Licsnaiog lnstine

Licensee Due Diligence (6) . ...

-I-#Does-the-project require access to-materials
or information not covered by the
" ‘technology license?

—biological materials .
—software

" —know-hoW and/or show-how

July 17. 1000 Nimh Ancosl Advanced Licensing Instistr

_.Licensee Due Diligence (7).

¢ Will the licensee exploit the technology in
combination with other technologies, and
. how will that affect the distribution of
‘Toyalties?

S roya]ty -stacking .
—ask for ability to sue infringers

- —Teduction in royalties if patent does not
-issue

July 17, 2000
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Licensee Due Diligence (8)

| #Besides a consulting arrangement or

institutional royalty-sharing policies, are .
there other financial incentives a licensee
can offer an inventor?.

—equity stake
—stock options

Judy 17, 2000 Kimth Anrasd Advacecd Licensing lnstiie 0

-Licensee Due Diligence (9) -

" Have the IP policies, sponsored research
_. guidelines, conflicts-of-interest policies,
etc., of the University/NPO been obtained
.- and reviewed-by-licensee’s counsel?

- =Surf the Net! |

ity 17. 2000 Novth Anmial Advanced Licensing Inginie Ll

- Licensee Due Diligence (10)

" Do you know the proper party with which
_you should be negotiating an agreement,
i.e., are you dealing with a person or entity
. that can legally bind the university to a
contractual arrangement?

ey 17, 2000 Ninth Anrraal Advanced Lieensing Inglinne : 41
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'Ihe.(Infamoﬁs) Singer Case

* Singer vs. The Board of Regentsof UCSystem =~ | ——————————

- royalt-ies. Vs. sponsoréd.rese_:arch. dollérs
b policiesarekey T
...~ Places negotiation strategy under strict scrutiny

—inventor(s) must be kept fully informed of and, if
- ..required, acquiesce to policy changes . .

July 17, 2000 Ninth Annwal Advanced Licensing, Indlibre o3

Supreme Court on States’ Rights ..

.|+ Florida Prepaid Postsecondary Education Expense Board

v. College Savings Bank et al. (119 8. Ct. 2199)
... — states have immunity. from patent infringement claims
if case filed in federal court

.|* College Savings Bank v. Florida Prepaid Poslsecondary .

Education Expense Board et al. (119 S. Ct. 2219)

...~ States have immunity from trademark infringement

claims if case filed in federal count

July 17,2000 Nimth Anpus} Advansed Liconsing Insiute Y]

NIH Gudelines for Research Tool

Licensing (64 FR 72090) — The Goals

+ Ensure Academic Freedom and Publication

+ Ensure Appropriate Implementation of the
Bayh-Dole Act

+ Minimize Administrative Impediments to
‘Academic Research

+ Ensure Dissemination of Research
Resources Developed with NIH Funds

Jaly 17, 2000 Nimh Amoual Advanced Licemang nstinnc 3
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Final Words of Advice -

1. # Look to Universities/NPQOs. as rich source for

.. cutting-edge technologies. .. R
.-+ Explore all. means of University NPOTT .. _.
— licenses, options, SR, SBIR & STTR programs

.=~ faculty and students

+ Recognize University/NPO TT strengths and
weaknesses

¢ Treat University/NPO as equitable TT partner - ...

aly 17, 7000 Nints Ancaad Adhemiced Licensiog Irstisie

. Feedback/More Information. -

.Mark ]'?;i.oom
" bloomm@gccf.org
(216) 445-4010

Copyright © 2000 Mark G. Bloom, Esq.
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I Intreduction

By all measures, the dawning.of the New Millennium shall witness the field of University:
_Technb]ogy Transfer ("UTE”) éntering its Golden Age. - The number of technology disclosures,
.. patent applications filed, patents issued, technology-licenses signed;-and-new company start-ups

created, are at all time hi ghs, with no signs of abatement. -However, the best way to gauge how

o far UTT will-truly go i,nihe ﬁlture_,_ is tb first review UTT’s past and'_pigséﬁt. Do
IL. .- Prologue
Appropriate to the basic research function at universities, it is-suggested that the loom for ... -

| weavinginto.a substantive fabric the wisdom derived from the conduct of résearch lies in the: :;.
enlightened cooperation between the universities, indﬁstry and the federal government which; -

: through yoluntqry:acts and legislaﬁve initiatives, has permitted and continues to permit the«-.*.

transfer of that wisdom to the public for its use and benefit. - e

III | | Technology Transfer Defined
The, concept of technology. transfer—the transfer of the results of research from universities to "
thé comm_eﬂrcial_—._s\cctor.—is;said to have had. its origins in a report-made-to then President Harry
Truman in 1945 by Dr. Vannevar Bush' entitled “Science = The Endless Frontiér.” Having = -
witnessed the impor_tan_ce. of university research to the national defense for its role in the : -+
successful Manhattan Project, Dr. ;Bush proje_cted:-Ihat experience to. a-recognitioﬁ of the value of
umVersity;-[esggrch _é_s 4 vehicle for enhancing the economy: by increasing the pool of knowledge
for use by industry thrqugh the support of basic science by-the federal government. The report
stimulated substantial and increasing funding of research by the federal government leading to -

the establishment of several research-oriented governmental agencies, e.g. the National Institutes




of Health, the National Science Foundation, the office of Naval Research, and, ultimately, to the
acceptance of the funding of basic researchas a vital activity of the federal government.:

.Long before the Vannevar Bush concept, but absent federal supi)oﬁ'in'ﬁléir'feseaICh endeavors,
..the universities. have been engaged in the transfer of the technology, although .that.spe'ciﬁc.teﬁn__ e

may not have been applied to their activities. -

_ Their greatest technology transfer efforts have probably been expended in preparing paperson

research results for publication in scientific jou.mais. Another area involves the'acﬁvities of the

- Extension Services, pani;larly the _Agri'cultural Extension“'Services,' which communicatesa -
great variety of useful information, largely technical, but also in social and-eépno"tnic’ fields, to
‘many. users, both rural and ﬁrban. R |
Another area of communication of information lies in the continuing education programs;e.g. in
law, medicine, pharmacy, engineering, to keep professionals in-those fields abreast 6f ‘the latest |
deVelopments. | e
Technical consultantships provide technology transfer in both direc':tic')ﬂs—_—the- consultant imparts
information to whomever is éng‘aging them:while the consultant, in turh, can expect some

| professional énrichment from that activity. =«

- Still another means for transferring technology is by making a tangible product of research
: ;available to others-with or withc_iuta view toward cdnlrneréialiZation. ‘For ey.iampl'e.; seedling
- plants for propagation by others, appropriate fragments of tissue for?rtisshe culture; cell lines,

" hybridomas, and transgenic seeds or énim‘als as well'as mechanical or electronic prototypes and

_- computer software programs:° 7




Thus, technology transfer occurs in many ways - through the simple spoken word; through the
physical transfer of a tangible product of research, through the hiring of students or:faculty
consultants, or through the relative comnplexity of an intellectual property licensing program.
--Although all of these-forms of technology transfer have been and are being practiced teday-the .

focus of this paper is upon the transfer of technology as.represented by the transfer of a property

| ﬁght as the result of .own‘ership of the intellectual property génerz.ited dunng the conduct of + -
research. -Such ownership may be manifested by patents, copyrights, trademarks, trade secrets or

a proprietary right in the tangible products of research. .. - .

IV.. . Intellectual Property . : R PTIR
A. Constitutional Basis - -
| As we all know, the Constitution was drafted in the context of a struggle with a government -
.. which had abused its obligations to deferid the rights of its citizens. It was no 'accident;.thereforé,
| - that the salient portion of the Constitution drafted for the purpose of protecting your liberties, the
‘Fifth Amendment, made the Government the servant and protector and not the master of your - |
individual rights:. The Fifth Amendment of the Bill of Rights-provides that:-. = - -
“No person -shg_ill_.—-.-.be deprived of life, liberty; or property, without due %
process of law; nor shall private property be taken for public use without - . .+
o _' Just.compensation.” . ;. s
: Thus,:the Fifth Amendment provides generic protection for-individual property.- Since there is.
| little doubt that the term “property” as used in the fifth amendment includes intellectual property,
it would seem that the protection afforded the individual by that amendment would be adeqliéte.
Yet, the framers of the Constitution felt compelied to be even more explicit about intellectual : =

prope_rty. and provided the following language in Article I, Section VIII:




- “The Congress shall’have Power---To promote the Progress of Science and

S -u.seful arts, by securing for limited Times to Authors and Inventors the ‘ s -

‘exclusive Right to their respective Writings and Discoveries.”. . |
Why;this.special_hand-ling' of intellectual ‘prdp_erty? I

-Tﬁere‘was no fecordedéidéﬁé{é 1n theConstltutlona]Conventlon on September ,5;?1 787, When_

- Article I, Section VIII, was presented and it was approved unanimously. That intellectual *
. -.bropeﬁy,'the‘products- of the mind, should prospectively receive legal protection, even froma:
_ cgntralized Government to be fonned, was a principle upon which no oﬁe disagreed.. =0
The power given under this clause is not general. Hence, it expressly z.;lpp_car's,,that; Congress is
| not émpowered by.the Constitution to pass laws for the benefit of protection of authorsand -
inventors except as'a means to “promote the Progress of Science and useful arts.”™ -
-.-Under this specific power the presentpatent statute, Title 35 'ofih’e United States Code, (35
-U.8.C.) was enacted. ‘Tt ..issigni'ﬁcant.-‘that the face-of th¢ patent document contains the foilowiﬁg
.statement:" S |
“...these Letters Patent are to granf- unto the said C-Iaimant(é) ...the-right'to. .-
exclude others from making, using, or selling the said invention fhroughout
the United States.” |
and that 35 U.S.C. 261 characterizes this right to exclude as a.property:-right.- --The'*te@:hnol_ogy'
 transfer function is in great part :-bé.sed upon the.reco'gn'ition ‘of and--the-:sp_eciﬂc prﬁviSiOn'for- that
| very special property right. i .- SR

- B:Nature of University Research *

During the prevalénce of the “Ivory Tower” concept of universities and the research that was -

carried out in them, little thought or impetus was given to the transfer of the results of that =




/"—‘\\

research to the public other than through the accepted and acceptable route of scientific
publication. In fact;under that “Ivory Tower” concept, a researcher who accepted a corporate’:-

subsidy aroused the suspicion among his colleagues that he had been diverted from their basic ::

--research-and had-become-a tool-of vested interests:-They had accepted -fitai_ntedcmoney-;73=;-=~--_--:,=:¢-:--- s e i

- When, in 1924, it was suggested at the University of Wisconsin-Madison that 2 planbe. : :

cllleveloj)e_.d to:rriake .use 6f paientable,_invéntions genérafed:bsr faculty mem.bers_wll'jich _Wbﬁid\: &

1. .. protect the individual taking out the patent; - .

2. insure proper use of the patent; and, at the same e - e e

- .3. - :bring-financial he!p to the University to further its research effort, Gl
-the purists quickly applied the “tainted money” theory to the plan. It was feared that-any such:
- arrangement would divert the scientist from basic research to work-only on those ideas which -

appeared to have commercial potential. -In other words, the research function would no longer be

driven by the seeking of new knowledge but by the:dollat-driven need-to solve current problems

*“in the.real'world, even to the-development of products and processes to market-ready condition.

The fears propounded by the purists thén, and which are still embraced in-academia by some, did

not materialize. There was no great rush toward patenting. There was no evident movement

-among university researchers toward-applied research tied directly to actual product.

development. Nor was there any observable change in'the research scientists’ attitude. In fact,

-University research then, even as now, remained essentially basic in'character. -

_The generation of inventions is almost never the main objective of basic research. - If inventions

do flow from that research activity, it is:a largely fortuitous happening that takes place because: .

the researcher, or perhaps, an.associate, has the ability to see some special relationship between




their scholarly-work product:and the .public need. It is from the recognition of this:connection,
which can convert a discof;er_y or invention into patentable invention, that innovation arises.
It was niot too.many years ago-that there was little appreciation of the value of intellectual -+

-.property .-generated.durin'g the course. of research being conducted'.on.ﬂle .mliversity.campus;or.of .

the value-of that intellectual property to the university if ‘properly transferred to the private sector

for déirelopmeﬂt- ahdfmarketing through appropriate arrangements. In fact, on many campuses .
| those activities would have even been unwelcome as.an incursion into acade_mic pursuits as was
the early experience at the University of Wisconsin-Madison. ‘Nevertheless, prior to the
‘legislative initiatives under which; today, most universities engag’é.in the protection and licensing
of intellectual property, several universities and organizations-carried out such practices with the
attendant opportunity to generate funds to aid in supporting research efforts. Prominent among -
sﬁch institutions-were the University of California, lowa State University, Battélle Development
Corporation; Research Corporation (which represented an number of universities), and the -~
University of:Wisconsin-Madison through itS'patent--managemeﬁt orgamiiation - the Wisconsin
Alumni Research Foundation (WARF). -

C. The Government Sector -

During the early history of the _United States very little technical development work was done by
- the Governmenit and therefore; as @ practical matter, the question-of the Government owning a -

pate_nt never arose. Gradually, federal agencies begun to undertake the practical kind of =~ =

development work which led to invé'ntibﬁsi - Prior to World War II, when almost all Government-
 financed research and development work ‘was conductedin federal laboratories by full-time -

Government employees, there was a small:but recurring problém of what'to do ‘with inventions




+: resulting from such work -_-inve_nﬁons which; if made by private parties, would have become the
subject of patent applications. -

This situation changed rapidly during and after World War II when the technological demands
_:.ﬂ.w.‘,impc.)sed‘-by.:-mor_c and-more sophisticated military requirements, as. well a_s‘..:thc.incrcasing. ST

complexity of support services, made it quickly evident that there were not sufficient resources

- iaﬁthinﬁ_é Government to undertake all the scientific projects,néce_s_'sary_-to a-wimling war effort.
The absolute necessity to utilize the best technical ability available, regardless of its locus, - - |
:spawned a rapid proliferation of Government-sponsored and government-funded research and-
| development contracts.
The proper dis_positiqn of ri ghfs-;to patents resuiting from this work was theoretically as important
then as now but was never seriously addressed as a major problem because of‘the exigencies of
wartimeneeds..... .. . ...
... :The basic 1ssue was whether.the Government should always take the commercial rights to- - -
-patentable inventions generated under-a Gove_mmcnt_ qunsored-contract or from Go?emment—:
funded research or whether such rights would be better left with the contractor or grant recipient
._to_ permit utilizing the patent system for-trgnsfenfing the technology developed to the public

sector for its use and benefit. . .. . .

-Wal_'timc fgoting»_and-the;obvi_ous necessity for continuing technological superiority, at least in -
defense-oriented efforts, made it imperative to continue to prpvid¢ public support_for science. -

. Nor was this support limited to the-mi_litary.. For example, in 1950 Congress finally provided an

- anpual budget.of $15 million for_the_Nat_ional_Science, Foundation to conduct basic scientific - -

research at untversities. -




‘During this'same period, hundreds of millioris of dollars were appropriated by the Government in
the area of medical research in the-beginnings of an all-out attack on disease." -

With the rapid expansion of scientific projects being undertaken and supported by the -+

N Govemrn'eht, the same .sho'rtage_ of technical ability:and facilities continued to prevail ashadbeen: . . |

experienced under the pressures of World War IL. - Since the Government could not do ali the -

necessary work in its own facilities, qualified private companies, universities-and nonprofit =~
organizations were sought out to perform many of the programs through contractual -
arrange'men'té; In éach arrarigement; the same old problem of de‘ershipbf patent rights éxisted
but was seldom, if ever, directly addressed. In the case of universities and othernon-profit
“:orgarniizations, few we.r'e'enga.g'ed- at the time in patenting the results of reéea;éh andin
technology transfer activities. Since one of the prime objectives of such'an institution was to
-Support its respective research efforts and since the government was a reéady source of funds for
supporting sué'h- efforts; the prevailing attitude 'waé :simply'toi-‘-‘take"ﬂié money and Tun” with little |
thought being given to the underlying property rights and the value of thosé rights in the long
term.

| The Government itself had not developed a uniform patent pdlicy-for- all of its agencies regarding
.the disposition of rights in intellectual property generated during the ¢ourse of research = -~
supported by those agen’cies. ‘Infact, there was no existing statutory authority which gave the -
agencies the right to hold 'pateﬁ'ts'.or license technology. _'S.uch.acts'" were viewed as objectives of

- the agency mission: ‘Consequently, each:govemmental agency which supported a res'eér'ch" |
and/or development effort, through either or both of contractual or grant arrangements,” "
developed its own policy. The ultimate result was that many and varied policies evolved to the

~ point that the university sector was faced with the prospect of having to deal with some 26 -




different agency policies. Also, since to support a given research pursuit, funds from different
-agencies were often co-mingled, more than a single agency policy had to be considered with the

most restrictive policy becoming the controlling policy.

- Operating under-the-various-agency policies; the-Government-had accumulated:in its:patent -+ - .. -l

portfolio about 30,000 patents of which only about 5% had been licensed and the inventions.of

| Which:had:found .their'.:way.{ into com.mercia.lause in an even smaller percentage. :.-.T-hus., with the -
Government, as represented by its agencies, espousing; in-the main, a non-exclusive licensing
policy the experience of licensing Government-owned patent had-been irrefutably- or;ciof non- -
use. For exa.mp]e; in 1978 NASA reported that through 1978 it had had 31,357 contractor
invéntionsreported tQ it. Of those, title had been waived-to the:contractor in 1,254 cases, or less
than 4%. The results of NASA’s own licensing program:were said to have been disappointment
_representing a commercialization rate of less than:1%.:In contrast; the rate of commercialization
:-of the waived inventions was consistently in the 18-20% range.  Therefore, the intended benefits
~which'were to flow to the public in the form of new products and processes .as". a result of federal
. support of research both intramurally and:in the university:sector and stimulated:through-use of
tﬁe patent s,ys_té;m were left unrealized. -
An interesting comparison along these lines was made by Harbridge House? iniits 1968 study of
.- Government-funded patents put into use between 1957 and- 1-962.. -It was found that contractor-
‘held inventions were 10.7 times as likely as Government-held inventions:to be utilized in = -
th'Odl.lCtS ‘or processes employed in the private sector for the:benefit of the-public.::. - -
" Moreover, under the agency policies then in place, Government ownership of a-patent was in a-
sense an anomaly. The patent system was created as an incentive to:-invent, develop, and exploit

new technology to promote science and i_Jseful? arts for the benefit of the public. When the




government held:title to those many inventions under the aegis that the inventions should be
freely available to all, much the same as if the invention had been disclosed in a publication, the

patent system could not operate in the manner in which it was intended. The incentive inherent

... in the right to exclude:conferred upon the private owner.of the patent, and whichisthe ... ... .

inducement to development efforts necessary to the marketing of new. products or the use of new

processes, was simply not available. What is available to everyone is of interest to no one.
The ineffectiveness and inadvisability of such agency policies and their adverse effect on the-.
public benefit should have been apparent.’ . -

| D. Government Policy-Move Towards Uniformity:

- In 1963, Dr. Jerome Weisner, President Kennedy’s Science Advisor and later Dean:of MIT’s -
‘School of Engineering, recognized a need for some guidelines to effect a:more uniform " -~
‘Government policy toward invenﬁons and patents on a-Government-wide basis. The results of
-Dr.-Weisner’s study culminated in-_the Policy Statement issued on October 10, 1963 by President
John'F: Kennedy* to establish Government-widé objectives and criteria; subjeétto‘existingv3=. :
statutory. requirements; for the allocation of rights'to inventions as between the Government and
its contractors, which would best serve the overall public interest while encouraging- - =70 -
‘development and-utilization of the inventions. -
Since the poljcy, as promulgated, would most likely have to be reviéed after experience had been
gained in operating under it; a Patent Advisory Panel was established 'undef..the Federal Council
for Science and Technology to assist the Agencies in implementing the".Pélicy;'acquiring data on
‘the Agencies” operations under the policy, and making recommendations regarding the ~ -+ -
s utilization of Govémentiowned:patents; In December 19?5‘, the Eederal Council established:

the Committee on Government Patent:Policy to.assess how the Policy was:working:: "=
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‘The studies and experience of the Committee and the Panel culminated in the issuance of a

revised Statement of Government Patent Policy by President Richard M..Nixon on August 23,

1971.° The changes effected in the Nixon Policy Statement were made as a result of analysis of

- the effects.of the.Policy-on the public interest over the seven years-from the Kennedy. Policy .- ... i

Statement. The fundamental thrust of that statement was:

Pl

‘A single presumption of ownership-of patent rights to government-: < - - -
.. sponsored inventions either in-the governmerit or its contractorsiisnota - . - -
- satisfactory basis for gove_rnment patent policy and, that a flexible, ... .

' - 'government-wide policy best serves the public interest.

~ The considerations basic to the Statement of Government Patent Policy were the-following:

| {a) - The Government expends large sums for the conduct of research and development which

_ _yes_ults in a considerable number of inventions and discoveries.. -
(b) - The inventions in séientific and technological fields resulting from work: performed under
' Govemm_ent;_contrac_ts constitute a'valuabl_e national resource.:
(¢).. .. The use and practice of these inventions and discoyeries_:shou_ldLSﬁm’ulate_;inveﬂtors, meet
- 'the needs of the government, rec..ognize,th_e equities of the contractor; and serve the public
interest.
(d)  The public interest in 2 dynamic and efficient economy:requires that efforts be made to.
” encourage the expeditious_'deveIOpment and civilian use of these inventions. : Both the. - -
" need for incentives to:draw forth private initiatives.to-this.end, and the need to promote:
;. healthy competition in industry must be weighed in the disposition of patent rights under
. government contracts. Where the contractor acquires exclusive rights, he remains subject

. . -to the provisions of the antitrust laws. - - v 070
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(e) The public interest is also served by sharing of benefits of Government-financed research |
' and development with foreign countries to a degree consistent with our international” -
L 'iprograms.afld with the objectives of U.S. foreign policy. - -
~.{f)..... There is growing importance attaching to the acquisition of foreign patent rightsiin. - - -

furtherance of the in’ferest of U.;S.-' in‘dﬁétry and the Govéni]nent. :

(g “The prudent administration of Government research and development calls fora
Government-wide policy on the disposition of inventions made under Government
* contracts reflecting'common principles and objectives; to the extent consistent with the
missions of the respective agencies. The policy must recognize the need. forflexibility to
. -accommodate spe__cia'l situations: "~
:Aithough there is evidence that the guidelines did bring the patent practices of the Agencies into
greater harmony, divergent policies still existed and there was a strong presumption, if not |
~ evidence, in termis of the fransfer of technology to the public sector, that the more restrictive the
“policy of the Agency, i.e. the:more “title” oriented the Agency was toward inventions and patents
g_énerated- under its funding i:e2the Agency generally took title to'most if not all inventi'oﬁs made
with the use of the funds, the less was the likelihood that the techinology would be transferred for
the public benefit. |

E. . Institutional Patent Agreements’ =

During the period from 1963 to 1971, while experience with'the.?Wéisner-Kennedy effort was
being gained, further efforts were being made to persuade several federal agencies, spe'ciﬁcei]ly
the Department of Health, Education and Welfare (now Health and Human Services or HHS)
~and the 'Naﬁonal Science Foundation, to enter into Institﬁtional“‘Patent“‘A‘greeménts,'-(IPAS) vﬁth

universities. The policies of both of these agencies permitted a'waiver of rights to theé inventions
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made with:their funds (referred to as an 8.2(b) petition for grant of greater rights).. However, on
the very few occésions where such a.-waiver was granted, it-was so fraught with restrictive - -

provisions that it presented an unworkable basis for transferring technology to-the private sector.

--No-commercial firm:was'willing, under the conditions imposed-under many- of the waivers; tos: .

risk the expenditure of the necessary development funds. = -

| Subsequentljf,% afte :ﬁve:,}.".cars.' of negotiation,.ft.ﬁc ﬂleh.D'epértmént of Health, Educationand . -
- Welfare, in 1968, issued iis first new IPA to thé University of Wisconsin-Madison (via WARF),
- This was followed in-1973;:after another five years of effort, by anInstitutional Patent -
-Agreement® between the National Science Foundation and the University of Wisconsin-Madison
(again, via WARF).. The first ever of such :agreemenfs with that agency.. : -
. That evidence of not only the availability of an.-IPA,'blit that those two agencies would actually
..grant them; appeared to provide some impetus-to universities.to engage in the:technology . |
transfer business. Nevertheless, some of the provisions of the I[PAs available form those two -
agencies were unacceptable under some universities’ policies, while many other governmental :
- agencies still clung tenaciously to the policy of taking title fo-all inventions made with funds they
| had supplied.
Fundam:ental to the success. of technology transfer under the IPAs was the vestment of certainty
of title to inventions held by fihe 'iuliversities..under. those agreements. That factor:and, in
..-addition,?the;.ability of -univer_sities. to grant-exclusive licenses were: iﬁstrumental in-fhe o
subsequent willingness of private sector industry to engage in licensing afrangeménts with

.ﬁniversities that had IPAs.
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Although limited to two agericies, the IPAs were not only important as manifesting a change.in |
_ the attitude of those agencies and potential licensees but, more importantly, as establishing, .

through negotiation, terms.and provisions which were carried into and set the tone for the . - .

legislative effort which culminated in the passage of Public Law 96-517, the Small Businessand o

Unfversity Patent Protection Act, in 1980 (bctter.knowhaé simply the Bayh-Dole Act): In fact,

- that law is often looked upon as a codification of the terms and provisions of the IPAs::. - "

F. .. The Bayh-Dole Act” = .

The passage of the Bayh-Dole Act was the reward for'almost 20 years of effort by the non-profit
“sector to s'tirhulate the transfer of technology through -the-Vehicle of the patent system. Tt was the _
culmination of the manf,piec_es of legislation introduced over many years that had soughtto .
establish a uniform patent policy within the government. It should be considered a:landmark -
piece of legislation in that, after many false starts-andunsuccessful efforts it was; finally;a |
recognition by Congress:
(1). . that imagination-and creativity are truly.anational resource;
(2) ...~ that the patent system is the vehicle which permits us to deliver that resource to the « =
public;
(3). - . that placing the stewardship of the results of basic research in the hands of universities -
and small business is in the public interest; and, si-gniﬁcantly,'"' :
(4)  that the existing federal patent policy was placing the nation '.on-peril-durihg a time when
- intellectual property rights and innovation were becoming the preferred currency in-
foreign affairs.
The most significant feature of the Act was that it changed the presumption of title to any

invention made by small business, universities and other non-profit entities through the use, in
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whole or in part, of government funds from the government to the contractor-grantee. Another
factor, often overlooked, is that the-Act did away with the distinction between grants and .- -
contracts, which agencies had.often made when dealing with universities; a distinction which a.

number of agencies rigorously applied in:their zeal to-retain rights to-intellectual property as-a-.

contractual obligation.

N

It is also not universally recognized that the Act. provided, for the very first time, statutory -
authority for the Government to apply for, obtain and maintain patents on inventions in both the
United States and foreign countries and to license those inventions on a non-exclusive, partially

exclusive or exclusive basis. The passage of the law was not, however, the end of the battle. It

: took o\}glj a year to settle the controversy which arose over the drafting of the 'regulation.s u.nder:
_the law. During the course of the legislative effort, an almost adversarial relationship had

.;developed as:between the University sector on the one -hand and the Departments of Energy,
‘Defense, and NASA on the other hand. The nature of that relationship became very clear when

' those agencies combined to voluntarily draft regulations which actually:controverted the law and

its intention. As a consequence, much greater attention was.given to the regulations by a
university group which promulgated regulations that afforded protection against both arbitrary

exemptions to.the law at agency discretion and to the exercise of march-in.-rights by the

- Government.
The Bayh-Dole Act represented the first.cautious step into a new relationship between the

| Government, as represented by its agencies, and the universities. It also presaged a new and

closer relationship with industry: The certainty of title in the universities to inventions made:
with government funds afforded by the Bayh-Dole Act, which was the stimulus to successful

technology transfer under the Institutional Patent Agreements, provided the major impetus to |
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new and expanding university-industry relationships: - Inasmuch as the Government always -
receives and irrevocable royalty-free license under any of such inventions, and because of other

provisions of the Bayh-Dole Act-and the ensuing regulations under that Act, the relationship is,

... in:reality, a university-industry-government relationship. . : -0 s i

V. The Economic Climate

" To more fully appreciate what has evolved through the sequence of events which has been * -
‘enumerated, it must be kept in'mind that through this period, the economy of the -counti'y asa
* whole; as well as the ‘economy of each state, was and still is in'transition.  Today; universities |
-Operate in‘an economic climate which: =+ - |
(1) v isknowledge based < ho't-capi.ta} based (although, without question, availability of capital
- is a necessity);
(2)- .. is entrepreneurially based - witness the Jarge numbers of new companies created in recent |
years; |
.(3) - involves world markets - the international aspect of protection for 'intellectual-propérty*‘
.generated through the research functioﬁ"mu’st be a consideration; - - -
(4) - reflects continuous and often radical technology--,changés; S
(5)  is’becoming more decentralized - making state and‘local options and initiatives more -
- significant; |
(6) - is an economy of appropriateness not one of scale - i.e., merely increasing the size of a :
- production plant will not necessarily reduce the costof product or increase its quality;
(7) +:is increasingly competitive on a global scale - witness the advent of the European £

- economic community and other geographic economic blocks. v
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- In view of this continually evolving economic climate, and since new products arise from new
fundamental ideas as well as from new applications of existing technology, the necessity for -

supporting research:is evident. However, support of research is not enough: - "That support must-

... be coupled with a creative technology trans_fer--capability;!?.Iﬂvention..Without.. innovation:has:little - O

‘economic value.,

With the paséage of the BaYhQDdle Act and, in the same.}’ear',.th'e' decision of the Su}‘)’réme:e—ou& o

in the Chakfabarty Case®, which stoodfor the proposition that merely because something was -
alive (in that case a bacterium) it was not precluded form being patentable; along with the™ .
~evolution of gene,ti.c engineering concepts; the universities were literally propelled intoan .-«
awareness of the potential economic valué of the technology that was being generated in their
research programs. That fact made it-self-evident that.stepé.*had-tobe taken to make innovation
~ follow invention since invention alone holds little hope for -gene.rafiﬁg’ needed revenuesto i
support an expa.ﬁc}i,ng Ttesearch effort.: Because the government has been and still. i_s the primary
- source of the funds supporting the research effort at universities, the passage of the Bayh-Dole .
Act permitted the universities to position themselves, through the establishment or éxpansion of"
technology transfer capabilities, to better insure that innovation would follow'invention. = .=

VL. - -:Gm&emment.Patcnt;Policy‘ Reshaped

At the outset it must be presumed that Government research dbllar_s- are made available in the : °
 expectation of not only developing basic knowledge, but also in the expectation:that the funded
_“res:ea_rch will lead tq,pfoducts;_proces_scs and techniques :which will be useful:and acceptable in-

‘all or part of our society to improve the well-being of society in general.
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' In the face of this presumption it is apparent that inventions, whether made throughthe
expenditure of private or governmental funds, are of little value'to society unless and until they -

are utilized by society. In order to achieve such utilization it is essential that the invention be

- placed in a form or condition which will be acceptable and beneficial to the public. Inother =~

words, the technology must somehow be transferred to the public sector. To quote Thomas™

Edison:: “The %raiué of an idea lies in the using of it.”

In a free enterprise system such transfer is normally accomplished as the result of pertinent-and

appropriate activities of private enterprise. Since such activities obviously entail:the -

commitment and expenditure of substantial monies - many times the-‘ aniount-ineeded to make the

invention - adequate and appropriate incentives to such.COmmiUnent and expendifut_es-mu‘stibe:

afforded.. Consequently, and since the patent system provides such incentives and is the most-"

viable vehicle for accomplishing the transfer of technology, full and careful consideration must |

be given to the making of any policy which will affect the transfer of technology'that has been -

generated in wh'oleor.in»:pa.rt by Government-funded research. - In addition, careful consideration

must also be given to proposed changes in the patent laws, including proposed treaty EREEREEE

accommodations; which could adversely. affect the technology transfer capabilities:

One would not disagree that the primary objectives of a:Government patent policy s'ho'u"l.d be to:

(i) ..+ promote '-ﬁlrtﬁer;deve-lopmen’é ‘and utilization of inventions made in whole or in part w1th
e __géveMent funds; . . |

' (2): - -ensure that the Government’s interest in practicing inventions resulting from its support is

protected;

| (3)  ensure that the intellectual property rights in Government sponsored inventions are not

used for unfair, anti-competitive or suppressive purposes;
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(4) - minimize the cost of administering patent policies through uniform principles; and’ . .

(5_) * attract the best qualiﬁed contractors.

_However, of all of the considerations attendant upon the establishment of a governmental patent

policy only,.pné_consideratign_shbul_d be paramount: - G

“Tn whose hands will the vestiture of prmary Hghs 10 . . o

inventions serve to transfer the inventive technology most ... . .

- quickly to the .ﬁublic for its use and benefit? T
The passage of the Bayh-Dole Act was _the__beg__inning of the rq_shapir_lg ,oﬁ_chgr_al Patent Policy.
Subsequent events between 1981 and 1985 further shaped that policy. The Bayh-Dole Act, the
ﬁrst e;\(c_:nt, became effective on July }, 1981. The Congressional intent in its passage is
- abundantly clear from the recitation of the Policy and Objectives portion of the Act 35 U.S.C. -
200.°
- The second event was the issuance in 1982 by the Office of Management and Budget policy. .
::ggiQanc:e _.tp_fcczi_erg.q?gl_genciesf fpr.iﬁplf:m;p;ipg the Bayh_-DgI_e_ Act in the form of OMB Clrcular
A-124;?°__,This Circular clanﬁed provisions in the Bayh-Dole Act regarding: . ... . ..
(1) . standard patentrights clauses for use in federal funding agreements; . .
(2) e reporting. I?quireme_ntg for :un_ivle;sitie:s_.e;lcgting title; and e
(3)  special federal rights in inventions.
A third event was the issuance of a Presidential Memorandum on Goyernment PolicyF.,{_ under
.which federal agencies were directed to extend the terms and provisions of the Bayh-Dole Act.to
all government contractors with a follow on amendment to the Federal Acquisition Regulations
(FAR) to assure that all federal R&D agencies would implement the Bayh-Dole Act and the

Presidential Memorandum.
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The fourth event -was the amendment of the .Bayh-Do'_Ie Act by Public Law 98-620"% 10 remove

'some politically-motivated restrictions on exclusive licensing placed in the original Bayh-Dole (
~ Act. That law, in essence, made the Department of Commerce ﬁe leéd:Agel;cy .i_n-zl:tdministration

_of the Bayh-Dole Act as amended.

The fifth event, which did not occur until 1987, comprised publication of rulemaking'? by the’

“Department of Commerce which finalized The provisions of the Bayh-Dole Act, P.L. 98-620, the
OMB Circular A-124 and the Presidential Memorandum. -~
Alsb, in this same period the establishment of the Court of Appeals for the Federal Circuit, under
the :é_ll'):le'le'eid'ér.shiﬂéf Chief Judge Howard T. Markey, gave further impetus to the value of -
]ﬁ'i’:étents"and"'.é':uﬁi’fc"')fmi:t‘i' to their interprétation ' which put to rest the disparities whiCB-eX'i'S,'ted' :
among the Judicial Circuits ‘and had led to 'fofufn shopﬁing in patehf'litiéatioﬁ. “The paraphrase
_Chief Judge Markey - nio institution has done so ‘much for so'many with so little understanding és
the United States Patent System. | - | S
The governnent patent lﬁo]icy,:aé teshaped by the 'e'.ven.ts noted, presented a charge and a’
challenge - a charge to show, thfoﬁgh peffohhénc‘e', that the confidénce which was placed in the |
hands of the universities ‘by'Co'n'gre:ss to transfer te‘.'Ch'nologiy‘ fcjf the public benefit wasnot |
misplaced - a challenge to maximize the benefits which can be derived from the opportunity o
| offered tﬁrough that patent policy to aid in maintaining the ‘U_nitéd' States as the world leader in
innovation.
These events, led by the passage of the Bayh-Dolé Act created the revolution in university

“technology transfer.
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" VII:»:-The Impact of the Bayh-Dole Act - S

How can the practical impact on universities of the Bayh-Dole Act and the reshaped Government

patent policy be- measured?: Since we are dealing for the most part with the transferof -~ = -

--téchnology from a-protected base; i.e.,-patents and.other forims of intellectual property: protection,...... ...

an obvious answer is to look at the change in the number of patents issued to universities:and. - -

other non-proﬁt“e.nt.ities, e.g. teaching hospifals, since the effectiv_e_ date of the Ba.yh-D.ole. Actin
1981 +The growth and trend lines are evident. The university sector now receives about-3% of-
all-United States’origin patents issued. -

If the total count of patents issued is inclusive .of non-profit-entities in-addition:to the -

universities, the observable impact of the Bayh-Dole Act is even gfeater. In addition; because: -
- more:institutions have technology transfer programs, a greater number of institutions are .

- .Teceiving patents.. The real measure of technology transfef is not, of course, the:-number of -+
- .patents which the university sector holds, but the.amount: of technology represented-in and by -
-tho'se‘patents.which has:been transferred to the private:sector for further.development into- " . -

products and processes useful to mankind.: In a study conducted in 1989 among executives in: -

. various industries, it was shown that a number of industries, especially pharmaceuticals, relied

-+ :heavily on research.conducted at universities for new products or for shortening the time. .- *.

necessary to bring a product or process into commercial use. . . R

'What-has-bee}.mthe licensing experience? -Thé most recent--liéensing survey by the Association of
University Technology Managers (the “AUTM Survey”)'* shows a continuing growthin . - -
patenting and licensing activities by the university sector.. The data presented in the AUTM - -

- Survey was.utilized by the General Accounting Office (GAQO) in part in formulating its required

periodic.review of the administration of the Bayh-Dole ActP . -
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- According to the AUTM Survey, at the énd of fiscal year 1996, the university -s_ecfor reportéd -

~almost 11,000 active licenses or options. The patenting and licensing activities are, of course,:
based upon the number of invention disclosures received and the patent applications filed. ‘The~

_..Jinvention disclosures.received have been increasing eVery,ye_a:_r_:and_ip; 1997 reached 11,303. The:

number of total and newapplications filed; as might be expected, have-also increased Srearqfo -

year to a total of 6,629 new applications in 1997.
* Asaresult of these patenting and licensing activities; universities and teaching hospitals have =
| experienced growing royalty income which reached 492 million dollars in-1997: :For the most
.part, these moni¢s, after sharing with the invention or inventor group; are utilized to support:
further research within the university or teaching 'hospital.' Licensé‘s and options executed have -
increased steadily since the passage of the Bayh-Dole Act, representing both:an increase in the -
_number of universities engaging in patenting and technology transfer activities andin the -+
increasing activities Qf'-thoseéuniyersitiés already engaged in those functions. In accordance with
the GAO report for fiscal 1996, the perceht'increase‘frOm the previous year was 8.4 percent for ' -
recurring correspondents in the AUTM survey.  About 10.9 percent of the licenses or options
granted were to start-up companies. :54.7 percent were to small businesses. Moreover, at the'end
of fiscal 1996, the university sector reported 10,487 active licenses or options, the latter being up
- by 12.9 percent over the previous year. The number of such licensees and options producing: -
income increased by 16.1 percent over the previous year while the income of $365.2 million"
generated by fhose_ activities in1996 represented an increase of 22.1 percent over 1995, =i
Another significant outgrowth of the university technology transfer programs are the number of
-mew start-up companies which have been formed that find their basis in the téchﬁdlogy generated

during the course of basic research. According to.the AUTM Survey, more than 2,200 new
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-university-technology-based start-up companies have been formed since 1981. The miost visible
example of this phenomenon has been in the .ﬁeld-of biotechnology. In fact, the biotechnology
.industry arguably evolved from basic university research.© " - .

. .'Ihe' impact:of the Bayh-Dole.Act is-also. seen in.other indicators..-Eor example,.another excellent

indicator which parallels the growth of the technology transfer:function in the university sector is

the growth of the membe'rshi'p' in AUTM. After the passage of the-Béyh¥DbIé Act, and
particularly after the effective date of that Act in 1981, there has been a dramatic increase in the

‘mumber of AUTM members to‘the current level of approximately. 2000. : Growth in non-US-: .

_based AUTM membership has also dramatically increased ‘as other countries recognize the. -

- contributions which their: un_iﬁersities can make as modeled on-the United States experience.
Although, the foregoing figures represent the effect of all licensing activities and'not 6nly those
-attributable directly to operation under the Bajh'-Dole Act, it is submitted that because of the -

- overwhelming support of research and development in the university sector by government .- =~ -
funding, for exam”ple-being. 60.2% of‘all funding in 1995, :and the traditional co-mingling'of
funding by the universities it is legitimate to.conclude that the bulk of patenting-and licensing -
activity in‘the university sector is:government-fund driven and falls within'the ambit of the: -

Bayh-Dole Act.. -~ S e |

In sum, several factors have .‘c'oﬁtributed-to the success of the Bayh-Dole Act:and the transfer of -

'_t_ec}_mol,o'gy under.it. - They are: L . .

.(1)::: ~The continuing support for basic research by the federal'government, = =0

(2)  the ownership of the inventions by the universities.as opposed toithe government, -/

(3)  the inventor remains in the development picture, and -

.23




(4).. - the uniformity of handling inteliectual property generated with federal support regardless
-+ of the federal agency from which the support funds were obtained. .~ . =

- One important factor, which is often overlooked, is that the success was achieved without cost to

_.the-taxpayer. In other words, no separate appropriation of government funds was neededto .~

.establish-or manage the effort. Infact, it has been estimated that thé-et:or_lomic benefits flowing.

from the universities' licensing activities adds-about $24.8 billion per year to-the United States -
economy. . -

Significant as that dollar amount is, 1t should not be overlooked :that university inventions,: :
arising; as most of them do, from basic research, have led to many products which haveor. -
exhibit the capability of saving lives or of improving the lives; safety and health of the citizens of
| the United States and around the world. -In that context, their contribution'to society is . - " .
immeasurable. . - . |

- VIIL. .- The Heritage of the Bayh-Dole Act : ORI A

_ .The Bayh-Dole Act can be'given credit for focusing congressional interest on intellectual -~
property-oriented legislation. ‘With that focus established, the years:since have:seen many pieces
of such legislation introduced. ' Some have become law, most have not. One piece of legislation
which could be considered to have been almost directly sp_awned because of or as the result of
thg Bayh—Dole;Actis the Federal Technology Transfer Act'of 1986 (FTFA);.- That act was . -
introduced as an amendment to the Stevénson-.Wydler Act of 1980 which act had been intended
to promote the utilization of technology generated:in govénnngnt laboratories, -but'was singularly

unsuccessful in-accomplishing that goal:
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The FTTA was largely a response to-the increasingly tough internatibnal competition facing the

United States and the prevalent complaint that “the US:wins Nobel Prizes while other countries
- walk off with the market.” The designers of the FTTA built the act under certain fundamental -
.principles:.... ... e e e o e b e P s e

(1) - - The federal government will continue to underwrite the cost of much important basic ..

. researchin 's'cienti'ﬁ'cally promising 'ér'eas'ﬂxat.takes' 'p'lace-'in the United States.
(2) - Transferring this research from the laboratory to the marketplace :-is=p'rimarily_th.e. job of
.. the private sector; with which the federal governiment should not compete.
(3):++: The federal government can‘encourage the private sector to.undertake: this:by judicio.us; _
::reliance on market-oriented incentives.and :-prqtection.;of- p.roprietary. interests:
_The principles enumerated were first tested through experience with the Bayh-Dole Act atid the
FTTA responded to the lessons learned from that laW, perhaps the most important of which was |
| its: successfin-:promoting;university;industry. cooperation.. i oo
- The FTTA is, clearly, a direct highly beneficial Iegaéy,.of the Bayh-Dole Act, as.hasbeen - ¢
‘additional legislation designed to expand the-use of the results of research carried out within:. "
-government-owned government operated laboratories by expand_iné the licensing oppbrtunities.
-for.,those‘: laboratories:: . .

(IX: .. Storm Clouds on the UTT Horizon?:

AL -Siri_ger et al. v. The Regents of the Uni"}ersity_'of .Cal_ifomia System
The Players - The plaintiffs 'i,n this case were former University of California (UC) Professors -
.Jerome: R. Singer and Lawrence E. Crooks; who joined UC in 1956 and 1976, respectively.. |
Singer and Crooks were involved in the deve]opx‘r.l_ent‘ of magnetic resonance imaging (MRI) '

technology while associated with UC’s Radiological _lr_naging_Laboratory-i-(RIL);‘:which- was
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located at UC San:Francisco. Each had executed UC’s standard Patent -Agreem.ent, which, -~
among other things, required that they 'assigll'.m UC any: patentable technology develbped while
working in UC facilities on UC time. - Iﬁ return, the Patent Agreement guaranteed them a portion
- of royalties and fees re__ceiv_eﬂ by UC when (and if) it commercially exploited that technology.

Further: UC’s Patent Policy stipulated that inventors would réceive 50% of the net ?royéilties and

" fees generated from the licensing of their patented inventions. The defendants (as represented by
| tﬁe Regents of the University of California) were the RIL and the UC Technology Transfer
Office (TTO) (cqilectively' “UC”), which were involved in the'development and licensing
activities:surrounding the patented MRI technology. UC’s MRI technology portfolio contained
over 100 pateﬁtS':which' named more than 20-different inventors. Furthermore, the development
of MRI technology at the RIL was spurred by research funding provided exclusively (and:
sequentially) by three companies: Pfizer Medical Systems, Inc. (Pfizer), Diasonics, Inc.”
(Diasonics), and Toshiba America Medical Systems; Inc. (Toshiba). - These ':three'companies-are_
. also the only three entities which received licenses to UC’s patented MRI technology. =

| Backgraund - Pfizer began funding the RIL in 1976. In exchange for being the exclusive source
 of research funds on MRI, UC promised Pfizer that it would be first in line for the opportunity to |
-negotiate an exclusive license for any MRI technology developed by the RIL and later patented
by UC. UC eventually obtained patents on certain MRI technology, and in 1980 Pfizer obtained
an exclusive license to exploit that technology. Although a royalty rate as high as 5% (later
reduced to 3.89%) may have beefx contemplated by UC and Pfizer, the final executed royalty rate
oon the license was set at 0.56%-of the net selling price of all licensed MRI inventions sold to -
third parties. ‘The preamble, i.e., the “whereas” clauses, 'o_f the Pfizer License Agreement =

~ contained a reference to research funding, but the substantive terms of the contract did-not
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require Pfizer to continue to fund research in exchange for.continuing rights to an exclusive- - -
license.- Nonetheless, Pfizer entered into a separate research funding agreement with the RIL and

.- continued:funding research until 1981; when it decided to exit the medical imaging market. -

- When Pfizer.left the MRIL industry, Diasonics.assumed.the Pfizer license viaa new, albeit - .. ... . ]

substanti_v.ely. identical, agreement with UC. In essence, Diasonics stepped into the shoes of -

Pfizer as licensee. Like the Pfizer license, the new license did not require that Diasonics fund

research.. Diasonics also entered into a separate research funding: agreement with UC. -
-In 1983, Diasonics marketed its first MRI product based on the RIL-developed patented * -

- technology. That year, in recc;gnition that the MRI technology had become commercially . = -
| marketable, UC.and Diasenics modified the License Agreement to pro’v_idé fora “tdggered” .

|  variable royalty rate that ranged from a lowof 0.56% to a high of 6%. :It is important to note -'thatl

. <the _MRIz-technology development “trigger” to raise the royalty rate above 0.56% was never- -
~attained.  The substantive sections of the modified agreement remained the same, however, and -

~-contained no-express requirement of continued research funding.. Diasonics continued to fund -
MRI research-at-—th_e--‘RIL- until 1989, when Toshiba bought out Diasonics’ MRI division and took
over.as licensee. | < -

. When Toshiba purchased Diasonics’ assets, Toshiba entered into yet another new license
agrecme.nft;_with;UC. «This license was substantially similar to the Diasonics and Pfizer . .- |~

_ agfeements,‘ but.did contain some variations. The most significant variation was that the Toshiba

| agreement required Toshiba to fund research at the:RIL. -Toshiba’s separate research funding.

agreement with UC, while mandated by the license agreement, was substantially ‘iderllti_cal to the

prior funding égreements between UC, Pfizer, and Diasonics.
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As a result of the combination of research funding and royalties paid to-UC by Pfizer, Diasonics,
~and Toshiba, UC received a gross sum of approximately $22 million. Of that, approximately $2
million was considered by UC to be “royalties,” while approximately $20 million was considered
. by UC to be “research funds.” Singer and Crooks received $103,543 and $235,648, respectively, .

of net royalties. ‘Singer and Crooks argued that those combined revenues, i.e.; royalties plus.

research funds, represented a “package deal” that UC had obtained in consideration of its =~
commercial exploitation of the assigned patent rights; ‘Singer and Crooks further asserted that-
UC’s failure to share all of the “financial proceeds™ derived from this “package deal” constituted
a breach of UC’s Patent -Agréement‘..* : |
Initial Legal Salvo - The primary gravamen of Singer and Crooks’ rl'egal.?-t:omplaihtfagainst uc
“was that they believ:ed UC should have treated research ﬁ;nds provided by Pfizer, Diasonics, and
 Toshiba as shared royalties rather than non-shared research funds. “In other words, it'was Singer
and Crooks’ positi‘on;that they were entitled to share not only in the 0.56% patent license royalty,
~ but also in research grants collected by UC for scientific research. 'UC firmily believed that -
‘Pfizer and its successors-in-interest provided these research funds for the dedicated purpose of
conducting further scientific investigation into the (then) embryonic field of MRI-technology.
As evidence; UC had provided documentation showing that these funds were spent by UC to pay
salaries of researchers and others pursuing the specific 're.search goals set by P'ﬁzer'andiUC', to
“construct-and maintain researCh'faciliﬁe's; and to offsét related overhead expenses. Itis- "
interesting to note that the research funds at issue covered nearly 18 years’ worth of Professor

Crooks’ salary. -
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Singer and Crooks filed suit in the Superior Court of the State-of California for the City-and =
County of San Francisco against UC for breach of contract, seeking monetary damages, a~ -

declaration of their rights under the UC Patent Agreement, and a réscission of their assignment

..of patent rights to UC. -Additionally, Singer and Crooks asserted-that (1) UC had-a contractual ::

duty to sue alleged infringers of its patents; (2) UC had a contractual duty to maximize the

| 'r'oyél.ty rateit charges its jiic’ézi'seés; (3) UC had-a contractual 'dufy to fequire .i.t.s.licens‘ee'?._s to mark
their products with patent numbers to preserve claims for damages against third parties; (4) UC -
wrongfully impounded gross royalty proceeds to pay the costs of litigation against Singerand -
Crooks;' and (5) UC wrongfully allocated the inventor’s share:of licensing royalties among -
| Singer‘and otherinventors named on the licensed: patents.* ‘All of Singer and Crooks” claims' "
rested upon the argument!that UC’s Patent Agreement incorporated 'UC’s‘Patent Policy, -~ °
- including a 50% sharing of net licensing royalties provision, and thereby created contractual = =
constraints on'UC’s subsequent patent licensing and enforcement decisions. =\ .~ . ¢ o
Trial Court Jury Finds for Plaintiffs - After a trial on the merits, the jury found that UC had: -
_ breached its Patent Agreement/Patent Policy obligations to pay-Singer anid Crooks 50% of the
true amount-of the royalties derived from the licensing of the patents:at issue. The “true” amount
- was determined to be a percentage of the generated patent license royalties, as:well as a portion
of the research funds received by UC from Pﬁzer;tD_iasonicgg-: and Toshiba. Intotal, $714,716. |
: and $1,628,572 was awarded to Singer-‘andfl(ﬂrooks, respectively, as.damages. = -7 i
Vi i;ial Court Judge Grants JNOV - In response to the trial jury’s verdict; California Superior =
‘Court Judge Jamés L. Warren granted UC a Judgment Notwithstanding the Verdict INOV).'¢:In
a concise and well-reasoned opinion, Judge Warren ruled that UC had no-duty to share résearch

-funding as a royalty, no duty to dispense royalties to:inventors if in defense of patent rights, no -
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duty to negotiate royalties in accordance with individual invenior’s demands, no duty to mark .
patented inventions licensed to others, and no duty to pursue infringers of the inventions at issue.

Judge Warren also felt strongly that substantial deference must be given to. UC licensing:and .

~__patent enforcement decisions. In other words, Judge Warren repudiated each and every one of =

the plaintiffs accusations. S

California Court of Appeal Reverses - Unfortunately for UC, the California State Court of
Appeal for the First Appellate District (Division Five) reversed Judge Warren’s JN OV:'7 The .~
- Court:of Appeal ruled in an unipublished decision that the jury's verdict was supported by
substantial evidence and that, among other things, UC had breached its Patent Agreement with -
Singer and Crooks by “renaming” royalties as research funds. The Court:-of Appéal‘felt that
there were at least three critical findings that supported its decision. They:were the “whereas” -
clause in the patent license agreements-which mentioned sponsored research, the 0.56% royalty
rate in the patent license agreements when accepted in lieu of the 3.89% royalty rate (that was -
. never agreed upon); and the 6% royalty rate trigger (that was never attained). - .+~
In sum, the Court of Appeal believed that “under these ‘c_ircmnsta’ncés, the jury could reasonably
determine that the ‘research fees’ were, in fact, compensation for the us.e of the licensed
technology and, therefore, were royalties which ue was:required to-share equally withthe - .. -
inventors.” ‘Obviously, the implication was that UC had granted-an artificially low (shared)
foyalty rate to Pfizer, Diasonics, and Toshiba as a quid pro quo to their providing significant .~
(non-shared) research funds. - - |
.Appeal 1o the California State Supreme Court - Following the reversal by the California State. -
Court of Appeal, an-appeal was ﬁled_.by the defendants: in the California State Supreme Court . -

which asked for a review of the Court of Appeal’s decision. - In addition, amicus letters were sent
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s :

from the American Council on Education, the Council on Governmental Relations, MIT,'thé -

‘University of Southern California, the University of Washington, and a. number of corporations

who sponsor research at Universities, including Toshiba, one of the licensees in this case. - All .

...amicus letters supported review. .However, on_March___l_S,;1998,,__tht_:Califor_nia-_S_._tate..._S_upxemé e

_C.ourf decided not to hear the appeal;-effectively making Singer et al. v. The Regents of the .-

University of California System legal precedent in the State of California.

Impact of Singer on UTT Activities - It is premature to speculate on the impact that Singer will
have on University technology transfer activities in states other than California. However, fears

abound that the financial integrity of Universities will be jeéji)ardized by. their being subjected to

' ‘.i:nconsi_stent liabilities or,-at the very least, that there will_ be'a reduction in corporate-sponsored
. research. It is also likely that Uni,v_ersities'wil_l review and perhaps revise thei_r'-.ll)atent and/or
... employment agreements and policies:to.address any. future Singer situations. Furthermore, _opeﬁ
- scommunication between a University’s TTO and other campus offices may be negatively - . |

. affected. Finally, a University TTO may consider becoming an independent entity like WARF,

i.e., a 501(c)(3) non-profit corporation, to more completely separate the .-pat_ent-ing and licensing

function from the sponsored research function.

| B | NIH Guldelmes for the Llcensmg of Blomedlcal Research Tools (or Cell Llnes
.-and TiGRs and Bayh-Dole, Oh My!). - i T I R

Background - Concerns among scientists regarding the ever decreasing access to.critical research

- tools prompted the NIH to establish a “Working Group on'Research Tools.”::The “specific- -

charge” of the NIH Working Group was to,kdevice-:_s_olp,tions_tp the problem of access to research

-tools on the part of the NIH-funded scxentlsts ? However, the recommendations;of the NIH..-

.. Working Group, which was chaired by University of Michiganlaw professor Rebecca Eisenberg,
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went far beyond this limited scope - the NIH Working -Group recommended that NIH use it
formidable economic clout to significantly limit the enforcement of intellectual property rights
'on research tools as a2 means for private financial gain. The NIH Working Group

. recommendations were molded into a manifesto entitled “NIH Proposed Guidelines for - -

Recipients of NIH Research Grants and Contracts on Obtaining and Disseminating Biomedical

~ Research Resources” (the “Guidelines”).”"

Cause and Effect - The Guidelines are based on the premise that licensing restrictions on
 inventions used as biomedical research tools generally aré not an “appropriate” means for
.implementing the Bayh-Dole Act:*' Namely, that “restrictive” licensing of research tools is -
particularly “inappropriate” where “employed primarily for financial gain.”** This far reaching
principle would apply to all research tools developed with NIH funding.® The NIH would-
seriously curtail the terms on which grant recipients may transfer research tools to commercial
partners. Exclusive licenses covering the use of a tool in scientific research wouild be prohibited.
NIH grantees would beobligated to ensure thatthe tools are widely available to scientists at little

ornocost. The NIH’iWOuid'expECt its grantees to abide by the Guidelines in theirown -~
transactions, and to contractually require their corporate partners to do so as well.

_ Where research tools are not patented hcenses would be requlred to substantlally coefonn to the
' Unlform Blologlcal Matenals Transfer Agreement (UBMTA) which: prov1des for the transfer of
'technolog'y atno cost or, at ‘mo'st; for a fee limited to reimbursement of the provider’s 3

“preparation and distribution costs.”2* : .

‘As to-paterited materials, licenses granting rights to results achieved by the use of the licensed
research tool'would be expressly prohibited. The scope of prohibited licénsing teris 5pplica'b'le

- to such results includes rights of first refusal, options to purchase or license, and automatic grants
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of exclusive or non-exclusive licenses. Additionally, the NIH would prohibit licenses that “reach
through” to base royalties or. other renumeration to the licensor on product sales or other results

derived from using:the licensed tool.

. Major .phaqna__ceutical.companies;and.,o_ther;..,commerbial users,of biomedical research toolswould ... ... .

benefit most from the Guidelines, which would apply to l_ic_enses-to.-comrherpial firms as well.a_s_'

| 'non_fpr.oﬁt"ahd -a'céde'mic" 'sci'éﬂt'ist's_.zs' The irﬁ_pdsiﬁo_n of .pr('_)ﬁ't-'r_l'iaxi'mi'zir.lg' ﬁ_éense fees, r,oy,eiltié_'s',
or.cornme,rcia_l options on transfers of NIH-funded research tools to firms would be contrary to .
thé-Guideline_s. Hence, the Guidelines extend far beyond merely ensuring that NIH-funded . .-
scientists have access to research t_ool's previously invented with NIH funds - the NIH is arguably

_-trying to:use its influence to address :thc-i_s.s_u_e_of ‘whether patents on research tools should be
enforced. This broader policy objective distorts the NIH’s core mission of providing public ...

~ support:for biomedical research.:... - .- |
Impact on; Private Investment - If there'is no meney 10 be made in licensing NIH-funded _r_e_se__afch
‘tools, then why would any third party invest in their development and commercial exploitation?.
.According,,tog-the_ Guidelines, commercial development.is simply not required. The Guidelines
state that “‘utilization, commercialization and public availability of technologies that _ej_reusqﬁﬂ o

- primarily as .researc;h'.to_olls__ rarely require patent prqtect.i_on.f’%f The NIH's rationale being that

- “further research, development and private investment are -.ii.o,t needed to realize their usefulness

as research tools.””’. There are ‘innumerabl.e.- instances where such a claim would notbe .. - .. -

supportable. . DNA chip .technolbgy- and -automated .gene ‘sequencers such as those used by Dr. -

Craig Ventner at The Institute for Genomic Research (TIGR) are but two that come to mind.

.. Ultra -Kire_.g —As discussed more fully above, the-Bayh-Dole Act was based on a Congressional

. determination that private ownership, motivated by the prospect of financial gain, ultimately .
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would lead to m(.)re efﬁCienf commercialization and distribution of federélly funded
.technological innovations. 'In contravention of this ideal, the NIH concludes that the pursuit of
private gain is not appropriate for research tool inventions. The NIH’s authority to partially =~
...reverse the Bayh-Dole ‘Act for a specific class of federally fund_cd_inyenti_ons__ is highly . -

queSiiOnabIe ?'mid, it is submiitted, only Congress has the ability legislate such an outcome.

" The Guidelines also run counter to Congressional restrictions on the ability of funding agencies
(such as the NIH) to exercise “march-in-rights” over fedetally funded inventions that have - -
| passed into private ownership.?® Under the Bayh-Dole Act, that power may be exercised only
* afteran agency has made certaiﬁ-case-spéciﬁc findings.”® Further, such findings canriot be made
in regulations or guidelines that apply to broad categories ofi_nventions; Clearly, Congress
wanted to ensiire that federal agencies did not exercise coritrol over the licensing of federally -
funded inventions to which title has been elected under the Bayh-Dole Act by any means other
 ‘than the exercise of warranted march-in:rights. The Guidelines appear to w\'/ioléltf:'this"'l'e.gi'slative'
intent. - 7 |
Conclusions - The future impact of the Guideélines on UTT licensing practices i$ uncertain.
However, it is clear that the Guidélines would not only prevent universities from ‘gariiering
significant revenue from patented research tools, but n'l'ight'als_o have an effect opposite to that =
- intended - knowing that price restrictioris might be placed on their non-academnic 3s';_.ilés,-"‘? S
companies might become even less willing to provide pafented research materials to academic®
scientists. ‘Such an outcome would be detrimental to academic biomedical research. * .-
X. “Summary
The growth of technology transfer has taken place over the last 30 years in an environment that'

slowly progressed from hostile to favorable. That progression was given major impetus-by the
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passage of the Bayh-Dole Act in 1980: ‘During this périod, there'has'been a dramatic change in
the attitude of the U.S. Justice Department and the interpretation of the antitrust-laws where . -

-patents and-anti-trust are no longer viewed as antithétical:” There has been a:move toward-a = -

favorable statutory basis-under-which there is much greater-freedom to operate. : There has been- .-

an active effort by various administrations to obtain equitable treatment for U.S. citizensin

foreign venues, both in trade and intellectual .prope.:_r.ty -pﬁ.r.sui.t.s. Nﬁmerous’ and far-reaching .-
changes in the patentlaws of those foreign venues have provided greater opportunities for
technology transfer to these venues, while extensive changes in the U.S. patent laﬁs and
:;prac‘tices have further expanded the opportunities:to’ en'gageliﬁ technology transfer.~A -
knowledgeable Court-of Appeals for the Federal Circuit has slain many of the mythical dragons
attached to intellectual property law to provide uniformity of interpretation of those laws and
_ .beforerwhi'(:h--patentées can expect equitable treatment. “UTT has obtr;lined:-the attention of
‘Congress and, particularly,' the attention in that body to the university sector’s perspective on
 intellectual property law issues. - The introduction éhd p"assage.-of legislation favorable to the": :
universities and their technology transfer efforts has taken place. UTT has'seen developed, not:
| ‘only in the university sector, but in .uniVérsity.-'industxyﬁ relationships and in the university-- "
' industry-government relationship, a greater awareness of technology transfer-and-a growing
efforts and a.much greater sophistication in handling those possibilities. Today, UTT:licensing'
professionals operate in a climate which recognizes the valtue of intellectual property andthe -
technology transfer function.: Many in the UTT licensing field would like to think that much of
this has come about because the universities, as a source of fundamental discoveries and-

inventions, have been the source of enlightenment for a recognition of the value of innovation.
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The-cmphasis at the dawn of the New Millennium, especially in our nation’s capital, is “global
cbmpeti_tiveness.-?-’- That the university sector has made a tangible contribution to the - -
competitiveness of the United States in a global market through the technology transfer function
..cannot be denied.. The:seminal piece of legislation which made that contribution possible was..

the Bayh-Dole Act. Without doubt, the objectives*® of the Act has been realized. Through

 operation under that Act: -

€y | Small business, which is.frequently-the test-bed for embryonic university tecim’ologies,‘ :
has benefited to a very large exfent; SRS .
.(2) the government is comforted in knowing that taxpayer dollars, which support the bulk of
. -basic research in the university sector, have lead to the development of products and the
. use of processes that have advanced the guality of life for its citizens:: e
(3) - industry canrely on a source of technology; data and information and a pipeline of - -
. . manpower -which fulfills its needs and feeds the production processes.
I.n sum, all sections of society enjoy both the protection and benefits afforded un_der.thetB.aYh— :
Dole Act and its progeny..
In recent.years, there has been an increasing incidence:of efforts to restrict or curtail the .-
technology transfer capabilities of the University sector-under the Bayh-Dole Act:through - -
_.go-vemment agency actions, agency programs and- Iegislatiye activities and through agency- -
industry consortiums. For-example, broposed'NIH- Gﬁidelines regarding the licensing of
patentab]e/patented biomedical research tools-would disenfr’aﬂchise-the universities, as well as
other non-manufacturing entities utilizing the patent system, from exercising the constitutional-

- based right vested in the patentee to exclude others from practicing the invention patented: '
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All licensing professionals understand that no matter how much money is spend on research and
development the findmgs are not gomg to benefit the pubhc unless there are sultable mcenttves

to mvest in commercralrzatron And because N0 one knows whzch venture wrll succeed one-

- must stnve for a soc1ety and an envrronment ruled by the faJth that the guarantee of reasonable S —

profits from :risk'-taking will call forth the endless stream of inventions, enterprise ?and-a_i_'t

necessary to resolve soc1ety S problems
' We haye a]ready passed through anera where sclence was bemg nzade subseryrent to pohtlcs In
today S technologtcally mtense atmosphere, where the maxnnum protectlon for mtellectual
_.p.roperty is more than ever necessary to provrde protecnon for the heavy tnvestntent necessary to
.teehnolog-y development, the entire licensing profession must remain alert.
.Even in the current favorable climate for un1vers1ty technoiogy transfer as the hentage of lthe h

S Bayh Do]e Act views on the issues in the control of mtellectual property, whether by

. government OF, spec1al interests, can lend themselves to emotlonal moldmg Outspoken claimsto .
. the guardlanshlp of the publlc lnterest or. welfare isa nch field for cultlvatmg polmcal power In

| the struggle to obtam the passage of the Bayh-Dole Act as well as on other pleces of proposed
leglslatlon Wthh 1mpacted the umver51ty sector the umversmes collectlvely, spoke Wlth a. loud
. and single voice. Universities will likely continue to do so inall clrcurnstance_s'whlch threaten:
the nghts and opportun1t1es whlch they have eamed over many years by dint of perseverance, .-
R patlence and hard work In sum, technologles llcensed from academxa have been mstrumental .1n _
spawmng ent1re new 1ndustnes xmprovrng the productmty and eorlnpet“tttveness-of companl‘esl,
and creatlng new 'c‘ozlnpanles and _]ObS Hence, by all measures, UTT w1ll be an 1mportant part of

technology—dnven econonnc prospenty weli mto the next century

| FHANKLIN PIERCE
x LAW CENTER LIBRARY
'CONCORD, NH,
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- PATENT RIGHTS IN INVENTIONS MADE WITH FEDERAL ASSISTANCE

.35 U._S.C._ Sec_tion

200 ~  Policy and Ob_]CCtIVB
201 Definitions.

202 Disposition of rights. -

203 - March-in rights. R
204 *" " Preferénce for Umted States mdustry
205 Confidentiality. =~

206 ~ Uniform clauses and regulations.
207  Domestic and forergn protection of federally owned inventions.
' 208 - Regulations governing Federal licensing.” '
209 Restrictions on licensing of federally ovmed mventlons o
210" Precedence of chapter. :
211 Relationship to antitrust laws.
' 212_ . Dlsposmon of rlghts in educatrona} awards

- 35USC. 200 Po‘__licy and_-‘objectivg,

' It is the pohcy and objective of the Congress to’ use the patent system to promote the utlhzatlon

of inventions arising from federally supported research or development; to encourage maximum a
participation of small business firms in federally supported research and development efforts; to promote
collaboration between commecial concerns and nonproﬁt orgamzatlons mcludmg umversmes to -

" ensure that inventions made by nonproﬁt orgamzatlons and small business firms are ‘used in a manner to
. promote free competition and enterprise; to promote the commercialization and pubhc avar]ablhty of
-inventions made in the United States by United States industry and labor; to ensure that the Government:
obtains sufficient rights in federally supported inventions to meet the needs of the Government and ~
pprotect the public against nonuse or unreasonable use of mventrons, and to mlmmrze the costs of
admlmstermg pohcres in this area. S

(Added Dec. 12, 1980, Public Law v 96-517, sec. 6(a), 94 Stat 3019, “The Bayh Dole Act”)
35U, C.201 Deﬁmtlons
As 'u's'e_d in this chapter:

o (@ " The term "Federal agency" means any executive agency as defined in'section 105 of
Title 5, United States Code and the mlhtary departments as deﬁned by sectlon 102 of Tlt]e 5 Umted' B
“States Code. '
(b)  "The term "ﬁlndlng agreement” means any contract, grant or cooperative agreement '
entered into between any Federal agency, other than the Tennessee Valley Authorrty, and any contractor
for the performance of experimental, developmental, or research work fundeéd in whole orin part by
‘the Federal Government. Such term includes any assignment; substltutlon of partles or subcontract of
any type entered into for the performance of experrmental developmental or research work under a
) fundmg agreement as herein defined.
"(€)"*" " The term "contractor” means any person smalI busmess ﬁrm or nonprof' t orgamzatlon
that isa party to a fundmg agreement :




(dy The term "invention" means any invention or discovery which is or may be

patentable or otherwise protectable under this title or any novel variety of plant which is or may be
-protectable under the Plant Variety Protection Act (7 U.S.C. 2321, et seq.). -

(e) The term "subject invention™ means any invention of the contractor concewed or first
actually reduced to practice in the performance of work under a funding agreement: Provided, That in
the case of a variety of plant, the date of determination (as defined in section 41(d) of the Plant Variety

Protection Act (7 U.S.C. 2401(d)) must also occur during the period of contract performance
()  The term "practical application” means to manufacture in the case of a composition or
product, to practice in the case of a process or method, or to operate in the case of a machine or system;
and in each case, under such condmons as to establish that the 1nventlon 1s bemg utlllzed and that its

reasonable terms.
(2) The term "made” when used in relation to any mventzon means the conceptlon or first

actual reduction io practice of such invention.

(h) The term "small business firm" means a sma]l busmess concern as def' ned at sectzon 2of

Public Law 85-536 (15 U.S.C. 632) and implementing regulations of the Admlmstrator of the _Small

- Business Administration.

{1 The term "nonprofit orgamzatlon" means unlvemltles and other mstltutlons of
higher education or an organization of the type described ir section 501(c)(3) of the Internal
Revenue Code of 1954 (26 U.S.C. 501(c)) and exempt from taxation under section 501(a) of the

-Internal Revenue Code (26 U.S.C. 501(a)) or any nonprofit scientific or. educational 0rganlzatmn
quahﬁed under a State nonprofit orgamzatmn statute. :

(Subsectaon () amended Nov.8, 1984, Pubhc Law 98-620, sec. 501(1), 98 Stat 3364 )
(Subsectlon () amended Nov. 8, 1984, Public Law 98-620, sec. 501(2), 58 Stat. 3364)
(Subsectlon (1) added Dec. 12, 1980, Public Law 96-517 sec. 6(a) 94 Stat. 30]9)

.35 U.S.C.___202 _ Dlspo_srtlon of n_ght_s..

_ (a) Each nonprofit organization or small business firm may, within a reasonable time afier
- disclosure as required by paragraph (c)(1) of this section, elect to retain title to any subject invention:

. Provided, however, That a funding agreement may provide otherwise (i) when the contractor is not
located in the United States or does not have a place of business located in the United States or is subject
to the control of a foreign government, (i) in exceptional circumstances when it is determined by the
agency that restriction or elimination of the right to retain title to any subject invention will better
promote the policy and objectives of this chapter, (iii) when it is determined by a Government authority
which is authorized by statute or Executive order to conduct foreign intelligence or counterintelligence
activities that the restriction or elimination of the right to retain title to any subject invention is necessary

" to protect the secunty of such activities, or (iv) when the fundmg agreement includes the operation of a.

Government-owned, contractor-operated facility of the Department of Energy primarily dedicated to that

- Department's naval nuclear propulsion or weapons related programs and all funding. agreement

limitations under this subparagraph on the contractor's right to elect title to a subject invention are

: hmlted to inventions occurring under the above two programs of the Department of Energy. The nghts

of the nonproﬁt organization or small busmess firm shall be subject to the provisions of paragraph (c) of

this section and the other provisions of this chapter _
by (1) The rights of the Government under subsection () shall not be exerc:sed by a-.

Federal agency unless it first determines that at least one of the conditions identified in clauses (i)

through (iii) of subsection (a) exists. Except in the case of subsection (a)(ii1), the agency shall file with-

the Secretary of Commerce, within thirty days after the award of the applicable funding agreement, a




: copy of such determination. In the case of a determination under subsection (a)(ii), the statement shall
include an-analysis justifying the determination. In the case of determinations applicable to funding
agreements with small business firms, copies shall also be sent to the Chief Counsel for Advocacy of the
Small Business Administration. If the Secretary of Commerce believes that any individual determination
or pattern of determinations is contrary to the policies and objectives of this chapter or otherwise not in
conformance with this chapter, the Secretary shall so-advise the head of the agency concerned and the -

) _Admln;strator of the Office of Federal Procurement Policy, and recommend corrective actions.

{2) . .-Whenever the Administrator of the Office of Federal Procurement Policy: has

= determmed that one or more Federal agencies are utilizing the authority of clause (i) or (ii) of subsectlon
(a) of this section in a manner that is contrary to the-policies and objectives of this. chapter the: -

- ‘Administrator 15 authorized to 1ssue regulations describing classes of situations in which ageneles may
not exercise the authorities of those clauses.

{3) .-Atleast once every 5 years, the Comptroller General shall transmrt a report to
the. Commxttees on the Judiciary of the Senate and House of Representatives on the manner in-which this
chapter is being implemented by the agencies and on such other aspects of Government patent policies

-and practices with respect to federally funded inventions as the Comptroller General believes
. appropnate - Cmteg
> =(4) - . Ifthe contractor belleves that a detenmnatlon is contrary to the pohcnes and
_obJectlves of thls chapter or constitutes an abuse of discretion by the agency, the determination shall be
subject to the last paragraph of section 203(2). : ao
_ . (cy.  Each funding agreement with a small business. f T Or nonproﬁt orgamzatlon shall
. contam appropnate provisions to effectuate the following: S
3 (1) .- That the contractor disclose each subject lnventlon to the: Federal agency wrthin
_ ~areasonable time after it becomes known to contractor personnel responsible for the administration-of
- -patent matters, and that the Federal Govemment may receive title to. any subject invention not dlsclosed
*.40 it within such time.. : :
- {2y That the contractor make a written electlon w1th1n two vears after dlsc]osure to
_the Federal agency (or such additional time as may be approved by the Federal agency) whether the .
-contractor will retain title to a subject invention: Provided, That in-any case where publication, on sale,
«» Of public use, has initiated the one year statutory period in which valid-patent protection can still be -
.:obtained in the United States; the period for election may be shortened by the Federal agency to a date
that is not more than sixty days prior to the end of the statutory period' And provided further, That the
Federal Government may receive title to any subject invention in which the contractor does not elect to
_retain rights or fails to elect rights within such times. - : :
: (3) - That a contractor electing rights in a sub_lect invention agrees tofile a patent
‘application prior to any statutory bar date that may occur under this title due to publication, on sale, or
public use, and shall thereafter file corresponding patent applications in other countries in which it
-wishes to retain title within reasonable times, and that the Federal Government may receive title to any
subject inventions in the United States or other countries in-which the contractor has not filed patent L
applications on the subject invention within such times. B :
~(4) . - With respect to any invention in which the contractor elects rights, the F. ederal
....agency shall have a nonexclusive, nontransferable, irrevocable, paid-up license to practice or have
practiced for.or on behalf of the United States any subject invention throughout the world: Provided,
-That the funding agreement may provide for such additional rights; including the right fo assign or have
* assigned foreign patent rights in the subject invention, as are-determined by the agency. as necessary for
meeting the obligations of the United States under.any treaty, international agreement, arrangement of
cooperation, memorandum of understanding, or similar: arrangement mcludmg mlhtary agreements :
relating to weapons development and production.. b col o o




_ (9) The right of the Federal agency to require periodic reporting on the utilization or

efforts at obtaining utilization that are being made by the contractor or his licensees or assignees:

s Provided, That any such information, as well as any information on utilization or efforts at obtaining

" utilization obtained as part of a proceeding under section 203 of this chapter shall be treated by the
Federal agency as commercial and financial information obtained from a person and privileged and

- confidential and not subject to disclosure under section 552 of Title 5 of the United States Code.

B (6) - An obligation on the part of the contractor, in the event 2 United States patent
app]zcatlon is filed by or on its behalf or by.any assignee of the contractor, to include within the

~specification of such application and any patent issuing thereon, a statement specifying that the invention
was made with Government support and that the Government has certain rlghts in the invention.

: (7Y Tithe case of a nonprofit organization, (A) a prohibition upon the assighmento
rights to a subject invention in the United States without the approvai of the Federal agency, except
where such assignment is made to an organization which has as one of its primary functions the

"“management of inventions (provided that such assignee shall be subject to the same provisions as the
contractor); (B) a requirement that the contractor share royalties with the inventor; (C) except with

~ respect to a funding agreement for the operation of a Government-owned-contractor-operated facility, a
requirement that the balance of any royalties or income earned by the contractor with respect to subject
inventions, after payment of expenses (including payments to inventors) incidental to the administration
‘of subject inventions, be utilized for the support of scientific research, or education; (D) a:requirement
that, except where it proves infeasible after a reasonable inquiry, in the licensing of subject inventions
shali be given to small business firms; and (E) with respect to a funding agreement for the operation of a
Government-owned-contractor-operator facility, requirements (i) that after payment of patenting costs,

-licensing costs, payments to inventors, and other expenses incidental to the administration of subject
inventions, 100 percent of the balance of any royalties or income earned-and retained by the contractor

- during any fiscal year, up to an-amount equal to five percent of the annual budget of the facility, shall be
used by the contractor for scientific research, development, and education consistent with the research’
-and development mission-and objectives of the facility, including activities that increase the licensing
potential of other inventions of the facility provided that if said balance exceeds five percent of the =~
annual budget of the facility, that 75 percent of such excess shall be paid tothe Treasury of the United
States and the remaining 25 percent shall be used for the same purposes as described above in this clause
(D); and (ii) that, to the extent it provides the most effective technology transfer, the licensing of subject :
inventions shall be admlmstered by contractor employees on location at the facility.

(8) - The requirements of sections 203 and 204 of this.chapter.
(d) If a contractor does not elect to retain title to a‘subject invention in cases subject to this
section, the Federal agency may consider and after consultation with the contractor grant requests for

* retention of rights: by the inventor subject to the provisions of this Act and regulatlons prornngated

hereunder. - :
o (¢)-  inanycase whena Federal employee is a co-inventor of any invention made under a
funding agreement with a nonprofit organization or small business firm, the Federal agency employing
such co -inventor is authorized to transfer or assign whatever rights it may acquire in the subject
invention from its employee to'the contractor subject to the conditions set forth in this chapter.
§3) (1) - No funding agreement with a small business firm or nonprofit organization shall
contain‘a provision allowing a Federal agency to require the licensing to third parties of inventions * =

- owned by the contractor that are not subject inventions unless such provision has been approved by the

‘head of the agency and a written justification has been signed by the head of the agency. Any such
provision shall clearly state whether the licensing may be required in connection with the practice of a
subject invention, a specifically identified work object, or both. The head of the agency may not -
delegate the authority to approve provisions or sign justifications required by this paragraph.




2) A-Federal agency shall not require the licensing of third parties under any such
provision unless the head of the agency determines that the use of the invention by others is necessary for
the practice of a subject invention or for the use of a work object of the funding agreement and that such

‘action is necessary to achieve the practical application of the subject invention or work object. Any such
determination shall be on the record after an opportunity for an agency hearing. Any action commenced
- for judicial review of such determination: sha]l be brought w:thm srxty days aﬁer notlﬁcatron of such
_ ____determmatlon SRy : : ol : '

j‘-V(Subseetlon (a) amended Nov 8 1984, Pubhc Law 98- 602 sec. 501(3) 98 Stat 3364)
-, "(Subsection (b)(2) amended Nov. 8, 1984, Public Law 98-620, sec. 501(4), 98 Stat. 3365.)

Tl (Subsection (b)(4) added Nov'8, 1984, Public Law98-620, sec. 501(4A), 98 Sfat. 33657)
+ (Subsection {¢)(4) amended Nov. 8, 1984, Public Law 98-620, sec. 501(5), 98 Stat. 3365.)
= . (Subsection (c)(5) amended Nov. 8, 1984, Public Law 98-620, sec. 501(6), 98 Stat. 3365.)
-+-(Subsection.(c)7) amended Nov. 8, 1984, Public Law 98-620, sec. 501(7), (8), 98 Stat. 3366. )
(Subsection ()(2) added Dec. 12, 1980, Public Law 96-517,:sec. 6(a), 94 Stat. 3020.) = 2.0
(Subsection (b}(3) amended Dec. 10, 1991, Public Law 102-204, sec. 10, 105 Stat. 1641} -+

35U.8.C.203 March-in-rights.

1) With respect to any subject invention in which a small business firm or noriprofit

* .organization has acquired title under this chapter, the Federal agency under whose funding agreement the
.;subject invention was made shall-have the right, in accordance with such procedures as are provided in

:regulations promulgated hereunder, to require the contractor; an assignee, or exclusive licensee ofa . -

~: subject-invention to grant a nonexclusive, partially exclusive, or-exclusive license in any field of use to-a

responsible applicant or applicants, upon terms that are reasonable under the circumstances, and if the

-contractor, assignee, ‘or exclusive license¢ refuses such request, to grant such a license itself, if the

-~Federal agency determines that such -

: (a) action is necessary because the contractor or.assignee has not taken, or is not

-‘-:-fexpected to take within a reasonable time, effective steps to achieve practical apphcatlon of the subject

invention in such field of use; :

(b) action is necessary to allevrate health or safety needs Wthh are not reasonably
satisﬁed by the contractor, assignee, or their licensees; . AR B -
- -{c):. - -action is necessary to meet requn'ements for pubhc use specnf ed by Federal

regulatlons and such requlrements are not reasonably satisfied by the contractor, asmgnee or lzcensees
' ) . actlon is necessary because the agreement reqmred by sectlon 204 has not been '
obtained or waived or because a licensee of the exclusive right to use or sell any subject invention in the
United States is in breach of its agreement obtained pursuant to section 204.

"(2) . . A determination pursuant to this section or section 202(b){4) shall not be subject to the

- Contract Disputes Act (41 U.S.C. 601 et seq.). An administrative appeals procedure shall be established
- by regulations promulgated in accordance with section 206..-Additionally, any.contractor, inventor,
assignee, or exclusive licensee adversely affected by a determination under this section may, at any time
- within sixty days after the determination. is issued, file a petition in the United States Claims Court,
which shall have jurisdiction to determine the appeal on the record and to-affirm, reverse, remand or:
modify, as appropriate, the determination of the Federal agency. In cases described in paragraphs (a) and
(c), the agency's determination shall be held in abeyance pendmg the exhaustion of appeals or petlttons '
' f led under the precedmg sentence. S : o b S e




“interest;

(Added Dec. 12, 1980, Public Law 96—517 sec., 6(a) 94 Stat. 3022; amended Nov 8, 1984,

- Public Law 98-620 sec. 50](9), 98 Stat. 3367 )

35 U. S C 204 Preference for Umted States mdustry

Notw1thstandmg any other provision of th:s chapter no small business firm or nonprof it
organization which receives title to any subject invention and no assignee of any such small busmess

-~ firm or nonprofit organization shall grant to any person the exclusive right to use or sell any subject

invention in the United States unless such person agrees that any products embodying the subject

mventlon or produced through the use of the Sllb_] ect mventlon will be manufactured substantla]ly in the

the Federal agency under whose fundlng agreement the invention was made upon a showmg by the small
business firm, nonprofit organization, or assignee that reasonable but unsuccessful efforts have been
made fo grant licenses on:similar térms to potential licensees that would be likely to manufacture
substantially in the United States or that under the clrcumstances domestic manufacture 18 not
commercially feasible. : - : AR :

(Added Dec. 12, 1980, Public Law 96-517, sec. 6(a), 94 Stat..3023.)
35 US.C. 205 Confidentlahty

Federal agencies are authorlzed to withhold from dlsclosure to the pubhc mformat:on dlsclosmg
any invention in which the Federal Government owns or may own a right, title, or interest (including a’

-nonexclusive license) for a reasonable time in order for a patent application to be filed. . Furthermore, -

Federal agencies shall not be required to release copies of any document which is part of an application
for patent filed with the United States Patent and Trademark Office « or w:th any forelgn patent off' ice.

(Added Dec. 12, 1980 Pubhc Law 96-517, sec. 6(a) 94 Stat. 3023 )

35 U S C. 206 Umform clauses and regulatlons

The Secretary of Commerce may issue regulations which may be made applicable to Federal-
agencies implementing the provisions of sections 202 through 204 of this chapter and shall establish
standard funding agreement provisions required under this chapter.: The regulations and the standard
fundmg agreement shall be sub_;ect to publ;c comment before thelr issuance.

(Amended Nov 8, 1984 Publlc Law 98 620 sec. 501(10) 08 Stat 3367 )

- 35 0. S C 207 Domestlc and forelgn protectlon of federally owned mventlons

: (a) : Each cheral agency is authonzed to:-

(1) apply for, obtam and maintain patents or other forms of protection in theUnited
States-and in. forelgn countnes ‘on'inventions in whlch the Federal Government owns a rlght tltle or -

g (2) o grant nonexcluswe, excluswe, or-partlaliy excluswe hcenses-funder-federally o
owned patent applications, patents, or other forms of protection obtained, royalty-free or for royalties or
other consideration, and on such terms and conditions, including the grant to the licensee of the right of




enforcement: pursuant to the provxsmns of chapter 29 of thrs tltle -as deterrmned approprlate in the publ:c
interest; R -
3) undertake all other suitable and necessary’ steps to protect and admmlster nghts
to federally owned mventlons on behalf of the F ederal Government either dlrectly or through contract
and : a o , _

' (4) transfer custody and admlmstratlon in whole or in- part to another Federa]
_______agency, of the right, title, or interest in any federally owned invention. :

{(b):~ For the purpose of assuring the effectwe management of Government-owned mventlons T

the Secretary of Commerce authorized to:

#(1) =+ assist Federal agency cfforts to promote the llcensmg and utllrzatlon of
Government-owned inventions; ' : - :

(2)~  assist Federal agencies in seeking protection and malntammg mventlons in
"forclgn countries, mc]udmg the payment of fees and costs connected therewith; and - ; S
I (3) - consult with and advise Federal agencies as to areas of science and technoiogy
research and deveiopment w:th potential for commercral utrlrzatxon e S

(Added Dec 12, 1980 Pubhc Law 96 517, sec. 6(a) 94 Stat 3023 amcnded Nov 8 1984
I-Pubhc Law 98 620, sec. 501(11)98 Stat 3367) TR o R

35 U S. C 208 Regulatlons govermng Federal llcensmg

. The Secretary of Commerce is authorlzed to promuigate regulatlons specifying the terms. and
. -conditions upon which any federally owned invention, other than inventions owned by the Tennessee -
. Valley Authonty, may be licensed on a'nonexclusive, partially exclusive, or exclusrve basrs

- ;. (Added Dec. 12,:1980, Public Law 96—517 sec. 6(a) 94 Stat 3024 amended Nov 8 1984
Pubhc Law 98-620, sec. 501(12), 98 Stat. 3367.) = : . i

| 35 U.S.C. 209 Restrictions on licensing of federally owned inventions. -

(@) .-+ 'No-Federal agency shall grant any license under a patent or patent application‘on a
federally owned:invention unless the ‘person requesting the license has supplied-the agency with a plan

. for development and/or marketing of the invention, except that any such plan may be treated by the =

. Federal agency as commercial and financial information obtained from a person and privileged and
confidential and not subject:to-disclosure under section 552 of Title 5 of the United States Code.:

Lo ‘(b) - - A Federal agency shall normally grant the right to use or sell:any federally owned
invention in the United States only to.a licensee that agrees that any products embodying the invention or
produced through the use of the invention will be manufactured substantially in the United States.

s .Each Federal agency may grant exclusive or partially exclusive licenses in any
mventron covered by a federally owned domestic patent or patent apphcatlon only if, after public notice
-:and opportumty for filing written objections, it is determined that: . ;

i : : ' -(A) " - theinterests of the Federal Government and the pubhc will best be .
scrved by the proposed license, in view of the applicant's intentions, plans, and ability to bring the e
invention to practical application or otherwise promote the invention's utilization by the public; -

(B)  the desired practical application has not been achieved, or is not }ikely

- expeditiously to be achieved, under any nonexclusive license which has been granted, or which may be -

granted, on the invention;




L Cel - (C) exclusive or partially exclusive licensing isa reasonable and necessary

incentive to call forth the investment of risk capital and expenditures to bring the invention to practical
applrcation or. otherwise promote the invention's utilization by the public; and

: (D). - the proposed terms and scope of exclusivity are not: greater than -
reasonabiy necessary to provide the incentive for bringing the invention to practrcal apphcatron or
otherwise promote the invention's utilization by the public.
' 2) A Federal agency shall not grant such excluswe or partially exclusive license:

" under-paragraph (1) of this subsection if it determines that the grant of such license will tend '
substantially to lessen competition or result in undue concentration in any section of the country in any
line of commerce to which the technology to be licensed relates, or.to create or mamtam other srtuatlons

inconsistent-with-the-antitrust-taws:

. +(3) . - First preference in the exclusive or partlaily exclusrve lrcensmg of federally
owned inventions shall go to small business firms submitting plans that are determined by the agency to
be within the capabilities of the firms and equally likely, if executed, to bring the mventlon to practlcal
application as any plans submitted by applicants that are not small business firms.

@ After consideration of whether the interests of the Federal Government or United States
industry-in foreign commerce will be enhanced, any Federal agency may. grant exclusive or partially
‘exclusive licenses in any invention covered by a foreign patent application or patent; after public riotice
and opportunity for filing written objections, except that a Federal agency shall not grant such exclusive
- or partially exclusive license if it determines that the grant of such license will tend substantially to
lessen competition or result in undue concentration in any section of the United States in any line of
commerce to which the technology to be licensed relates, or to create or maintain other situations
inconsistent with antitrust laws. - o : S 5 R

(e) - The Federal agency- shal] maintain a record of determmanons to grant. excluswe or.

partially exclusive licenses.
- (f) - Any grant of a license shall contain such terms and conditions as the Federal agency

determines appropriate for the protection of the interests of the Federal Government and the public,:
including provisions for the following:

(1 periodic reporting on the utilization or efforts at obtammg utilization that are
being made by the licensee with particular reference to the plan submitted: Provided That any such
information may be treated by the Federal agency-as commercial and financial information obtained
from a person and privileged and confidential and not sub}ect to drsclosure under section 552 of Title 5
of the United States Code; . - e :

. (2) - - the right of the Federal agency to terminate such license in whole orin part 1f it
determines that the ]icensee is not executing the plan submitted with its request for a license and.the -
licensee cannot otherwise demonstrate to the satisfaction of the Federal agency that'it has taken or can be
.- expected to take within a reasonable time, effective steps to achreve practlcal applicatlon of the .
invention;

: (3) - the nght of the Federa] agency to termmate such license in whole orin part if the
--hcensee is in breach of an agreement obtained pursuant to paragraph (b) of this section; and- :

4) the right of the Federal agency to terminate the license in whole or.in part if the
agency determines that such action is necessary.to meet requirements for public use specified by Federal
regulations issued after the date of the license and such requrrements are not reasonably satrsf' ed by the
hcensee : : :

. (Added_ Dec. 12, 1980, Public Law 9,6-._5_:-1 7, sec. 6(a), 94 Stat. 3024.) - -




35 U S.C 210 Precedence of chapter

L1211

( a (a) = This’ chapter shall take precedence over any other Act whlch would requlre a dlsposmon
. of rights in subject inventions of small business firms or nonprofit organizations contractors in a manner
'that is inconsistent w1th thts chapter mcludmg but not neeessarily limited to the followmg
AL (]) ;' sectlon 10(a) ofthe Act ofJune 29, 1935 as added by tltle 1 ofthe Act of —
August 14 1946 (7. U. S C. 427i(a); 60 Stat. 1085); - R :
: ; ~(2) -+ -section 205(a).of the Act of August 14 1946 (7 U S C 1624(a), 60 Stat 1090),
0 (3) sectlon 501(0) of the F ederal Mme Safety and Health Act of 1977 (30 LS. C
—951{c); §37Stat. 742), '
5 ~{4) . - section 106(c) of the Natlonal Trafﬁc and Motor Vehlcle Safety Act of ]966 (l 5
U.s C 1395(0) 80 Stat. 721); - -
(5) section 12 of the Nat1onal Sc1ence Foundatlon Act of 1950 (42 U S C 187l(a),
82 Stat.360);, - - . -
e 1 {6) sectlon 152 of the Atomlc Energy Act of 1954 (42 U S. C 2182 68 Stat. 943);
N section 305 of the National Aeronautics and Space Act of 1958 (42 U.S.C.
2457y, . '
C o7 o (8) - section 6 of the Coal Research Development Act of 1960 (30 U.s. C 666 74 .
Stat. 337); ) e
: (% section 4 of the Hellum Act Amendments of 1960 (50 U S C. 167b 74 Stat.
9220);
(10) sectlon 32 of the Arms Control and D:sarmament Act of 1961 (22 U S, C 2572, 75
©.: Stat.634);
e {11) subsectlon (e) of section 302 of the Appalachlan Reglonal Development Act of
{

1965 (40 U.S.C. App. 302(e); 79 Stat, 5);

(12) section 9 of the Federal Nonnuclear Energy Research and Development Act of 1974

(42USC 5901; 88 Stat. 1878);

(13) section 5(d) of the Consumer Product Safety Act {15-U:8.C. 2054(d); 86 Stat.

-+ (14) section 3:of the Act of April 5, 1944 (30U.S.C. 323; 58 Stat. 191); -
ATITIRY - (I5) section 8001(c)(3) of the-Solid Waste Dlsposal Act (42 U.S.C. 6981(c) 90 Stat
2829):
(16) section 219 of the Foreign Assxstance Act of 196] (22 U S. C 2179 83 Stat 806)
(17) section 427(b) of the Federal Mine Health and'Safety Act of 1977 (30°U.S.C.
937(b); 86 Stat. 155);
"~ (18) section 306(d) of the Surface Mining and Reclamation Act of 1977 (30 U.sS.C.

1226(d); 91 Stat. 455);

(19) section 21(d) of the Federal Fire Prevention and Control Act of 1974 (15 U.S.C.
2218(d); 88 Stat. 1548);

(20) section 6(b) of the Solar Photovolta:c Energy Research Development and
Demonstration Act of 1978 (42 U.S.C. 5585(b); 92 Stat. 2516);

(21) section 12 of the Native Latex Commercialization and Economic Development Act

of 1978 (7 U.S.C. 1780); 92 Stat. 2533); and

(22) section 408 of the Water Resources and Development Act of 1978 (42 U.S.C. 7879;
92 Stat. 1360).

The Act creating this chapter shall be construed to take precedence over any future Act unless
that Act specifically cites this Act and provides that it shall take precedence over this Act.




(b) Nothing in this chapter is intended to alter the effect of the laws cited in paragraph (a) of
this section or any other laws with respect to the disposition of rights in inventions made in the
' ipcrformance of fundmg agreements with persons other than nonprof t: orgamzatlons or small business
(c) Nothmg in thrs chapter is. zntended to. hm:t the authonty of agencies to agree to the
disposition of rights in inventions made in the performance of work under funding agreements with
persons other than nonprofit organizations or small business firms in accordance with the Statement of
- Government Patent Policy issued on February 18, 1983, agency regulations, or other applicable -~
regulations or to otherwise limit the authority of agencies to allow such persons to retain ownership of
mventrons, except that all fundlng agreements, mcludmg those wrth other than small- busmess ﬁrms and

- 203 of this tltle Any drsposrtlon of rights in inventions’ made in- accordance w1th the Statcrnent or
 implementing regulations, 1nclud1ng any dlSpOSltlon occumng before enactment of this section, are -
hereby authorized. - :
(d) Nothing in this chapter shail be construed to the require thc dlsclosure of intelligence
sources or methods or to otherwise affect the authority:granted to the Director of Central Intelligence by
statute or Executive order for the protection of intelligence sources or methods.

" (Subsection (¢) amended Nov. 8,1984, Public Law'98-620, sec. 501(13), 98 Stat. 3367.)
(Subsectlon (d) added Dec 12,1980, Pubhc Law 96-517 sec. 6(a) 94 Stat, 3026 )

35 U.S. C. 211 Re]atlonshlp to antltrust laws.

Nothmg in thls chapter shall be dccrned to convey to any person lmmumty from civil or criminal
liability, or create any defenses to-actions, under-any antitrust law : -

{Added Dec.12, 1980, Publi¢:Law 96-517, sec.-6(a), 94 Stat 3027)

--35 U.S.C. 212 Disposition of rights in educational. awards

No scholarship, fellowship, training grant, or other funding: agreement made by a Federal agency
primarily to an awardee for educational purposes will contain any provision giving the Federal agency

- any nghts to mventlons made by the awardee

(Added Nov 8 1984, Pubhc Law 98- 620 .sec. 501(14) 98 Stat 3368)
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The U.S. Patent & Trademark Office (USPTO): http://www. uspto gov

The World Inteliectual Property Or gamzatlon (WIPO) hﬁp //www w1po org/eng/mdex htm “
The Software Patent Instltute (SPI) http //www spi. org/ | o o '

Directory of World Patent Ofﬁces http //www 1p lawnt comhplmks html "

g Patent Search Sites

IBM s Patent Server: http://www.patents.ibm:com/ibm. html
USPTO’s Patent Search Site: http://patents.uspto. gov/access/search-bool html

Community of Science’s U.S. Patent Search Site: hitp://patents.cos.com/cgi-bin/search.main

‘Special Internet Launch Pad

1700+ Online Publishers: http://www.hku.hk/Internet/1700Pub.htm!




Trademark Search Site

. USPTO’s Trademark Database Search Site: http://www.uspto.gov/tmdb/index. html -

" Domain Name Search Site

Network Solutions, Inc.: http://www.networksolutions.com

Trade Secret Sites

PN

* 'R. Mark Halligan’s Trade Secrets Home Page: http://www.execpc.com/~mhallign/

The Trade Secret Home Page: http://seamless.com/trade/index.html

' _"Un_iversity Technology Transfer Web Sites

Association of University Technology Managers’ Home Page: http://www.autm.net
WARF Home Page: http://www.wisc.edu/warf/

University of Texas at Austin’é Office of General Counsel IP Home Page:

hittp://www.utsystem.edu/OGC/Intellectual Property/index.htm

General Legal Research Sites

| CAFC Home page: http://www;fedcir.gov

Cornell Law School’s Legal Information Institute: http:www.law.cornell.edu

" Hieros Gamos: http://www.hg.org/hg.html

Courts on Line: hﬁp://www.lega]on]ine.com/courts-'.htm

Meta-Index for US Legal Research: http://gsulaw.gsu.edu/metaindex/

Law Guru: http://www.lawguru.com/index.html
WWW Virtual Law Library: http://www.]law.indiana.edu/law/v-lib/lawindex.htm]

FindLaw: http://lawcrawler.findlaw.com

- ABA Law Links: http://www.abanet.org/lawlink/home.html o







