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Biography

Mark G. Bloom, Esq. is Associate General Counsel and Chief Intellectual Property

Counsel for The Cleveland Clinic Foundation (CCF).

Mr. Bloom received a Bachelor of Science Degree in Microbiology/Biochemistry
from the Ohio State University and a Jutis Doctor from Franklin Pierce Law Center.

- 'While at Franklin Pierce, he served as an Issue Editor of IDE.A: The Journal of Law and

Technology. Mr. Bloom is a member of four state bars and numerous federal courts
and professional organizations and is registered to practice before the United States
Patent and Trademark Office. Before attending law school, Mt. Bloom worked in
sales and matketing for the pharmaceutical, medical device, and medical diagnostic
software industries. After receiving his law degree, Mt. Bloom served as patent
counsel for the Roswell Park Cancer Institute and as a marketing and legal consultant
for Harvard Medical School’s Funds for Discovery Program (a seed fund for biotech start-
ups). Immediately ptior to joining CCF, Mr. Bloom was employed as a Licensing
Officer and Patent Counsel for the Wisconsin Aluinini Research Foundation (WARF).

Mr. Bloom btings mote than eighteen years of corporate sales, marketing, and
intellectual property law and management expetience to CCF where his myriad
responsibilities include overseeing the invention patenting process, facilitating -
industrially-sponsored research, out-licensing of CCF technologies, and serving as
Special Counsel to The Cleveland Clinic Press. \

~ The Cleveland Clinic Foundation, founded in 1921, integrates clinical and hospital

care with research and education in a ptivate, not-for-profit group practice. Itis
consistently ranked in the top four hospitals in America. Approximately 1,100 full-
time salatied physicians at The Cleveland Clinic and Cleveland Clinic Florida
represent more than 100 medical specialties and subspecialties. In 2002, there were
mote than 2.2 million outpatient visits to The Cleveland Clinic. Patients came for
treatment from every state and from more than 80 countries. There were neatly
52,000 hospital admissions to The Cleveland Clinic in 2002. The Cleveland Clinic

website address is www.clevelandclinic.org.







MARK BLOOM’S FAVORITES QUOTES
WHAT IS A WORD?

“A word is not a crystal, transparent and unchanged; it is the skin of a living thought
and may vaty greatly in color and content accordmg to the circumstances and time in
which it is used.”

= Obiver Wendell Holmes, Jr.
WHY SHOULD WE PROTECT INTELLECTUAL PROPERTY RIGHTS?

“When we come to weigh the rights of the several soxts 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 cleatly seen that

intellectual property is, after all, the only absolute possession in the world...

- The person who brings out of the nothingness some child of their thought has rights
therein which cannot belong to any other sort of propetty...

An inventor or author of a book ot other contrivance of thought holds their property, as a
. god holds it, by tight of creation...

- Whatever tends to lower the protection given to intellectual propetty is so much taken
from the forces that have been active in securing the advances of society during the last
centuries.”
Professor Nathaniel Shaler
. FREE TRADE IN IDEAS

' “The ultimate good is better reached by free trade in ideas. The best test of truth is the
power of the thought to get itself accepted in the competition of the market.”

Oliver Wendell Holmes, ]r.
TRANSPLANTATION OF IDEAS

“Many 1deas grow better when transplanted into another mind than in the one where they
sprang up.”

Oliver Wendell Holmes, Jr.
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~ Non-Profit Organization Licensing:
: - Agreement Basics

Franklm Plerce Law Center
Twelfth Annual Advanced Licensing Institute . . ..

e CueveLam cuew:

MarkGB]oom’Esq SR [

TR Craverann C1eac S

Genesis of NPO TT

#Prior to 1968: Section 8.2(b) Petition for Greater
Rights (case-by-case basis).

#1968-1980: Institutional Patent Agreement
(IPAs) negotiated by Univ. of CA, WARGF,
‘Battelle Institute, Jowa State, and Research Corp.

¢ 1981 to present: University and Small Business

Patent Procedure Act (P.L. 96- 517) the “Bayh-

Dole Act of 1980,
July 14,2003 Advenced Licensing Loniate. 2
THE CLEVELAND CLING u
NPO TT Metncs for FY2001
‘14,058 New Licenses (down 7% from '~ #13,569 Invention ~
FY2000). Disclosures Reported (up
9,707 Licenses/Options Yielding - 527 from F¥2000).
Income (up 7% from FY2000) 46,812 New US Patcnt
e . Applications Filed (up 6 9%
+$1.071 Billion in AGI from Royalties 20003 .
and Optiozs. from FY2000).
0494 New Compames Formed éi;iz‘lvghsmf sucd

#3,870 New Compames Formed Since
1980 (2514 still alive at 19NPOs). g1 ooy bLAeS [sed

Taly 14,2003 Advaaced Licensing Instiowe 3




|- ¢TTO resources vary tremendously.

TR CLIVRLANG CLINK: u

“NPOs are All Différent =~
- #Politics are very much alive and well!
#Faculty versus Administration controlled.
*TTO separate legal ennty versus internal.

¢TTO control over faculty varies from a lot
to practically none.

Tuly t4,2003 Advanoed Liconstg basihe +

TRE CLEVRIAND (e u
Most Important TT Issues
¢ Maintenance of *Academic Freedom,™also
known as the “Freedom—to-Pubhsh »
#Proper attribution. '

. #Equitable recognition of NPQ’s role-in the - -
development of a technology.
¢Equitable sharing of revenue generated by
_commercial exploitation of technology.

Tuly |4, 2003 Advanced Liceasing Jastime 5

Licensee Due Diligence (1)
“#Has the NPO filed patent applications
in all of the relevant markets for the -
technology"

- —domestic vs, foreign rights -~ - -

_—filing costs are an issue at many
NPOs

Tuly M, 2003 Advanced Lcensing Inaitue &
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" e Have the NPO 'invéntofté)’ ‘pub'lis'hed |
~theirideas prior to the filing of - o
| appropriate patent applications?- - - -

Tt CraviiAnT CLac “

“Licensee Due Diligence (2)

-If yes, how long ago?

Raly 14,2008 Advanced Licening Inatltule 7

-4 Has a validity-analysis been conducted -

~|--likely to issue? . .. ...

THE QJ’:\‘BI‘AND Criac “

‘Licensee Due Diligence (3)

to determine whether the patents that
‘Have been applied for by the NPO are

-pre—ﬁlmg by NPO
—pre—agreement by Licensee

July 14,2003 Advanced Licensing Lnalitule &

Tie CusveLane cunc

* Licensee Due Diligence 4)

- #Is the technology properly the subject of

_patent protection, or are there other forms of
P protection that would be more
_appropriate?
—trade secret, copynght PVPA or plant
patent... :

July 14,2003 Advarioed Licensing insieare 9




THE Crnvirase Coree:
" Licensee Due Diligence (5)
~#Have all of the inventor(s)and ~ "

mstxtutmn(s) involved assigned all of their
respectwe rights to the technology'?

—Inter-Institutional Agrecmcnts (lIAs)
" —deal only with the lead Institution

Fuly 14,2003 Advanced Liceating Instituln 0

Trr Crevizann Cixoc: G
Licensee Due Diligence (6)

+Does the practice of the technology require
access to materials or informationnot -
covered by the license?
...—biological -mater-xals R

—software

~know-how and/or show-how

Tuty 14,2003 Advanced Licerting Inttifule it

’I'HBCLBVBI..ANDCLM“

'Licensee Due Diligence (7)

~¢Will the licensee exploit the technology in
4 combination with other technoiogles, and
“how will that affect the distribution of
royalties (i.e., royalty “stacking™)? .
—ask for ability to sue infringers

- —reduction in royalties if patent does not
issue

Nuly 14,2003 Advanced Lioeasing Institule ]




TR CLEVELAND CriNg u

Licensee Due Diligence (8)

#Besides a consulting arrangement or NPO-based .

royalty-sharing policies, are there other financial ... .| . .. ...

Jincentives a licensee can offer an inventor?
—equity stake

_stock opiions . e
—be aware of conflict-of-interest (“COT”) issues!
~fixed or anmual fees aré 4 better choice for
compensation than variable payments

Faly 14, 2003 Advanoed Licensing Institute 3

T Crevizann Crarac: S
‘Licensee Due Diligence (9)

“#Have the IP policies, SR guidelines, COI
|. policies, etc., of the NPO been obtained and
reviewed by licensee’s counsel?

- ~—request copies from the NPO
| —usethe Infernet!
Ry 14,2003 Advanped Licesaing Estinite "

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 NFO to a contractual arrangement?
. ~ask if a person has signatory authority (SA)
__—assume that the faculty member does not have
SA!l

Joly 14,7003 Advanced Licensing instdtute (L]




THE Craverann Cunc i
Types of Available IP

~#Patentable subject matter. "~

{. #Copyrightable subject matter (usually

software).

¢Kn0w-how(knowledge)andshuw—how

(techniques).
~ “Tangible Research Property” — unpatented
biological materials.

iy 14,2000 Advanced Licesing Institute 11

- “Prr CimvitLann Criac: S
~ Most Common NPO TT Agreements
QSponsofedhk'eséérch Agréemen'ts.'_ -
#Clinical Trial Agreements.
#Material Transfer Agreements.
e¢Fee-for-Service Agreements.
~#Consulting-Agreements.
_ #Confidentiality Agreements.

uly 14,2003 Addvancsd Lcensing insliute 1

THE CLEVELAND CLINIG “
~ Sponsored Research Agreements
~eNature of the Agreement — “basic” or

“directed”. L
#+Treatment of IP developed during research

-usually the basis for most of the negotiation
between the parties.

+Confidentiality issues and post-termination
cost issues run a close second,

Jaly 14, 2003 Advenced Licensing Innihae 18




‘Tra Cravaann Cunac “

“Clinical Trial Agreements -

¢ The “phase” of the trial usually determines
whether or not new IP is likely to be
developed. . e

. #More akin to.a fee-for-semce arrangement. .
than “true” sponsored research.

. #Data ownership/publication rights and
patient confidentiality issues are of
paramount concern.

Ky 14,2001 Advincot Licensing Instluie [E

TH CLEvALAND Clne: i

- Materials .Transfer Agreements

+Academic licensee versus industry licensee.
" &Use of the UBMTA encourdged for =
__academic requesters.

#“Reach- through” IP clauses a are the most
- contentious issue-with industry.. -

July 14,2000 Advanced Licenalng lnstitute EY

Tz CraveLano cunc JiE

‘Fee-for-Service Agreemént's '

#Production of test data for sponsor.

. #Usually, NPO does not request IP rights. . .

+Publication rights are requested.

July 14, 2003 Advanced Licenalng Instinge 2




Trr Crovaang Craac “
'Consulting Agreements
" #Nearly all consulting arrangements have 2
| requirement to assign all IP created pursuant
to the consultancy to the sponsor.

_*Requirement to assign IP may conflict with
consultant’s duties to their NPO.

Tuly 14, 2003 Advanced Liceaalng Lastitale 2

Tem Cusviavg Curar: S
' Non-Disclosure Agreements

' #Academic party versus industry party.
#+“Cracker Jack” phenomenon biggest -
problem.

#Length of term and duties attendant to

| identify what is to be deemed confidential

are usually the key issues.

Lty 14,2000 Advanoed Liceauing bstitule 0

‘I‘rmﬂlmm&m“

Invéntorship at an NPO

| #“An author does not necessarily an irventor make!”

Mark Bloom

Huly 14,2003 Advanced Licenslng Enailin )




Tom Cuvaiane Cvc i

- - ‘Public Disclosures at an NPO

# A premature “public disclosure” can havea -
materially adverse effect on one’s ability to

‘fobtain patent protection for an invention,

+“Premature” means ‘any time before a patent
application is filed.

July 14,2001 Advanced Licenalng Enstlnie Eo]

Toes Crevisasn Cvc JE

“IP Due Diligence (1)

- #If possible, research agreements should be - -
reviewed on a case-by-case basis, with IP

“disposition being guided by the researchto ™

be performed per se. -
+Master or template research agreements

..might be useful, but they are usually not.. . _ - -

overly so (and may even be damaging).

Tuly 14,2003 Addvanced Lioensing Instiie 2%

vaumam“

IP Due Diligence (Z)

+How vigorously you contest a sponsor’s IP
clause should, in no small part, depend upon the

nature of the research-work that is to be performed.
eLikelihood of valuable IP being developed is

high —negotiate very vigorously. '
#Likelihood of valuable IP being developed is low

~ negotiate much less vigorously or not at all.

July 14,2003 Advanced Licensing bnslitute n




THR CLuvELAKD GG “

IP Rules of Thumb (1)

" | #Basic research provides more IP opportunities

__|than clinical research.. oo oo i )
| Ry A28 Advaacod Lioensing Iniiuio 2
IP Rules of Thumb (2)

OEarly-stage chmcal tnal research prowdes
" more IP opportunities than later-stage
clinical trial research. -
#The same could be said- about “cI1mcal”
.research in general. -

Ry 14,2001 Advraed Liccasing Institule ]

IP Rules of Thumb (3)

OSmce “new uses” for “old” drugs can be
“very valuable, consider the likelihood of their -
creation in a clinical trial and, if appropriate,
"'do not give up rights to them in the clinical
_trial agreement. _ .

0Rev1ew the clinical trlal protocol'

Ty 14,2003 Advance Lictstting Iantinute 30
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Tum Cuuvaran e i

IP Rules of Thumb (4)

*“Fee-for-service” projects provide fewer or

- no IP opportunities as compared to basic S T—
~research.or.clinical research, . oo et

Tuly 14,2003 Advancot Licenting Institute 3l

" TP Rules of Thumb (5)

+Compromise positions on the ownership,
~protection, and commercialization of IP rights

and the responsibilities attendant thereto are

1 always available,
Juky 14, 2003 Advancsd Licning Eastitule »
Important IP Guide Post (1)

#If you are producing the research
- agreement at issue, you will, of course, have
more initial control over the IP terms.

#Volunteer to draft the research agreement if
the option to do so is available.

July b4, 2003 " Mdvarwed Licensing brcitute i
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e Cumvang Curec: S

" Important IP Guidé Post (2)

| #Is the allocation of IP ownership iﬁ'acddrdance
. |with U.S. Patent Law? . ... oo

Tuly 14,2060 Advaneed Licenalng Insicute 2]

Trr Cvirano Coac: i
Patent Ownership Position
+U.S. Patent Law basically says that “if you
~invent it, you-own'it, if the sponsor inventsit,
the sponsor owns it, and if you and the
sponsor invent it (joint inventorship), then
_you and the sponsor own it.” '

Jaly 14,2003 Advanoed Licensing bnslhule 35

Tue Cunverarno Criac iR

Important IP Guide Post 3)

‘#Does the IP clause grant the sponsor (i) an
-outright license or (ii) a first right to
negotiate a royalty-bearing license to
" commercialize new inventions? =~

Iuly 14,2003 Advanced Licemalng Inuthate %
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THE CLRvISLANG Cranar: “
TP License Optidn'"Récbmmendatidns ‘

¢ An outright license grant is usually not
.appropriate in a basic research agreement.

 #You should offer a first negotlatmn nght o
(to obtain a license).

~#The negotiation is to be completed within a_
set period of time, e.g., 6 months.

Juty 14,2000 Advsced Lioensing Instirots il

.. Tax-exempt Status.Issues - -

|eUse of tax-exempt, municipal bond-financed

facilities for the conduct of research:

...~ No pre-assignment of future IP.(licenses -

_ only);

i~ No royalty-free commercnal userightsto =

future IP; and

".No pre-cstabhshment of value of future IP

(must be FMV at the time of license). -

July 14, 2003 Avdvanced Licensing Enstiuic ]

mcgmmmm“

" Tax-exempt Status Issues =~
¢ The Private Inurement/Private Use Equation_

#The Bayh-Dole Act “Paradox™ -

July 14, 2003 Advasced Licenting Inuitcte E

13




Tre Cumvmann Cusac: B

#The IP license should be royalty-bearing,
“| -and, in most every case, exclusive. =~ "

July 14, 2003 Advanced Liceralng bnatltuic 0

v CreveLasn Caac Ji

| Negotiation Period Recommendations

" #Periods in the range of 90 to 180 days are

typical for the negotiation of the license.
+Longer periods are acceptable on a case-

“by-case basis, guided by reasonable business
_ judg;nen_t. :

Juty 14, 2003 Advanced Lcenalng Instinuie : 4

This Cvenare cmc i

Patent Costs Recommendation
" #I'would strongly recommend that you make
the right to negotiate (a license) contingent
* upon the sponsor’s payment (or
reimbursement) of all patent costs associated
with protecting the relevant invention. Of
course, there should be other consideration
flowing back to the NPO as weil!

July 14, 2003 Adviscod Liceosing [salmle «°
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‘ Thm CumviLang Cuac i
- “Ancillary” Requirements
Recommendations

_eLicense égreeﬁlchté should aiways have
. strong progress reporting, auditing, and

termination provisions.

" #Reasonablé development milestones should
 also be seriously considered. L
+“Most-Tavored-licensee” clauses should be

..avoided. .- -
oy Advancod Moensing bsitute 8
THe CuveLAne Cunac i
- Favorite Sample MFL Clause
~#8ee Handout
Suly 14,2000 Advanond Licensing tastinte “
Tem CLuvELAND CLNC “

Key Cases - Singeretal. v. UC "'

e Substituted 2 cdﬁrt’s judgment s to
-“market reasonableness” of license terms in -
place of good-faith negotiation of the

" relevant technology transfer officials.

_ #Legal “second-guessing” always an option
for dissatisfied academic inventors.

Tuly 14,2000 Advanced Licenaing nstitula ! 45
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Tr Comvaran Cune [

{Key Cases ~ Madey v. Duke University
.| # Arguably eliminated the “expetimental use ...
defense” to patent infringement.

#Forever altered the landscape for academic
.|technology transfer. .

¢ Will likely open the lltlgatlon ﬂoodgates |

|(NPOs will need a lot more IP litigation
counseling).

July |4, 3003 Advanced Lipensing Insiliule %

Tum Cuaviiano cunc I

Key Cases — OddzOn Products

| #Resulted in the hindrance of the flow of .
information between research collaborators.

- non-public information and no common
“lownérship of the information.

iIC Proposed “Collaborative Research Promouon
Act of 2003” — potential congressional fix.

Tuly b4, 2003 . Advanced Liscraing Tstinse 47

| #Section 102(f) or (g) in view of Section 103(c)’

_ Trm CLeverAno Curec B
Key Cases — Florida Prepaid Cases
$#US Supreme Court ruled that state agencies
{cannot be sued in federal court for patent,
trademark (or copynght) mfnngement

against suit of states agenmes

Juty 14, 2000 Advanerd Liseising Lnsiitule 48

#Re-enforced Eleventh Amendment 1mmumty

16




e CLvaLann Cuvc S
Key Cases — Hypotheticals

+Would Madey have been decided
differently if the non-profit entity was UNC-
Chapel Hill (a state university), rather than

#Is Madey in conflict with the Florida
Prepaid cases?

July 14,2003 Advanced Licensing Instituto &

THE CLEVELANG CLING “

- Final Comments

#The commercialization of IP rights can be
a valuable source of additional revenue for
A..an NPO, However, like a tree, IP must be
protected and nurtured to “bear fruit.”

July I4, 2003 Advaneed Lictming tastitulc 5

mmmmmma

More Information/Feedback

Mark G. Bloom
216.445.4010

bloomm@ccf.org

Copyright @ 2003 Mark G, Bloom, Esq, and The Cleveland Clinic Foundation
All Rights Reserved.

uly 14, 7003 Advanood Lictauing Istitale oo
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Sample “Most Favored Licensee” Clause

“4.2. CCF shall negotiate in good faith exclusively with COMPANY X for a period
of up to six- (6) months for the acquisition of such license under or other rights to
(including outright acquisition of ownership of) each Invention by COMPANY X. If
the parties are unable to agree on the terms of such acquisition, and CCF receives a

COMPANY X prompt notice of such third party offer including the identity of the
offeror and all material terms of the offer, and COMPANY X shall have a right of
first refusal for a period of ninety- (90) days thereafter or such shorter period as the
offer is open to acquire such rights in the same term as are set forth in the notice. If
COMPANY X fails to make such acquisition within that period, CCF thereupon shall
have a period of one hundred and twenty- (120) days within which to reach 2

- definitive agreement with the identified offetor for such acquisition on terms not
materially more favorable to the offeror than those specified in the notice to
COMPANY X, failing which CCF shall give COMPANY X prompt notice of such
failure and COMPANY X’s right of first refusal shall be reinstated and the
‘subsequent provisions of this Section 4.2 shall reapply, ad infinitum.”

COMPANY X’s attorney’s response to my objection to the inclusion of a MFL clause
in the subject Sponsored Research Agreement: |

“It seems that CCF’s attorney has misinterpreted the provisions of Section 4.2. Thete
is no call for a most favored licensee arrangement, or anything else along the lines the
attorney is questioning - CCE’s attorney should consider attending a few more CLE
seminars to stay current on such matters. It should be understood that Company X
has a vested interest in the technology. with all of the investigators/institutions that it
enters into sponsorship of research. CCF has the best of all worlds with this
arrangement. If it cannot reach agreement with Company X, it has the oppotrtunity to -
- reach agteement with a third party. ‘The third party’s offer establishes the value of the
technology, assuming that Company X hasn’t made a better offer in the previous
negotiations with CCF.”







Case and Statutory Citations

Case Citations

No. 950381 (Cal Superior Court for the C1ty and County of San Francisco 1996)

4OUSPQ2d1035

Slngf_:r et al v, The Reggnts of me Umversn_g[ of California
No A076331 (Cal App. 1 D1st 1997) (unpubhshed)

| Smggr et al v, The Regents of the Umversn_:g of Cahform L
No. 5066620 (Cal. Supreme Court 1998) - e
Petition for Review Denied |

- Madey v. Duke Universitg
| 307 E: 3d 1351 (Fed C1r 2002)

ddzOn Products Inc v. Just To S Inc- LlS 0, Inc and S ‘auldm and Evenﬂo_
122 F. 3d 1396 (Fed. Cu: 1997) R L U U ST TR RTy

Elorida Prepaid Postsecondgg( Edugatlon Exnense Board v, Coll_ege Sav1ng§ Bank
527 U.S. 627 (1999) (The Court ruled that the Patent Remedy Act violated the

Eleventh and Fourteenth Amendments of the U.S: Constitution and thereby affirmed
the Third Circuit holding that College Savings Bank’s patent mfnngement clalms were
barred by Eleventh Amendment immumty) : :

527 U.8.666 (1 999) (I' he Court afﬁrmed the Third Circult dec131on holdmg that
College Savings Bank’s Lanham Act (trademark infringement) claims were batred by .
Eleventh Amendment nnmumty )

‘?NB The Eleventh Amendment genera]ly prov1des that state governments cannot be’
sued in federal court by the citizens of another state. The Fourteenth Amendment -
empowers Congtess to deter or remedy Constitutional violations. Accordmgly,
Congress can authorize actions against state governments in federal courts as an-
exercise of its remedial powers under Section 5 of the Fourteenth Amendment.




Statutory Citations
35 U.S.C. Section 102 states that:
s A person shall be ent1tled toa patent unless :

(a) the invention was known or used by others in thls country, or. patented

~.ot.described in a printed publication in this or a forelgn country, before the invention . |

thereof by the applicant for patent, or

| (b) the invention was patented or deseﬁbed 1n a printed pub]icaﬁon in this |
ora forelgn country or in public use or on sale in this country, more than one- (1)
year ptiot to the date of the application for patent in the: Umted States ot

(c  the applicant for patent has abandoned the 1 1nventlon, or

(d) the invention was first patented ot caused to be patented, or was the
subject of an inventor’s certificate, by the applicant or their legal representatives or
assigns in a foreign countty ptiot to the date of the application for patent in this- ;
country on an application for patent or inventor’s certificate filed more than twelve- -
(12) months before the ﬁhng of the apphcatlon in the Unlted States, or

| () the invention was descnbedm ST

: (1) -an apphcation for patent, pubhshed undet Secuon 122(b) by 5
another ﬁled in the United States before the invention by the applicant for patent, . -
except that an international application filed under the treaty defined in Section 351(a)
shall have the effect-under this subsection of a national application published under "
Section 122(b) only if the international apphcatlon designating the United States was.
published under Article 21(2)(a). of such treaty in the Enghsh language, or :

(2)  apatent granted on an apphcat.ton for patent by another ﬁled in
the United States before the invention by the applicant for patent; except that a patent
shall not be deemed filed in the United States for the purposes of this subsection -
~ based on the ﬂlmg of an international apphcatlon filed under the treaty definedin -
Section 351 (a) ot : P TR e

(t) the apphcant for patent de not invent the sub]ect matter sought tobe
patented, or '




®

(1)  duting the course of an interference conducted under Section 135
ot Section 291, another inventor involved thetein establishes, to the extent permitted
in Section 104, that before such person’s invention thereof the invention was made by
such other inventor and not abandoned, supptessed, or concealed, or -

this country by another inventor who had not abandoned, suppressed, or concealed it.
In determining ptiority of invention under this subsection, thete shall be considered
not only the respective dates of conception and reduction to practice of the invention,
- but also the reasonable diligence of one who was first to conceive and last to reduce
to practice, from a time ptior to conception by the other.”

35 U.S.C. Section 103(c) states that:

“Subject matter developed by another person, which qualifies as prior art only
under one ot more of subsections (e), (), and (g) of Section 102 of this title, shall not
preclude patentability under this section where the subject matter and the claimed
invention were, at the time the invention was made, owned by the same person or

" subject to an obligation of assignment to the same petson.”







MARK BLOOM’S FAVORITE INTELLECTUAL PROPERTY WEB SITES .

eneral Intellectual Pr. eb Sites (Gr Pomts!
Franklin Pierce Law Centet’s IP Mall: www. 1pmall.fplc edu
Jeff Kuestet’s Technology Law Resource Page: www.kuesterlaw.com

The U.S. House of Representatives’ Internet Law Libraty: www.lawguru.com/ilawlib/index html =+

opyti ites
The U.S. Copyright Office: //lcweb.loc.gov/copyright
The Copyright Web Site: www.benedict.com

Association of Research Libraries’ Copyright & TP Resources Page: =
/ /atl.eniorg/scomm/ copyright/copytight html

Stanford’s Copyright & Fair Use Home Page: //faituse.stanford.edu

Law Gitl: www.lawgitl.com

e The Electronic Frontier Foundation Home Page: www.eff.org

Copyright Management Center of Indiang ?Upivg;sitnyg;dge Umversxty Indlanapohs wwwcopynghtmpmedu

- Multimedia Law and Information Web Sites
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- I Introduction .
Activities reported in the first three years of the New Millennium indicate that the field of University
Technology Transfer (“UTT™) is entering what may be deemed its Golden Age. - The number of . -

: tec__:hnolqu disclosures, patent app.li_ca‘ll:ﬁons filed, patents issued, ,.t‘echnolggy‘.lic;nses signed,-and.new

..company start-ups created, are still increasing over prior years, with. no signs.of abatement, i

However, the best way to-gauge how far UTT will truly gd in the future is to first review UTT’s past
and present, ..

II. . Prologue

Appropriate to the basic research function at universities; it is suggested that the loom for weaving
into a substantive fabric the wisdom detived from the conduct of research lies in the enlightened ..~
coopetation .be_t_‘wggn the universities, industry. and the federal government which, through voluntary
-acts and legislative initiatives, has permitted and co'ni;in_qes‘ to petmit the transfer of that wisdom to.
the public for its use and benefit.

III.. . Technology Transfer Defined - :

The concept of t_cchnolqu transfer—the transfer of the resuits:.of -xé_s_earch. from univetsities to the
commercial sector - is said to have had its origins in a report made to then:President Harry Truman
mn 1945 by __D_t.__Vannevar-Bufsh’ entitled “Science - The Endless Frontier.” Having witnessed-the -
importance of _upivcrsity research to the national defense for its role in the successful Manhattan

Project, Dr. Bush projected that experience to recognize the value of university research as a VCil_iCle_ .
for,cnhanéing the economy by increasing the pool of knowledgc for use by industry through the -
support of basic science by the federal government. The report sﬁmd#ted substantial and o

increasing funding of research by the _federa.'{.: government leading to the establishment of several

tcseatch-ptiented governmentzi_l agencies, eg. the National Institutes of I-_I_e.glth, the National Science




Foundation, the office of Naval Reseatch, and, ultimately, to the acceptance of the funding of basic
research as a vital activity of the federal government.

Long befote the Vannevar Bush concept, but absent federal suppott in their research endeavors, the
universities have been engagc‘dih. trhe‘.transfer of theftechﬂolog'y', 'aitho‘tighthzt# specific term may not

have been applied to their activities. -~

‘Their greatest technology transfer efforts have probably been expended in préparing paperson
research results for publication in scientific journals. Another area involves the activities of the
" Extension S@ces, patticularly the Agricultural Extension Sefvices; which communicates’a great =
variety of useful information; hgelY‘ technical, but also in social and economic fields, to many uée::‘s,
both rural and urban. -

‘Aniother area of communication of information lies in the continuing ‘education programs; e.g. in’
ﬁw,'- medicine, pharmacy, engineering, to keeppré)fessiorials in those fields abféa_st of the latest -
developments.

Technical consultantships provide technology transfer in both directions—thie-consultant imparté ‘
information to-whomever is engaging them while the consultant, in turn, can expect some ™ -~
professional eatichment from that activity. -

Still another trieans for transferring technology is by making a tangible product of tesearch available
to others with or without a view towatd commetcialization. For example, seedling plants for
:pro;’raagation by others, approptiate fragments of tissue for tissue culture, cell lines, hybridomas, and.
Ittansg'enic sseeds ot animals as well as mechanical ot electronic prototypesand ‘compﬁter software
progtams. © i |

Thus, technology transfer occuts in faany ways = through the simple spoken word, through the -
physical transfer of a tangible product of research, through the'hiring.of students ot faculty

consultants, or through the relative complexity of an intellectual property-licensing progtam.




- research may manifest such ownership. -

' Although all of these forms of technology transfer have been and ate being ‘fiiactiéed today the

focus of this paper is upon the transfer of technology 2s répfeéenfed' by the transfer of a prdp'értyz‘

right as the result of ownership of the intellectual property genetated during the conduct of reseatch.

* Patents, copyrights, tradernatks, trade secrets ‘6f"a""pr'oprié't§ty:ﬁélittiﬁ t‘ri‘e tangible pr'od.dé‘ts' of

IV, Intellectual Property

A. Constitutional Basis

"As we all know, the Citﬁ“istitﬁﬁor’fwﬁs drafted in the context of a struggle with a government that had

““abused its obligations to deferd the tights of its citizens. 1t was no accident, therefore, that the

salient portion of the Constitution dafted for the putpose of protectifig jroﬁf libettics, the Fifth

"Amcndme_nt, made the Government the s'etirénfﬁﬁd‘pratéctbr and not the master of yout individual

nghts The Fifth Amendment of the Bill of Rights provides that:
" “No person shall....be deptived of life, liberty, or propetty, without due ~
'i}r'c')Ceé's‘ of law; nor shall pri{rate ﬁropetty' be taken 'fpf'pﬁf)li&:}'_‘iisé'ﬁ%i'théu't juéi e
' compensation.”
Thus, the Fifth Amendment provides generic protection for indjvidual’ propetty. Since there is litdle

doub that the term “property” a5 used in the Fifth Amendment includes intelectual property, it

“would seem that the protection afforded the individual by that amiendment would be adequate. Yet,

the framers of the Constitution felt compelled to be even fﬂb}:é;iﬁlicit about intellectual property
and provided the following language in Article I, Section VIIL ~
" ““The Congess shéﬂ"ﬁg{félpéxkrér - poforﬁbte the Prog"'réss"of Scienceand
useful atts, by securing for limited “Times to Authors and Inventors the ™ = |
exclusive Right to their respective Writings and Discoveries.”

Why this special handling of intellectual property?




Thete was no tecorded debate m the Constitutional Convention on September 5;.1787, when Article
I, Section VIII, was presented and it was approved unanimously. That intellectual property, the. .
. products of the mind, should prospectively receive legal protection, even from a centralized

' Govemmgr_;t_ to bg f_oq_r_;e_,d, wgsr'g:p_ﬁpciplg upon, which no one disagreed.© . .- - .

—The-power given undes this-clause-is not general. Hence, it expressly appears that Congress is not

émpoweted by the Constitution to pass laws for the benefit of .prote.cti_gp .of authors and inventors
except 2s 2 means to “promote the Progtess of Science and useful arts.”
(... Unde this specific power the present patent statute, Title 35 of the United States Code, (35 USC)
was enacted. Tt s sigaifican that the face of the patent document contains the following statement;

o . these Letters Patent ate to grant .ui}_tp_ﬂxe__ said claimant(s).. .the right to . .- |

.. exclude others from making, using, or selling the said invention thronghout, .

the United States.”

and that 35 U.S.C. 261 characterizes th.tsnght to exclude as a property right. The technology
transfer function is in great patt based upon the recognition of and the specific provision _for that
very special property right.
. B. Natwe of University Research . .
Duting the prevalence of the “Tvory Tower” concept of universities and the research that was
. cartied out in them, litle thought o impetus was given to the transfer of the results of that reseatch
to the public other than through the sccepted and acceptable soute of sclentific publication., In fact,
under that “Ivory Tower” concept, a researcher who accepted a cotporate subsidy aroused the
suspicion among his colleagues that he had been diverted from their basic tesearch and had become.

-a tool of vested interests. They had accepted “mi;ltg(_i~mo;iey.ff

e




- When, in 1924, it was suggested at the University of Wisconsin-Madison that a plan be developed to
make use of patentable inventions generated by faculty members which would: <
1.. . protect the individual taking out the patent;

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

~3iroo--bring-financial-help-to-the -University to-further-its-tesearch-cffort; -+
the putists quickly applied the “tainted money” theory to the'plan: Tt was feared that any such - -

- atrangement would divert the scientist from basic research to work only on those ideas which -
appeated to have commercial potential. ‘In other words, thetresearc;.h function would no-longer be.
driven by the seeking of new knowledge but by the dollar-driven need to solve current problems in

“the real world, even to the development of producté and processes to market-teady condition. -

The fears propounded by the putists then, 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
i;university reseatchers toward applied fesearch tied directly to actual product development. Not-was
<there any obsetvable change in:the résea;tch scientists™ ati:itt}de. In fact, University research then, -
even as noxir, remained essentially basic in chatacter. - - -
The generation of inventions is almost never the main objective of basic reseatch. If inventions do
flow from that research activity, it is a largely fortuitous happening that takes place because the' -
: researcher, ot pethaps, an associate, has the ability to see some special relationship between their -
scholarly wotk product and the public need. Itis from the recognition of this connection, which -
can convert a discovety ot invention into patentable:invention, that innovation arises. ©"~ . <.
It was not too many years ago that there was little appreciation of the value of intellectual property.
generated dufing the é:o.urse of research being conducted on the university campus ot 6f the value of
that intellectual property to the university if propetly transferred to the private sector for

development and marketing through apptropriate arrangements. In fact, on many campuses those




activities would have even been unwelcome as an incursion into academic pursuits as was the eatly
experience at the University of Wisconsin-Madison. Nevertheless, ptior to the legislative initiatives
under which, today, most universities engage in the protection and licensing: of intellectual propetty,
several universities and organlzations carned out such practices with the attendant opportumty to

ate funds to aid in supporting research efforts. Prominent among such institutions were the

University of California, Iowa State University, Battelle Development Corporation, Research - -
Corporation (which represented a-number of universities), and tiie University. of Wisconsin-Madison
through its patent management organization - the .Wisconsin Alu_mﬁi Research Foundation (WAREF).
C. The Government Sector o
During the early. history of the United States very little technical development work was done by the
Government and therefore, as a practical matter, the question: of the Government owning a patent
-never arose. -Gradually, federal agencies begun to undertake the practical kind of development work
~which led to inventions.  Priotr to World War I, when almost all Government-financed reseatch and
development wotk was conducted in federal laboratories by full-tim‘e;G_qvemment employees, there
was a small but recurting problem of what to do with inventions resulting from such work -
- inventions which, if made by private parties, would have become the subject of patent applications.
This situation changed rapidly during and after Wotld War II when the technological demands
imposed by more and more sophisticated military requirements, as well as the incteasing complexity
of support services, made it quickly evident that there were not sufficient resources within the.. - .
Govermﬁent to undertake all the scientific projects necessaty to a winning war effort. The absolute '
necessity to utilize the best technical ability available, regardless of its locus, spawned a rapid . ..
. proliferation of Government-sponsored and govetnment-funded research.and development. . -

) contracts. -




The proper disposition of rights to patents resulting from this wotk was-theoretically as important
then as now but was never seriously addressed s a major problem because of the exigencies of
wartime needs, = .. -

The basic issue was whether the Government should always take the commetcial tights to patentable

—inventions:generated-under-a-Government sponsored-contract ot from Government-funded. - i+ e

research ot whether such tights would be bettet left with the contractor of grant recipient to pesmit
utilizing the patent system for transferting kthétechnolo'gy developed to the public sector fo its use
and benefit. -

Following the end 'of World War T, the rapid technological strides made under the impetus of a-
wattimie footing and the obvious necessity for contifiving technological superiofity, at least in-

- defense-otiented efforts, made it imperative to-continie to'provide public support for science. Not
" 'was this support limited to-.=th'e military. ‘For example, in.1950? Congtess finally provided an annval
+ budget of $15 million for:the National Science Foundation to conduict basic scientific réseatch at

- univetsities. 1 . |
During this same period, hundreds of millions 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 undettaken and supported by the Government,
| the same shortage of technical ability and facilities continued to prevail as had been‘experienced -
under the pressures of Woild War I Since the Government could tiot do all the necéssaty work in
its own facilities, qualified p'riﬁté companies, universities and nonprofit organizations were sought
-out to perform many of the progtams through cbntrattuai attangements. In each arrangement, the
same old problem 6f ownership of patent rights existed but was seldom, if ever, directly addressed:
In the case of Gniversities and othet non-profit orgatizations; few were 'engage.d" at'the time in"

patenting the results of research and in technology transfer activities. Since one of the prime




ijectivgs of such an institution was to suppott its tespccﬁve:tescarch efforts and since the
government was a ready source of funds for supporting such efforts, the prevailing attitude was - o
simply to “take the money and run” with little thought being given to the underlying property rights

.‘.'and,thc.yaluc_.qf._thosc rights in the lgng,gen_:n_. T T S T

the disposition éf tights in intellectual propérty generated during the course of research supported
by those agencies. In fact, there was no-existing statutory authority that gave the agencies the right.
to hold patents or license technology. Such acts were viewed as obiecﬁves of the agency mission. -
: Conse_qucn.tly, each governmental agency that supported a research and/or developmerit effort, -
through either or both of contractual or grant arrangements developed its own policy. The ultimate
result was t_h_at_'_many. and varied policies evolved to.the point that the university sector was faced . -
with-the prospect of having to deal with soth‘e 26 different:agency policies.. ‘Also, to -suppdrt a given
research pursuit, funds from different agencies were often co-mingled; hence, more than a single -
agency policy had to be considered with the most resnn'cﬁv‘e.policy becoming ﬂle controlling policy.
Operating under the various 'ag_enqy_policies, the Government had accumulated in its patent .-
portfolio about 30,000 patents of which only about 5% had been licensed and the inventions of .-
which had found their way into commercial use in an even smaller perceﬁtage. Thus, with the. - -
Governmqng_as.xeptcsented by its agencies, espousing, in the main; a‘non-exclusive licensing policy
~ the experience of licensing Government-owned patent had been irrefutably one of non-use.::For
example, in 1978 NASA reported that through 1978 it had had 31,357 contractor inventions
rgpot,t__ed..t,o. it.  Of those, title had been -walive_dl to the conttactor in 1,254 cases, or less than 4%; The
tesults.of NA_SA?S' own licensing program were said to have been:disgppohnment representinga ..
commercialization rate of less.than 1%, In contrast, the rate of commercialization of the waived -

inventions was _conSist¢nﬂy_ in the 18-20% range. . Therefore, the intended benefits that were to flow




to the public in the form of new products and processes as a result of fedetal suppott of research
both intfamurally and in the university sector and stimulated through usé of the paterit system were
left unrealized. -

Harbridge House® made'an interesting comparison along these lines in its 1968 studyof ~ 7

Government-fanded patents-putinto-use between-1957-and-1962:-It was found-that contractor-held-——-—— -

inventions were 10.7 times as likely as Government-held iniventions to be utilized in products ot”
“processes employed in the private Séétbr-for the benefit of the public.

Mpreovef, under the agency policies then in place, Government bwvne'rshiﬁ of a patent was ifia
sense an a;omaly; The pateiit system was created as an incentive to invent, develop, and exploit
- new technology to ptomote science and useful arts for the ben'gﬁt of the-pﬁblic.' When the
government held title to those many inventions under the aegis that the in§eﬁﬁons shciqld be freely |
" “available to all, much the same as if the invention hid 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 ptivate ownet of the p"?.t,eﬁt',‘ and which is the inducement to
development efforts necessaty to the matketing of new products or the use of new processes, was
?_simply not available. What is available to evetyotie is'of interest to n6 one.

The ineffectiveness and inadvisability of such agency policies and their adverse effect on'the public

benefit should have been apparent®

In 1963, Dr. Jerome Weisner, President Kennedy’s Science Advisor and later Dean of MIT’s School
" of Engineering, recognized a need fot some guidelines o affect a tore uniform Government policy

toward inventions and patents on 2’ Government-wide basis. The results of Dr. Weisher’s study

culminated in the Policy Statement issued on October 10, 1963 by President John F. Kennedy* to

establish Government-wide objectives and criteria, subject to existing statutory requirements, for the




allocation of rights to inventions as between the Government and its contractors, which would best
setve the overall public interest while encouraging development and utilization of the inventions.
Since the policy, as ptomulgated, would most likely have to be revised after expetience had been

gained in operating under it, a Pat_c;nt‘Adviszoty Panel wasps_tg]_:l‘ishcdunde_r:theFedexal ,Co_}n_l_cil for

_Science and Technology to assist the Agencies in impleménﬁng the Policy, acquiring data on the -
Agencies’ operations under the policy, and making recommendations regatding the utilization of .
Government-owned patents. In December 1965, the Federal Council established the Committee on
Government Patent Policy to assess how the Policy was wotking.

The _s_tgq_:l‘i‘eg_;andk experience of the Committee and Ith‘c Panel culminated in the issuance of a revised
Statement of Go_vemmen_t Patent Policy by President Richard M. Nixon on August 23,.1971 5 The
ghanges 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 Statement.. The . . .
fundamental thrust of that stétemegt__,was:_ .
. A single presumption of ownership of patent rights to govetnment-sponsored .
. inventions either in the government or its contractors ié_not a satisfactory. - ..
basis for government patent policy and, that a flexible, government-wide ' -
_.policy best serves the public interest. o
The considerations basic to the Statément of Governiment Patent Policy. wete the following: .
(a) The Government expends large sums for the conduct of research and development that
- results in a considerable number of inventions and discoveries. -
(b) - ., The inventions in scientific and .technol_ogica.l_ﬁelds‘ resulting from work pe_l:fpl;t_ned_updet .

.. Government contracts constitute a valuable national resource.

10
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(c)

@ -

@

®

... The use and practice of these inventions and discoveties should stimulate inventors, meet

the needs of the government, recognize the equities of the contj:actor; and serve the public

interest.

~'The public interest in a- dy_x_:anﬁc and efficient.economy requires 'that-effc’:rts ~b;e made to- -
~.encoutage the expeditious development and civilian use of these inventions,. Both theneed
_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 exclu;sivc rights, he remains subject to

-the provisions of the antitrust laws.

- 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 .

- programs and with the objectives of U.S. foreign policy. .~ *-

There is growing importance attaching to the acquisition of foteign patent rightsin -«

furtherance of the intetest of U.S. industry and the Government. -

- The prudent administration of Government reseatch and development calls for a
- Government-wide policy on the disposition of inventions made under Government .

. . contracts reflecting comton principles and-objectives, to the extent-consistent with the

missions of the respective agencies. The policy:must recognize the need for flexibility to_ .

. -accommodate special situations. .-

Although 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 sttong presumption; if not evidence,

in terms of the transfer of technology to the public sector, that the mote restrictive. the policy of the

Agency, i.e. the more “title” otiented the Agency was towatd inventions and patents. gene__iatcd. under
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its funding i.e. the Agency genetally took title to most if not all inventions made with the use of the

funds, the less'was the likelihood that the technology would be transferred fot the public benefit.

E. Institutional Patent Agreements
Duting the period from 1963:to 1971, while expetience with the Weisner-Kennedy effort was being

Depattuient of Health, Education and ' Welfare (now Health and Human Setvices or HHS) and the
National Science Foundation, to enter into Institutional Patent Agreements, (IPAs) with universities.
“The policies of both of these agencies permitted a waiver of rights 't.o the inventions made with their
funds (referred to as an 8.2(b) petition for grant of greater rights). ‘However, on the very few
occasions whete such a waiver was granted, it was so- ftaught with testrictive provisions that it
presented an unworkable basis for transferring technology to the private sector. No commetcial
firm was willing, under the conditions imposed under'many of the waivers, to risk the expenditure
of the necessary development funds.

Subsequently, after five years of negotiation, the th'en~DcpgtUnent-Qf Health; Education and
Welfare, in 1968, issued its fitst new IPA to the University of Wisconsin-Madison (via WARF). This
was followed in 1973, after another five years of effort, by an Institutional Patent Agreement®
between the National Science Foundation and the Univctsity of Wisconsin-Madison (again, via
WARE): This was the first IPA with that agency. '

That evidence of not only the availability of an IPA, but that -.thosetwo agencies would ‘actually grant
them, ap;pea'rcd to provide some impetus to universities to engage in the technology transfer = -
business. Nevertheless, some of the provisions of the IPAs 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 to all inventions made with funds they had supﬁ]ied; RS
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Fundamental to the success of technology transfer under the IPAs was the vestment of cettainty of

title to-inventions held by the univessities under those agreements. “That factor and; in addition, the
ability of univetsities to grant exclusive licenses wete instrumental in the subsequent willingnéss of

private sector industry to engage inlicensing arfangemenits with univeisities that had IPAs. "

~-Althoughlimited-to' two agencies; the TPAs were: rrot"c'mlsr'" importaht--aS'~manifes‘ting""z'-'cﬁmge"iﬁ-‘thé“"- .

attitude of those agencies and potential licensees but, more impottantly, as establishing through ~

negotiation, terms and provisions which were carried into and set the tone for the legislative effort

which calminztéd in the passage of Public Law 96-_5‘1’7,f'the Small Busiriess and University Patent :3'

 looked -ﬁponfl as‘a‘codification of the terms and provisions of the IPAs. -

F. . TheBagh-Dole Act’ =+ oo i

" The passage of the Bayh-Dole Act wis the reward for almost twenty yeats of effort by the non- "

profit sectot to stithulaté the tiansfer of technology through ‘the vehicle of the patent'system. It was

- -the culmination of the many pieces' of legislation ititfbdﬁc‘:egi ovef many yéars that had sought to" e

- establish 4 niform patent 'policy?within'the?g‘ovemment. It should be considered a landmark piece

of legislation in that, aftet many false statts and unisuccessful efforts, it wis, finally, a fecognition by

:Congress that: © "~

ey imagination and creativity are truly a national resource; -

@ the patent system is the vehicle which permits us to deliver that resource to the pﬁblic':‘;.

@) placing'the s'tewh‘rd'ship ‘of thé tesults of basic ‘r’esé#ﬁchin the hands of universities and small
busifiess is in the public intérestand, significandly; ¢

(4) - - ‘the existing fedetal patent pd]icy was placing 'tﬁe ‘nation on petil during a time when ™ %
intellectual ptoperty rights and innovation wete becoming the preferred curtency in foreign

Cgffats o Pt
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The most significant featute 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 whole orin
patt, of government funds from the govemment to the contractor-grantee.. Another factot, often : -

ovetlooked, is that the Act .did away vrnth the distinction between grants and contracts, which. .

.agencies had often made when dealing with universities, a distinction which a-number of agencies
ﬁgo:ously.fapp]ied:in their Z?ﬁl.to;fet%iﬂ rights to intellectual property as a contractual obligation.:

It is also not universally recognized that the Act provided, for the very first time, statutory authotity
for the Government to apply for, obtain and maintain patents on in.ventions in both the United .. -
States and foreign count,t_iesland to license those i;wgnﬁons; on a non-exclusive, partially exclusive or
exclusive basis. The passage of the law was not, however, the end of the battle. It took over:a year:
to settle the controversy that arose over the drafting of the regulations under the law.. During the
coutse of the legislative effort, an almost advetsarial relationship had developed as between the -
~ University sector on the one hand and thg__,D.qpatt_mcn_ts-‘of Energy, Defense, and NASA on the.. ...
other, hagd, The nature of that relationship became very q{ggr-_wheg those agencies combined:to..--
voluntarily draft regulations that actually controverted the law.and its iﬁtenﬁon. As .aicqns_équence,_
q}gch_ greater attention was .gi_v__e_r; to-the regulations by a university group that promulgated ...
regulations that afforded protection against both arbitrary exemptions to the law at agency discretion
and to the exetcise of march-in rights by the Government. |

The Bgyh;Do{ggAct represented the first ,cagtiogss step into a new relationship between the
Government, as tepresented 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,whtch was the stimulus to successful technology
transfer under the Institutional Patent Agreements, provided the major impetus to new and-

expanding university-industry relationships. Inasmuch as the Government always receives-and
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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.

V. . The Econotic.Climate -

Tom@refuﬂyuappteciatewhathasevolvednthroughthe,sequenceafeveﬂts_ thathasbeenﬂm..,,.... [ 1

enumerated, it must be kept in mind that through this petiod, the economy of the country asa
whole, as well as the economy of each state, was and stillis in transition. Today, universities operate
in an economic climate which: - = | |
(1) -is knowledge based - not capital based (although, w_iﬁa‘out question; availability of capital isa
- necessity); . |
(2 is entrepreneutially based - witness thelarge numbets of new companies created in recent -
'yea;rs;_, o
"-.:(3) involves world matkets - the international aspect of protection for intellectual property -
generated through the reseatch function must be a consideration; L
(4 - reflects:continuous and often radical technology changes;
(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 teduce the cost of product ot inctease its quality;
(7) - - '-is incteasingly competitive on a global scale - witness the advent of the European economic
Lo communitf and othet geogtaphic economic blocks. -1+
In view of this continually evolving economic climate, and since new products atise from new =
fundamental ideas as well as from new applications of existing technology; the necessity for =~ -

supporting research is evident. Flowever, support of research is not enough. That support must be
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coupled with a creative technology transfer capability. Invention without innovation has little - -
economic value. -
With the passage of the Bayh-Dole Act and, in the same year, the decision of the Suptreme Court in

the Chakrabarty Case®, which stood for the proposition that merely because something was.alive (in

genetic cngineeﬂng concepts,-thc_.universiticg wete literally propelled into an awareness of the: -
potential economic value of the technology that was being generated in their research programs. .~
That fact made it self-evident that steps had to be taken to make im.lovatiOnl follow invention since
invention dlone holds little hope for_-ge'neral:iﬁg needed revenues to support an expanding research
effort. Becausg the government has been and still is the primary source of the funds. suppoﬁg the
research effort at universities, the passage of the Bayh-Dole Act pefmitted the universities to |
position themselves, through the establishment or exéansion of technology transfer capabilities, to
better\insure.._t'hat innovation would follow invention.
VL  Government Patent Policy Reshaped |
At the outset it must be presumed that:-Government research dollars are made available in the
expectation of not only developing basic knowledge, but also in the expectation that the funded
research will lead to products, processes and techniques which will be useful and acceptable in all or
part of our society to improve the well-being of society in.general.- - - |
In the face of this presumption it is apparent that inventions, whether made through the expénditure
of private or gévernmental 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. that will be acceptable and beneficial to the public, In othet words, thé technology must.
somehow be transfetred to-the public sector. To quote Thomas Edison: “The value of an idea lies”

in the using of it.” ..
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In a free enterprise system such transfer is normally accomplished as the result of pertinentand
appropriate activities of private enterprise. Since such activities obviously entail the commitment -
and expenditure of substantial monies - many times the amount needed to make the invention -

adequate and appropriate incentives to such commitment and expenditures must be afforded.

for accomplishing the transfet 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 whole -
- or in part by Government-funded research. - In addition, careful ‘coﬁsidefaﬁon must also be given to
_ptoposed changes in thé patent laws, including proposed treaty accommodations, which could
advcrseiy affect the technology transfer capabilities. l
-One would not disagree that the ptimary objectives of a Government patent policy should be to:
(1) promote further development and utilization of inventions made in 'whole or in part with
government funds;.
(2)  ensute that the Government’s interest in practicing_-inv.enﬁops resulting from its support is
protected;
(3).. -ensute that‘-the_miéellectual property rights it Government sponsored inventions are not used

. for unfait, anti-competitive or supptessive putposes; - -
(4)  minimize the cost of administering patent policies through uniform principles; and

(5) attract the best qualified contractors.
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However, of all of the considerations attendant upon the establishment of a governmental patent
poiicy,.. only one consideration:should be patamount: - -

-+ In whose hands will the vestiture of primary rights to =~~~ -+ =~
.':.inzegtions-scrifc';g_-gagﬂ asfer the inventive technology most - f:. UL L e e
. quickly to the public for jts use apd benefit? .~ : .

The passage of the Bayh-Dole Act was the beginning of the reshaping of Federal Patent Po]icy.:;
Subsequent events:-between 1981-and 1985 ﬁirther shaped that policy. ‘The Bayh-Dole Act, the first
event, became effective on July 1,1981. -The-Coﬁgtess‘ional intent-'i.n 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 <+ -
guidance to federal agencies.for implementing the Bayh-Dole Act in:the form of OMB Circular A-
124, This Citcular clarified provisions in the Bayh-Dole Act regarding: . =

1) | .standard patent rights clauses for use in federal funding agreements; . -~ .

(@ - reporting requitements for universities electing title:; ,gnd.i e

3 special federal rights in inventions. |

A-third event was the issuance of a Presidential Memorandum on Government Policy”’ under which
federal agencies were directed to extend the terms and provisions of'the Bayh-Dole Act to all
govemment contractozs w1th a follow on amendmcnt to the Federal Acqmsmon Regu]auons (FAR)
to assure that a]l fedetal R&D agencxes would 1mplement the Bayh—Dole Act and the Premdentlal |
Memorandum.

‘The fourth event was the amendment of the Bayh-Dole Ac;,t by Public Law 98-620'2 to remove some
politically-motivatéd restrictions on exchusive licensing placed in the original Bayh-Dole Act. That
law, in essence, made the Department of Commerce the lead Agency in administration of the Bayh-

Dole Act as amended.
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The fifth event, which did not occur until 1987, comprised publication of rulemaking'?- by the
Department of Commerce that finalized the provisions of the Bayh-Dole Act, P.L. 98-620, the
OMB Citcular A~_1_24 and the Presidential Memorandum.

. Also, in this satne period =the_establ_ishm§ﬁt of the Court of _App,é_alsuqu the Federal Circuit, under

and a uniformity to their interpretation which put to rest the disparities which existed among the -
Judicial Circuits and had led to. forum shopping in patent litigation. The paraphrase Chief Judge -
Matkey - no institution has done so much for so - many with so little undel':standi;lg- as the United -,
States Patent Syst_em.f ; |

The government patent policy, as reshaped by the events noted, presented a charge and a challenge -
a c_ha,t.ge,to‘ show, through performance, that the confidence which was placed in the hands of the

‘universities by Congtess to -ttansfer technolégy for the publ_ic.beneﬁt- was not misplaced - a

_challenge to maximize the benefits which can be derived from the oppottunity offered through that

-patent policy to aid in maintaining the United States as the wotld leader in innovation. ...

‘These events, led by the passage of the Bayh-Dole Act created the‘ rcvolui;ion in university. | -
technology transfer,
VII. The Impact of the Bayh-Dole Act - .

" ‘How can the practical impact on universities of the Bayh-Dole Act and tl‘le‘reshaped Government
patent policy be measured? Since we ate dealing for the most patt with the transfer of technology
from a protected base, i.e., patents and other forms of intellectual property protection, an obvious -
answer i_s to look at the change‘;in-the number. of patents issued to ‘univgrsities and other non-profit

entities; e.g. teaching hospitals, since the effective date of the Bayh-Dole Actin.1981. The gtowth
and trend lines are evident.. The university sector now receives about 3% of-all United States origin

patentsissued. .o T L
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If the total count of patents issued is inclusive of non-profit entities in addition to the universities, -

the obsetvable impact of the Bayh-Dole Act is even greater. In addition, because more institutions
have technology transfer progtams, a greater number of institutions are receiving patents. The real

measure of technology transfer is not, of coﬁtse,- the number of patents which the ui;ivetsity-' sector

holds, but the amount-of technology represented in and by those patents which has been transferred -

“to the private sector for further development into products and processes useful to mankind. Ina
study conducted in- 1989 among executives in various industries, it was shown that a number of -
industries, especially pharmaceuticals, relied heavily on résearch conducted at universities for new

* products or fot shortening the time necessaty to bring a product of process into commercial use.

- What has been the licensing experience? ' The most recent li_céilsing sutvey by-ﬂie'Association of
Univétsity Technology Managers (the “AUTM Sutvey”)"* shows a continuing growth in patenting
and licensing activities by the university sector. The data presented in the FY1997 AUTM Sutvey -
was utilized by the Genetal Accounting Office (GAO) in part in formulating its required periodic -
teview of the administration of .the'BaYh-Dole:Act.“.-Sf? el &

- According to the AUTM Survey, at the end of FY2001, the -ﬁiﬁVersity sec;or- reported 22,937 total .

active licenses or options. The patenting and licensing activities are, of course, based uponthe . -

number of invention disclosures received and the patent applications filed. The invention
disclosures received have l;een increasingfevety-'iyc?.r and in FY2001 reached 13,569. The number of
patent applications filed and numbeét of issued U.S. patents, as might be expected, havealso. =
incieased year-to-year to a"tétal of 10,533 in FY2001 (6,812 and 3,721, respectively).

As'a result of these patenting and licensing activities, universities and teaching hospitals have -

_ expetienced growing royalty income that, for the second consecutive year, exceeded one billion: -

dollars (FY2001):- For:the most part, these monies; after sharing with the invention orinventor - -

group, are utilized to support further research within the university or teaching hospital. Licenses.
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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 and in the increasing activities of those universities already engaged in those functions. In
accordance with the:GAO report for_FYj 99.6, the percent increase from the previoﬁsy,ear was 8.4%

for recurting correspondents in the AUTM survey. About 10.9% of the licenses or.options granted

were to start—up-companies.- 54.7% were to small businesses, i.e., companies with less than 500
employees (including start-ups) (tising to.67% in FY2001). Moreover, at the end of FYI 996, the
university sector reported 10,487 active licenses and options, the latter bcing up by 12.9% over the
prévious yeat (note that the FY2001 total of 4,058 licenses and options was down 7% from
FY2000). The number of such licenses and options producing income increased by 16.1% over the
brevious year while the income of $365.2 million generated by those activities in FY1996 =~

-+ represented an increase of 22,.1% over FY1995.

f}nother significant outgrowth of the university technology transfer programs %u:e, the number of
new start-up companies which have been formed that find their basis in t‘hgrtechnology' generated

_ rduting the course of basic research. According to the FY2001 AUTM S].;vey,-mor_e than 3,870 new
: univetsity—techﬁology-based start-up companies have been_ formed since 1980 (including 494 in
FY2001 alone) and th_at neatly 65% were still in operation. The most visible example of this -
phenomenon has beenin the field of biotechnology. In fact, the l;iotec_;hnology_ industry arguably
evolved fro;xl basic university research.

-?I'hg impact of the Bayh-Dole Act is:also seen in othe_r indicators. For example, another excellent
indicator that parallels the growth of the technology transfer function in the university sector is the:
_grthh of the membership in AUTM. After the passage of the Bayh-Dole Act, and particularly dfter
the effective date of that Act in 1981, there -has_be_eﬁ a dramatic increase in the number of AUTM

membets to the current level of over 3,200. Gtowth in non-US-based AUTM membetship has also
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dramatically increased as other countries recognize the contributions which their universities can * -
make as modeled on the United States experience.

Although, the foregoing figures represent the effect of all ﬁcénéiﬁg'icdviﬁes and not only those
-attributable directly to o'perhtioﬁ under the ﬁayh—.DOle'Acf, it is submitted that'bei:'au-S'e of the ™

c')iret'whelming:srgppo'tt of fcseafch-ﬁﬁd"deVe}ngaent in the ﬁ@versﬁity sector by govetnment fundmg,

for example being 62.8% (equal to $19.9 billion) of all funding in FY2001, and 'thetraditidnﬂ co-
mingling of funding by the univessities it is legitimate to conclude that the bulk of patentirig and *
licensing activity in the university sector is governiment-fund driven ind fﬂs within the ambit of the
Bayh-Dole Act.
Insum, seVefgl factors have contributed to the success of the Bayh-Dole Act and the transfer of -
- technology under it. Theyare: .
) The continuing support for basic research by the féderal'éovéfﬁment; ‘
(20 the ownership of the inventions by the universities as opposed to the government,
(3) ' the inventor remains in the development pictute, and . R
(4)  * the uniformity of handling intellectual propesty generated with federal Support"i:egardiess of
| the federal agency from which the support funds were obtained.
One important factot, which'is often overlooked, is that the success was'achieved without cost to
the taxpayet. In other words, no separate approptiation of géiremmént funds was neédéd to
| establish or manage the effort. In fact, it has been estimated that the current (FY: 2001) economic |
benefits flowing &on;" the universities’ licensing activities adds more than $40 billion dollass pet year
to the United States economy and supports over 260,000 jobs. =~ A
“Recently, the National Institutes of Health (NIH) récently conducted a major study of the university
technology transfer process:’® Whi:le"thé report, which was delivered to Congtess in August 2001;

focused solely upon biomedical tesearch in the United States, it testified to the dramatic impact of *
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. university technology transfer upon this singular sector of the U.S. economy: Similar impact of
university research upon othet segments of the U.S. and Canadian economy may be infetred from
the FY2001 AUTM survey data repotted above. The NIH teport conclides that:

“Current practices in technology transfer have yielded a dramatic return to the

taxpayet thicugh' the discovery of new techniologies that extend life and imptove the quality

of life and through the development of products that, without the successful public:private

relationship, might not be available. The transfer of federally funded teéhﬂblpgy has also
resulted in financial returns from licensing activity, and such funds ére used to buttress the . -
biomedical research enterprise that has made the U.S. the wotld leader in this field:..[T]t is
impossible to overstate the achievements-ot the global macroecoriomic impact of taxpayer-
supported biomedical resgarch.’ : Féderally funded biomedical research, aided by the "+ -

' economic incentives of Bayh-Dole, has cféafed‘the scientific c';pital'bf knowledge that fuels

" medical and biotechnology development."American taxpayers, ﬁrhc)‘se"livre's have improved
and extended, have been the beneficiaries of the remarkablg-.piedica%-advances that come -
from this-enterprise.”

Finally, it should not be ovetlooked that university inventions, arising, as most of them do, from
basic research, have led to many products which have or exhibit the capability of saving lives or of
improving the lives, safety and health of the citizéns of the United States and around the wotld. In
that context; their contribution to society is im:ﬁéasurable.-

VIL - The Heritage of the Bayh-Dole Act

Tiie Bayh-Dole Act can be given credit for focusing cpngressional interest on intellectual propetty-
oriented legislation, With that focus established, the years since have seen many pieces of such
legislation introduced. Some have become law but most have not. One piece of legislation that is

considered to have been almost directly spawned because of or as the result of the Bayh-Dole Act is
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the Federal Technology Transfer Act of 1986 (FTTA). That act was introduced as an amendment to
the Stevenson-Wydler Act of 1980, which had been intended to promote the utilization of
technology generated in govemnment laboratories, but was singularly unsuccessful in accomplishing
that goal. | |

The FTTA was-latgely-a-response to-the increasingly tough international competition-facing-the -

United States and the prevalent complaint that “the US wins Nobel Prizes while othet countries -
walk off with the market.” The designers of the FTTA built the act'under certain fundammental - -
principles: | |
(L The federal government will continue to undetwtite the cost of much important basic - . -
_resgarch-inlsc_iegtiﬁcally promising areas,t_}__xat-takes-place in-the United States.. . .. |
) Transfexr_ing this research from the laboratory to the marketplace is primarily the job of the
. private sector, with which the federal government should-not compete.. - . ‘
(3) The federal_ government can encoutage the private sector to undertake this by judicious. -
re]ia_ncé on market-otiented.incentives and p_ro,tecligt‘l of prqprietary-‘interests_,\ T
The principles enumerated were first tested through experience with the Bayh-Dole Act and the-
FTTA respondedto the lessons learned from that law, pethaps the most important of which was its
success.in ptomoting university-industry cooperation.:... . oo o
The FTTA is, cleatly, a direct highly beneficial legacy of the Bayh-Dole Act, as has been additional
legislation designed to expand the use of the results of research carried out W_i_tlﬁn.gpjvemment-;
“owned government opetated laboratories by expanding the licensing oppottunities for those

laboratoties. - . -




IX.. . Storm Clouds on the UTT Horizon?
A. . Singer et al. v. The Regents of the University.of Califotnia System

The Players - The plaintiffs in this case were former University of Califoria (UC) Professors Jerome

R. Singer and Lawrence E..Crooks, who joined UC in 1956 and 1976, tespectively. Singerand -

~Crooks Weremvolvedmthedevelopment'ofmagnet{cresonance maglng“@/IRI)technologywhﬂe Ty

- associated with UC’s Radiological Imaging Laboratory (RIL), which was located at UC San

. Prancisco. Bach had executed UC’s standatd Patent Agreement, which, among other things, -
required that they assign to UC any patentable technology'developé;d while wotking in UC facilities
on UC time. - In return, the Patent Agreement guaranteed them a portion of royalties and fees -
received by UC when (and if) it commercially exploited that technology. Furthér, UC’s Patent

- Policy stipulated that inventors would receive 50% of the #ef royalties and fees generated from the
licensing of their patented inventions.. The defendants (as represented by the Regents of the -
~:-.:5fUn.ivers.ity of California) were the RIL and the UC Technology Transfer Office (I'TO) (collectively
~HUC”), which were involved in 'thé development and licensing activ;ties surrounding the patented
MRI technology. UC’s MRI technology pottfolio contained over 100 patents that named more than
20 different inventors. Furthermore, the development of MRI technology at the RIL was spurred
by tesearch funding provided exclusively {and sequentially) by three companies: Pfizer Medical
Systems, Inc. (Pﬁzer), Diasonics, Inc. (Diasogics), and Toshiba America Medical Systems, Inc.
(Toshiba). . These three companies ate also the only three entities that received licenses to UC’s
patented MRI technology.. - -

Background - Pfizer began funding the RIL in 1976. In exchange fot being the exclﬁsive soutce of
research funds on MRI, UC:promised' Pfizer that it would be first in line 'fof the opportunity to
lnegotiate 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
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exclusive license to exploit that technology. Although a royalty rate as high as:5% (later reduced to
3.89%) may have been contemplated by UC and Pfizer, the. final executed royalty rate on the license |
was set af 0.56% of the net selling price of all licensed MRT inventions sold to: third parties.  The-

preamble; i.e:; thé_;‘.‘whergas’.’ clauses, of the Pfizer License Agreement contained a reference to

...,......xgscatchfﬁmdi_ng,\.butA.the;substanﬂve+-terms..of;.:the-.contract;did(.not.-require..l?ﬁzcr-.to;.continuemto s

fund research in exchange for continuing rights to an exclusive license. Nonetheless, Pfizet enfered

| into a separate research funding agreement with the RIL and céo’ntinued funding research until 1981,

-when it decided to exit the medical imaging market. .0 -0 | |

When Pfizer left the MRI industry, Diasonics assumed the Pfizer license via a new, albeit . - =
subst_a_ﬁtively identical, agreement with UC. In essence, Diasonics stepped into the shoes of Pfizer
as licensee. Like the Pfizer license; the new license did not feqﬁite 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 recognition that the MRI technology had bcc.:?me com;nercially marketable, UC and

- Diasonics modified the License Agteement to provide for a f“ttigger.cd”. vatiable royalty rate that
ranged from a low of 0.56% to a high.of 6%. It is important to note that the MRI 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 the 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 agreement
with UC. ‘This license was substantially similar to the Diasonics and Pfizer agreements, but did - -
cqntain some variations. The most significant variation was that the Toshiba agteement required

Toshiba to fund research at the RIL.. Toshiba’s separate teseatch funding agreement with UC, while
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AT

—million was.considered-by. UC to:be “royalties,” while approximately $20-million was.considered by

mandated by the license agreement, was substantially. identical to the prior funding agreements - -
between UC, Pfizer, and Diasonics.
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- ~

UC tobe __“rcs_e_ar_ch funds.” Singer and Crooks received $103,543 and $235,648, respectively, of net
royalties. Singer and Crooks argued that those combined revenues; ice., royalties plus research funds,

represented:a “package deal” that UC had obtained in consideration of its. commercial exploitation

| of the assigned patent tights. - Singer'and Crooks further asserted that UC’s failure to share _all_of- the
_ “ﬁnancial_;:pr_gceedsf’_ detived from this “package deal” constituted a brg:ach--of UC’sPatent -1 .
- Agreement.
. Initial Legal Salyo - The primary gravamen of Singer and Crooks’ legal complaint against UC was that
’ .. they believed UC should have treated research funds provided by Pfizer; Diasonics, and-ToSh.ibaias .
.~shared royalties rather than .nonfshared research funds. In other-words, it was Singer and Crooks’ -
. position that they. Wer¢-entitled to share not only.in the 0.56% patent license royalty; but also in

- tesearch grants collected by UC for scientific tesearch. ' UC.firmly 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 ~sp.c_nf.by UC to pay salaties of researchers -

and-_pt__};ets_ putsuing the specific reseatch goals set by Pfizer and UC, to construct and maintain
research facilities, and to offset related overhead expenses. It is interesting to note that the reseatch

funds at issue covered neatly-18 years’ worth.of Professor-Crooks’salary.. .. - - =

Singer and Cro'ok,sa_ 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
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 their rights under the UC Patent Agreement, and a rescission of their assighment of patent rights to
UC. Additionally, Singer and Crooks asserted that (1) UC had a contractual duty to sue alleged =~
infringers of its paténts; (2) UC had a contractual duty to maximize the royalty rate it charges its

Ticensees; (3) UC had a contractual duty to'requite its licensees to matkftheir'prbducté-with- pafént-’-f :

numbets to preserve claims for damages against third parties; (4) UC wrongfully impounded gross.

toyalty proceeds to pay the costs of litigation against Singer and Crooks; and (5) UC wrongfully -
allocated the inventor’s share of licensing royalties -atﬁong Singer-and othér inventors named on the
licensed patents. All of Singer and Crooks’ claims tested upon -th‘e'sgtrg‘ument that UC’s Patent -

~ ‘Agreenent incorporated UC’s Patent Policy, including a 50% shatingTSf net licensinig foyalties *
provision; and thereby cteated contractual constraints on UC’s subsequent patent licensing and- -
enforcement decisions.

Trial Cours Juty Finds for Plaintiffs - After a-trial on the metits, the-jury found that UC had breached its
Patent Agreement/Patent Policy obligations to pay Singer and Crooks 50% of the true amount of
the royalties derived from the licensing of the patents at issue. -'Iiief‘trué” amount was determined -
to be a'percentage of the generated patent license toyalties, as well‘as a pottion of the tesearch funds
received by UC from Pfizer; Diasonics, and Toshiba: In total, $714,716 and $1,628,572 was
‘awarded to Singer and Crooks, respectively, as damages. -~

Trial Court Judge Grants JNOV - In response to the trial jury’s verdict, California Superiot Court

Judge James L. Warren granted UC a Judgment Notwithstanding the Verdict JNOV)."” In a concise

and well-reasoned opinion; Judge Warten niled that UC had nio duty to shatre reseatch fundingasa
royalty, no duty'to dispense royalties to inventors if in defense of patent tights, no duty to negotiate
royalties in accordance with individual inventor’s demands, no duty to matk patented inventions'

licensed to others; and no duty to pursue infringers of the inventions'at issue. - Judge Watten also felt
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‘strongly that substantial deference must be given to UC licensing and patent enforcement decisions.
In other words, Judge Warrenutepudiated each and every one of the plaintiffs’ accusations.
California Court of Appeal Reverses - Unfortunately for UC, -the.California State Court of Appeal for the
First: Appellate District (Divisionf_“ive) reversed Judge '\F(.larren’s']NOV.m The' Court of Appeal

 raled in an unpublished-decision-that the jusy's-verdict was supported by substantial evidence and

that, among other things, UC had breached its Patent Agreement with Singer and Crooks by -
“renem.ing’.’ royalties as tesearch funds. The Coutt of Appeal felt that there were at least three
critical findings that supported its decision. They were the “Where:ts” clause in the patent license -
. agreements which ‘=menti_one<.:‘l' sponsored rese’arch, 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).
* Tn sum, the Coutt of Appeal believed that “under these citcumstances, the jury could reasoriably -
determine that the ‘research fees’ were, in fact, coméens’ation for the use of the licensed technology
- and therefore wete royalues wh1ch UC was requlred to share equa]ly w1th the inventors.”
-Obvmusly, the nnphcatlon was that UC had granted an aruﬁclally low (shared) royalty rate to Pfizer,
‘Diasonics; and Toshiba as 2 quid pro quo te-their providing significant (non-shared) research funds.
Appeal to the Caltfornia Siate Supreme Court - Follewi_ng the reversal by the California State Court of
Appeal, an-appeal was filed by the defendants in'the California State Supreme Coutt that-asked fora
review of the Court of Appeal’s decision. In addition, amicus letters were sent from the Ametican
Council on E.ducati‘on, the Council o’xt Governmental Relations, MIT, the University of Southern
California, the University of Washington, and a number of cotporations who sponsot research at
Universities, including Toshiba, one of the licensees in this case. - All amious lettets supported review.

However, on March 18, 1998, the California Stite Supreme Court decided not to hear the appeal, -
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effectively making Singer et al. v. The Regents of the University of California System legal precedent
in the State of Galifornia.” |

- Impact of Singer on UTT Adtivittes - 1t still remains premature to speculate on the impact that Singer - -
might have on University technology transfer activities in states.other than California. However,

many UTT professionals are still concerned that being subjected to inconsistent liabilities of; at the.

vety least increased potential liabilities, will jeopardize the financial integrity of their Universities, and
that there will be a corresponding reduction in corporate-sponsored research. It 1s also likely that
Universities will continue to review and perhaps revise their patent ﬁld/ or employment agreements
and policies to.address: any future Singer situations. . Furtheﬁnore, open cominunication between a.
University’s TTO and other campus:ofﬁces may be shown to-have been negatively affected. Finall;ﬂ
many mote University TT'O’s may consider becoting an independent entity like WARF, i.e., a
501(c)(3) non-profit cotporation, in an effott to-completely separate the patenting and licensing
ﬁmc_ﬁo_r__a from the sponsored research function. . .- -

B. . NIH Gmdehnes fot the Llcensmg of B1omed1cal Research Tools (or Cell Lines and

. TIGRs and:Bayh-Dole, Oh Myl)- . :

Background - Concerns among scientists regarding the. ever chrca;s_ing ac.cess 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 device solutions to the problem of access to research tools on the
part of the NIH-funded scientists.” -However, the recommendations of the NIH Working Group, -
which was chaited by University of Michigan law professor Rebecca Eisenberg, went far beyond this
‘ .']imitedr-scop_e - 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 a means for

ptivate financial gain. . The NIH Working Group recommendations were molded into a manifesto -
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entitled “NIH Proposed Guidelines for Recipients of NIH Reseatrch Grants and Contracts on™ -
Obtaining and Disseminating Biomedical Research Resources” (the “Guidelines”).?!

Cause and Effect - The Guidelines ate based on the premise that licensing restrictions on inventions

- used as biomedical research tools generally are not'an “appropriate” means for implementing the -+

—Bayh-Dole-Act2-Namely; that Zrestrictive” licensing of reseatch-tools-is-patticulatly-—rrrrr

P

"-and distribution costs.

“inapproptiate” where “employed primarily for financial gain.” This far reaching principle would

~ apply to all reseach tools developed with NIH funding.* The NIH would setiously cuttail the

terms on which grant recipients may transfer research tools to commercial partners. Exclusive -+ -
licenses: covering the use.of a tool in scientific research would be prohibited. NIH grantees would

be obligated to ensure that the tools:are widely available to scientists at little or no cost.- The NIH

“would expect its grantees to abide by the Guidelines in theit own transactions, and to contractually
- require their ‘corporaté pattners to do so as well:
- Where research tools are not patented, licenses would be required to substantially conform to the -

‘Uniform Biological Matetials Transfer Agreement (UBMTA), which provides for the transfer of - -

2. €€,

-technology at no cost or, at most, fora fee limited to reimbursement of the provider’s “preparation

225

As to patented materials, licenses granting rights to results achieved by the use of the licensed
research tool would be expressly prohibited. , The scope of prohibited licensing terms applicable to

such results includes rights of first refusal, options to purchase or license, and automatic grants of -

* exclusive ot non-exclusive licenses. Additionally, the NIH would prohibit licenses that “reach -

through” to base royalties ot other temuneration to the licensor on product sales or other results
derived from using the licensed tool,
Major pharmaceutical companies and other commercial users of biomedical research tools would -

benefit most from the Guidelines, which would apply to licenses to commercial firms as well as non-
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profit and academic scientists.” The imposition of profit-maximizing license fees, royalties, or *
commercial options on transfers of NIH-funded research tools to firms would be contraty to the :
Guidelines. Hence, the Guidelines extend-far beyond merely-ensuring that NIH-funded scientists
have access to research:tools prev*ipuély invented with NIH funds - the NIH is arguably trying to use

.-its influence to address.the issue of whether. patents on research tools should be enforced, This .

- broadet policy objective distorts' the NIH’s core mission of providing public suppott for bi_onqedical.
research.-. . .

Impact on Private Investment - If there wete no money'to:bé made in lio;:ensing NIH-funded research -
tools, then why would any-tlﬁfd patty invest in their-devélobmeﬁt and commercial exploitation?
According to the Guidelines, commercial development is simply not required. The Guidelines state
that “utilization, commercialization and public availability. of technologies that are useful primarily as
tesearch tools rarely require patent protection.”” The NIH’s rationale being that “further research,
development and ptivate investment are not needed to realize their usefulness as research tools.””-

| Thete are innumerablc. instances where such a claim would ot be sypportable.l DNAchip: =
technology and automated gene sequencets such as those used by Dr. Craig Ventner at The Institute.
fotr Genomic Research (TIGR) are but two that come to mind.

Ultra Viires -,.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 would
lead to more efficient commercialization and disttibution of federally funded technological =+ =
innovations. Incontravention of this ideal, the NIH concludes that the pursuit of private gain is not
. appropriate for teseatch tool inventions. The NIH’s authority to pattially reverse ,the.Bayh.-Dole -
Act for a specific class of fedetally funded inventions is highly questiénable and, it is submitted, only

Congress has the ability legislate such an outcome. : - .-t
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'The Guidelines also run counter to Coﬁgressionai testrictions on the-ability of funding aggﬁéieé" i
(such as the NTH) to exercise “march-in-rights” over federally fundéd inventions that have passed
into private ownership:29='?'Under_the Bayh-Dole-Act, that péwer may bé exetcised only aftetan

agency has made ‘certiin éaééiép'eci_ﬁé“ﬁhdﬁig’s:w Furthet, such findings cannot be made i "

—regulations or guidelines-that-applyto-broad-categoties-of inventions,-Cleatly; Congress wanted to-
ensute that fedetal agencies did not exércise control over the licensing of federally funded inventions
to‘.'{vhich title has been-elected undet thié Bayh-Dole Act by any teans other thasi the exettise of
watranted march-in-rights. The Guidélines appear to violate this 1egis1aﬁve.mfem. e
Conclusions - As was and is the case with Singer, the oiigoing or future impact of the Guidelines on -
UTFT licensing prictices remains uncertain.: Howevet, if is clear that the Guidelines tnay prevent

-univetsities from gatnering significant revenue from patented tésearch tools; however; it might also

~have an effect opposite to that intended - knowing that price resfrictions might be plaiced on theit
~non-académic sales, companies might Become eveii léss willing to provide patented reseatch”

matetials to'academic scientists. : Such an outcome would be dettirmental to academic biomedical

_research. ‘In any event, continued scrutiniy of the impact of the NIH Guidelifiés would certainly be

watranted.

id Case and UTT"

On June 23,1999, the U'S. Suptéme Coutt ruled in Florida Prepai

Expénse Board v. College Savings Bank™ (“Flotida Prepaid”) that the Patent Retedy Act violated
the Eleventh and Fourteenth Amendments of the U.S. Constitution. This important ruling requires
reconsidération of the viability of intangible propetty abtioné‘agaihs‘t-staté‘ actots in fedétal court. -
A Brief History of Elesenth Amendient Inmiusity - The Eleventh Amendment generally provides that *
state governments cainot be sued in federal court by the citizens of another state. Tn Seminole ™

Tribe of Florida v. Florida®, the Court made it clear that Congtess could tiot circumvent the -+
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Eleventh Amendment restriction on.the Article I power of federal couts by relying solely b_n
Congress’ Article I power, However, the Fourteenth A;;g_cndment empowers Congress to deter or
remedy Constitutional violations. . Accordingly, nggr;ss.can.authéﬁze actions against state .
governments in federal courts.as ag';e;iggrdsg:..of its:remedial powers under Secﬁqn Softhe .

Fourteenth Amendment. . -

.In City of Boerne v, Flores”, the Cout set forth a two-part test for determining the validity under. -
the Fourteenth Amendment of legislation authorizing actions: against sfatg governments. . First, the
legislation must be congruent Wlth the ends sought 5:.t,1_:;e iemcdy: pt..pr.evenlti_qu_ofza perceived .. .
Constitutional violation. . ._Sgcond,_;ggiglaﬁgg;_ggst be proportional to a remedial or preventative. ..

. purpose; otherwise it is an attempt-at a substantive change in the Constitutional protections. . Only -

by meeting both of thesq;g;easme_s,_-_.congruengg and proportionality, can a congressional act be -

remedial in nature &aﬂdi‘ésptopcr@iiﬁfcise of congressional authority. |

The Florida Prepaid Decision - Because the Patent Clause is an Atticle | p-ower, that clauseisan ... .

inadequate basis for cteating jutisdiction of federal coutts for infringement by state actors. Thus, -

the Vahdity of the Patent Rcmedy'Act, which subjects states to .federal_couit jurisdiction for patent
infringement, turns on whether it is a proper exercise under Section 5 of the Fourteenth

* Amendment. The Supreme Court addressed this precise question. in .Eloﬁda Prepaid.

The Court analyzed the Patent Remedy Act ynder the standards set forth inCity of Boerne. It

found neither congruence nor proportionality in the congressional record supporting the Patent |

Remedy Act. . . .. |
Congressional findings in the passage of the Pat_ent,-}igmedy Act included little if any Levidqng;g;hﬁt .
patent infringement by state actors was a comménfor intentional activity. -In determining the .- - .-
remcglial__natu_xg;, of the Patent Remedy Act, the Court_judged “with reference to the historical -

expetience.” The Court noted that even the Federal Circuit, in upholding the Patent Remedy Act, -

34




only, cited eight patent infringement actions against state actots in a 100-year petiod - an inadequate
basis for the sweeping legislation of the Patent Remedy Act. ..
Motreover, Congress made no ﬁndi_ngs-conceming a lack of state law remedies. That state actors

infringed was in and.of itself inadequate; a taking without due process of law is the critical issue. . In

any 01'. adequate state law remedies could result in a deprivation of property without due process.
Significantly, Congress also neglected t,o. consider the element of intention. Negligent injury to.
_property does not support a “deprivation” :as.unders:tood.from' the bue Process Clause.™
Thus, the lack qf historical violation of patent rights and-thg ovetbroad scope of congressional.
. coverage under the Patent Remedy Act made it clear that the Act co_ul_(i not stand as a-valid exercise
- of the Fourteenth Amendment’s Section 5 power, |

Implications of Florida Prepaid - The Court’s reasoning with respect to the Patent Remedy Act:appears

" likely to apply with equal force to Section 511 of the Copyright Act, which permits infringement .

~actions against the states. However, Florida Prepgid. likely does not mean that state governments

can inftinge patents, copyrights, and trademarks with impunity.

- Alternative Potential Forms of Relief - Despite the elimination of patent infringement actions against ...
state actors under Florida Prepaid, several.other avenues for relief stll appear to exist for patent

- holdets. - These avenues include proceeding under a state iaw cause of action or seeking prospective
.injunctive relief in federal court under the doctrine of Ex parte Young®. While both courses of
action appeat available, each has limitations and potential difficulties. =~ -
State Law Cawnse of Action - In Florida P;:eggiil, the Court suggested patentees might advance a takings |
or conversion claim in state coutt. This; of course, depends upon the availability of such actions -
under state law, While patents are property, it is not clear that takings or conversion actions would

provide relief. . -
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The Fifth Amendment Takings Clause applies to the states. Infringement of a patent by a state - -
actor, however, might not rise to a level cognizable under current takings law to suppott:
compensation. - Even if such an infringement is'‘deemed a taking, state actors are only held to’

“payment of “just compensation.™ The patent law remedies- of enhariced damagcs and attorneys’ fees

woﬂdi&dymtapply_Bymay_oﬂemeth&ngemmuniheiedengnmmmmmﬂuquatesv_

~ toan eminent domain action.
.Statc laws vary in the law of convetsion, and in‘many instances conversion or trespass to chattels is
not recognizedﬁﬁde’r common law for intangible property.” ‘Freqﬁéntly, for such actions to lie, the
intangible rights must be incorporated into some tangible form: - The Reétaterﬁént (Second) of Torts
§242 specifically addresses conversion of intangible tights. This section, howevet, limits its coverage
to the kind of rights that are represented by and merged into a document; sich as a-‘debenture or
mottgage note.”’ Moreover, many states have common law holding that federal law preempts -
actions based on patents or copyrights. Such decisions would tequire rethinking in light of Florida
- Prepaid in the case of state actors. . ‘ |
One open question of significance in any state court action relating .1;.0' a patent would be the
propriety of patént claim construction and atguments for non-infringement and invalidity.
| Ex parte Young - The doctrine of Ex parte Young remains viable after Seminole ':Tribe but mustbe -
applied on a case-by-case basis. Under this docttine, state officials can be enjoined from actions that
violate the federal constitution. ‘The Ex paste Young Coutt reaffirmed the doctrine “that a suit
' against individuals, for the purpose of preventing them, as officers of the state, from enforcing an
‘unconstitutional enactment, to the injury of the rights of the plaintiff, is not a suit against the staté:
within the meaning of [the Eleventh] Amendment.” ‘However, this exception does not extend to -
finaricial liability for-past violations. The important distinction is “between prospective relief on one

hand and retrospective relief on the other.”® Thus, a patentee would bting an action for - -
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prospective injunctive relief against the state official responsible for'iﬁ&ingerﬁént;' “This, of course,
‘would not allow for any money damages.
Waiving Inmmsnity - Justice Scalia fsu;'t'éd in' College Savings” ? that a state could waive immunity by

consenung to suit.” Consent must be exphclt as College Savmg§ expressly overriled the theory of

constructive waiver ftom Parden whxch was already weakened by subsequent demslons
Actors within the S\ c‘@e of Inminnisty - Not all goxfernﬁnéhtsl and public bodies ate within the "scdiié':bf
‘Bleventh Amendmeat immunity, 4s this immunity is limited £ states and state instrumentalities.
" Political subdivisions of states, sucn‘asfem‘ﬁgs,' Hunicipalities, school boatds, and other types of
"munic'ipa'l boatds, do not receive the benefit of immunity. Thus, while Florida Prepaid may affect
 the Liability of state universities for patent and copyright infringement, it should not affect the
hablhty of ptimary schools and puBIic libraries: - Moteover, the Eleventh Amendraent prdiridés no
B ulmmmnty from an action against a state actor in the'courts of another state if an adequate basis for
il_:petsonal jurisdiction exists under Initernational Shoe™ and its ptogeny
| Conclusion - In Florida Prepaid the Coutt invalidated the Patent Remedy Act, maldné'"sfate_ actofs
immune from patent ir'xfﬁngémént actions in federal court. While the Court did nué'direcdji address
ths Copyright Remedy Act, the same standards will likely apply, and that.act may well also be
invalidated. Rights holdets'still have recourse under state law, but this alternative relief probably is
* Limited: For example, under Ex garte Young, ‘the state official can be siied only fot i injunctive relief
‘in his individual capaczty o | |
Impact of Florida Prepaid on UTT -'Accardjng'toifélsém by the ABA Section of Intellectuial Propetty
‘Law® Congress was working behind the scenes and with the pnvatc sector to faslnon mechanisms
for re—estabhshmg reimiedies for alleged victims of State-based mtellectual propetty infringemerit in
view of Florida Prepaid. It appears that these efforts may move to center sté,ge' as this edition of the

Licensing Update goes to ptess. On November 1, 2001, Senate Judiciaty Chairman Patrick Leahy
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(D-Vermont) submitted a bill to the Unil__:ed_ States Senate entitled the “Intellectual Property
Protection Restoration Act of 2001” (the “IPPRA™)®. The stated purposes of the IPPRA ate to: (1)
help liminate the vnfair commercial advantage. that States and their instramentalities now hold in

the Federal intellectual property system because of their ability tq:obt:_iin protection under the .

United States patent, copyright, anid tradematk laws while remainiing exempt from lability for ™
- infringing the rights of AO_thCrs; (2) promote technological innovation snd astistic creationin
futherane ofth policis undedying Fedess s and interationl st rlatiog t itellecul
EI?PGftY 3 (3) reaffitm the availability of prospective relief against State officials who are violating or
-who threaten to violate Federal intellectual property laws (sec Ex patte Young ; discussion ifra); and
)] a_b:gogai_:e State immunity in cases whete States or;,_their,jgs_menta]i_ties, officers, or employees
violate the United States Constitution, by infringing Federal intellectual property. The language of
the TPPRA conlains provisions by which the previously descrbed pusposes are implemented - such
provisions being.based ptimatily on a“walveroflmmumtyresulung in a denial of monetaty and/ot
injunctive relief” paradigm. It is intetesting to note that mote than @ decade ago, at the -
- _ggcg__mmeg_daﬁon ,gf t_hc ABA _Se:g_:._t;ion of_E‘Igtellectual P___ropc:t_ty Law, tbe_A_BA Hqufs:e: of _Delegat_esf
approved a policy statement opposing State exemption from liability for damagf_:s_‘-ar_ld. equitable
_ relief in actions for infringement of federal patent, copytight, or tradematk laws, .Harking back to
. ._‘\_‘ :;}%at deqa@éfolﬁ policy statement, theABA Sq_c_,tiop of ‘I.ntelle_ctua} Property Law was (again) acting as
a proponent for tﬁe legislation submitted by Senator Leahy as it advocated the position that States
should not be immune from suit for acts of infringement of intellectual pr_qpq_r_t__y_ tights, while also
including the denial of both ﬁ;onetgry damages and injunctive relief to States __s_e_gk_ipg_,s‘uqh remedies
 for infringement of State-based intellectual property rights when those States had not waived

. sovereign immunity™.
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In view of these developments as a response to Florida Prepaid, it is unclear how such legislation, if
it became law, would impact UTT at this time. :
. X. ' B S . N

The growth of technology transfer has taken place over the last thrtty years m an environment that

slowly progressed from hostile to favorable That progressxon tvas glven rna]or nnpetus b;t the |
passage of the Bayh ‘Dole Act in 1980 Durmg th15 penod there has been a dramatrc change in the
attitude of the U. s. jusnce Deparunent and the mterpretauon of the antitrust laws where patents and
anti-trust are no longer v1ewed as antitheucal There has been a move toward 2 favorable statutory
ba51s under Whlch there is much greater freedorn to operate. 'I'here has been an acﬁve effort by
vatious administrations to obtain equitable treatment for UScmzensm forelgn :trenues,'bot'tl n
trade and intell.e'cthal. property putsmts Nunlerous and far-teaching:changes in the patent laws of .
‘those foreign venues have proﬁded greater .op'portoniﬁes for"technology transfer to these venues,
while extensive changes in the US patent laws and pracdces have further ex.planded the B
opporttmities to engage in technology transfer A hhoss‘ledgeable'court .of Appeals for the Federal
Circuit has slain manjr of the mythlcal dragons.attached to fhteﬂectuaf property 1a“} to provfde
'umforrmty of i mterpretauon of those Taws and before wh1ch patentees can expect eqmtable :
treatment. UTT has obtained the attention of Congtess and parhcularly, the attention in that body
to the umvers1ty sector’s perspecttve oft mteﬂéctual property law issues. The mtroductlon and |
passage of legrslanon favorable to the universities and their technology-transfer efforts has taken |
place UTT has seen developed not only n the umversny sector, but also in umvets1ty—1ndustry‘ :
relauonships and in the umverslty-mdustr:y—government relat10nsh1p, a greater awateness of |
" .technology transfer and a growmg recogmtron of the pOSSIbIlltles that can be made avarlable through
creative technology ttansfer efforts and a much greater sophrstlcatton in handlmg those posslblhtles.

Today, UTT licensing professionals operate in a climate that recogniz'es the value of intellectual
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_property and the technology transfe_r;.ﬁ;nction. Many in the UTT li_cen\sing.ﬁel_d would like to think
that much of this has come about because the universities, as a source of fundamental discoveties .
and inventions, have been the source of enlightenment for a recognition of the value of lnnovalion.
The current emphasis especially in our nation’s capital, is “global competiﬁveness..;’ That the

) umversmr sector has made a tangtble contnbunon to the competltlveness of the Umted States na

lglobal market through the technology transfer functlon cannot be demed The semmal p1ece of

| leglslatlon that made that contrtbution posstble was the Bayh-Dole Act W1thout doubt the |

ob;ecuves“‘ of the Act has been reahzed Through operatton under that Act:

(l) - Small buslness whlch is frequently the test bed for embryomc umverslty technologtes has |

. beneﬁted to avery large extent, | | o -

@ | the governrnent is comforted in knowmg that taxpayer dollars whrch support the bulk of

: | ” basm research n the u.mverslty sectot, have lead to the developtnent of products and the use
of processes that have advanced the quahty of life for its anzens ‘

3) Jndustry can rely on a source of technology, data and mformatlon and 2 p1pe]me of | -

o manpower Wlnch fulﬁlls its needs and feeds the productton processes _‘ |

In sum, all sections of soclety en]oy both the protecuon and beneﬁts afforded under the Bayh Dole

Act and its progeny

In recent ycars there has been an mcreaslng mcldence of ‘efforts to restrict of curtall the technology

transfer capabthties of the Umverslty sectot under the Bayh_Dole Act through govemment agency

acttons agency programs and legislanve activities and through agency«mdustry consortlums For

example NII-I Gmdehnes regard1ng the hcensmg of patentable/ patented b1orned1ca1 research tools

‘would dlsenfranchme the umversn:tes as we]l as other non~rnanufactur1ng enutles utllxzmg the patent

‘V‘system from exerctsmg the constltutlonal based nght 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 ﬂndmgs are not gomg to beneﬁt the pubhc unless there are smtable mcentwes to
mvest in commerclahzatton And because no one knows Whlch venture wﬂl succeed one must-

strive for a soc1ety and an enwronrnent ruled by the- fa1tb that --the ,guarantee of .reasonable p‘ro'ﬁts’- 2

~‘-------;'"-w-"-‘"--'---w-ftom---risk-taking"Will-"ca-ll"-‘forth"th'e--endless_'"st're'arn“oE'inventio'ns;-'enterprise-anc_l_--art-niéccssary---to _
~ resolve sooiety’sproblems. B I S

‘Y‘X/e have already passed through an era where scrence was bemg rnade subsement ’to pohnes In- |
today’s teehnologically intense atmosphere, Where the maximum protectlon for mtellectual property
‘1.s naore than ever necessary to prowde proteenon for the heavy mvestment necessaty to- technology
development, the entire licensing profession must remain alert. -~ -
‘Evenin the current favorable cllmate for umvers1ty technology transfer as the hentage of the Bayh-
‘Dole Act, views on the issues in the control of mteﬂectual property, whether by government or -
specral interests, can lend themselves to emononal moldmg Outspoken claims to the guardmnslup
- of the: pubhc interest ot- welfare area nch ﬁeld for culnvatlng pohtlcal power. In the sttuggle to -

_ obtam the passage of the Bayh Dole Act as we]l as ot other pleces of proposed leglslation that ..
nnpacted the umversrty sector, the universities, collectrvely, spoke vinth a Ioud and single voice.
Universities will likely cotitinue to do so in:all_circurnstances that- threaten the rightsand .
opportumtles that they have earned over many years by dmt of perseverance patlence and hard
work. : In sun, technologies hcensed from aeademla have been mstrumental in spaurnrng .entlre new
mdustnes 1mprov1ng the productnnty and compennveness of compames and.creatlng new o
compames and ]obs Hence, by all measures, UTT Wﬂl be an nnportant part of technology-dnven

economic prospenty Well into the next century and perhaps beyond
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PATENT RIGHTS IN INVENTIONS MADE WITH FEDERAL ASSISTANCE
35 U:S.C: Sections 200-212

200 Policy and ob]ectrve o
201 Definitions. - -

. 202  Disposition of rights.
203 © ~Marchwin rights.

’ reference orﬁﬁta:l’States maustry
205 '?-‘Confrdentlahty a 4
~206- " -Uniform clauses and regulations. -

207 Domestic and foreign protection of federally owned mventrons T e
208 - * Regulations governing Federal licensing. I
~ 209 ©° Restrictions on licensing of federally owned mventlons o

210" Precedence of chapter.
211 - Relationship to antitrust laws. B
B 212 Dlsposrtron of rrghts in educatlonal awards

3B S C. 200 I’olrcy and ob]ectlve

Itis the policy and ob]ectlve ‘of the Congress to use the patent system to promote the
utilization of inventions arising from federally supported research or development to -
encourdge maximum participation of small business firms in federally supported research and
development efforts; to promote collaboration between commercial concerns and nonproﬁt
organizations, including universities; to ensure that inventions made by nonprofit _
organizations and small business firms are used in a manner to promote free competxtzon and’
enterprise; to promote the commercialization and pubhc availability of inventions made in the
United States by United States indusiry and labor; to ensure that'the Government obtains

sufficient rights in federally supported inventions to meet the needs of the Government and
- protect the public against nonuse or unreasonable use of mventrons, and to mnurmze the costs
of administering policies in this area. X

(Added Dec. 12, 1980, Public Law 96-517, sec. 6(a), 94 Stat. 3019, “The Bayh-Dole Act”)' -
35 U S C 201 Deflmtlons :
‘As used m this chapter o

(a) ‘The term “Federal agency” means any executive agency as defined in section 105
of Title 5, United States Code, and the m111tary departments as defmed by sectron 102 of Trtle
United States Code.

(b) -~ The term “funding agreement” means any contract, grant, or cooperatrve
agreement entered into between any Federal agency, other than the Tennessee Valley
Authority, and any contractor for the performance of experimental, developmental, or research
work funded in whole or in part by the Federal Government. Such term includesany -
assigniment, substrtutlon of partres, or subcontract of any type entered mto for the performance




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

(c) The term “contractor” means any person, small business firm, or nonprofit
organization that is a party to a funding agreement. -

(d)  The term “invention” means any invention or discovery that is or may be
patentable or otherwise protectable under this title or any novel variety of plant that is or
may be protectable under the Plant Vanety Protection Act (7 U.S.C. 2321, et seq.).

(e) The term ”sub}ect mvenhon means any invention of the contractor concezved or

Provided, That in the case of a variety of plant, the date of determination (as defined in secnon
41(d) of the Plant Variety Protection Act (7 U.S.C. 2401(d)) must also occur during the penod of
contract performance. . .

4] The term “practical apphcatlon” means to manufacture in the caseofa -
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 conditions as to establish that the -
invention is being utilized and that its benefits are to the extent permitted by law or
Government regulations available to the public on reasonable terms. .

(g  The term “made” when used in relation to any invention means the COI'I.CEPthIl
or first actual reduction to practice of such invention. .=

(h) The term “small business firm” means a small businéss concern as defmed at
Section 2 of Public Law 85-536 (15 U.S.C, 632) and implementing regulations of the
Administrator of the Small Business Administration. -

() The term “nonprofit organization” means umversmes and other mstltutlons .
of hlgher education or an organization of the type described in section 501(cM(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 .
educatxonal orgamzatxon qualified under a State nonproflt orgamzatlon statute. - = -

(Subsechon (d) amended Nov. 8 1984 Public Law 98—620 sec. 501(1), 98 Stat. 3364 )
.. {Subsection (e} amended Nov. 8, 1984, Public Law 98-620, sec. 501(2), 98 Stat. 3364)
(Subsection (i) added Dec. 12, 1980, Public Law 96-517, sec. 6(a), 94 Stat. 3019.) -

35U.8.C, 202 - Disposition of rights.

(@)  Each nonprofit organization or small business firm may, within a reasonable
time after 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 confractor 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, (ii) 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 o e
protect the security of such activities, or (iv) when the funding 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 limited to inventions occurring under the above two
programs of the Department of Energy. The rights of the nonprofit organization or small
business firm shall be subject to the provisions of paragraph (c) of this section and the other
provmlons of this chapter.

(b) 1) The rights of the Government under subsection (a) shall not be exerc1sed
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)(iii), 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 Secrefary 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 Achmmstrator of the Office of Federal Procurement Pohcy, and recommend correchve
actions.

(2) Whenever the Adm:mstrator of the Ofﬁce of Federal Procurement Pohcy
has detenruned that one or more Federal agencies are utilizing the authority of clause (i) or (ii)-
of subsection (a) of this section in a manner that is contrary to the policies and objectives of this
chapter the Administrator is authorized to issue regulations describing classes of situations in
which agenmes may not exercise the authorities of those clauses. -

‘ - (3)  Atleast once every five (5) years, the Comptroller General shall transmit
a report to the Committees 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 aspécts
of Government patent policies and practices with respect to federally funded mvenhons as the
Comptroller General believes appropriate.

(4)  If the contractor believes that a determination is contrary to the pohc1es
and objectives of this chapter or constitutes an abuse of discretion by the agency, the '
determmahon shall be subject to the last paragraph of section 203(2).

() Each funding agreement with a small business firm or nonproflt orgamzahon
shall contain appropnate provisions to effectuate the following:
SR (1) That the contractor disclose each subject invention to the Federal agency
~ within a reasonable time after it becomes known to contractor personnel respons1ble forthe -
administration of patent matters, and that the Federal Government may receive htle to any
subject invention not disclosed to it within such time. =

(2) - That the contractor make a written election within two years after _
disclosure 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, or 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 fo any

- subject invention in which the contractor does not elect to retain nghts or faJ}s to elect nghts
within such t:mes

(3)  Thata contractor electmg rights in a subject invention agrees to ﬁle a
patent application prior fo 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 fo 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 applications on the subject invention within such ..
times. C
_ (4)  With respect to any invention in which the contractor elects rights, the

Federal 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 addltlonal
_rights; including the right to 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 Imhtary agreements -
relating to weapons development and production. _

(5)  The right of the Federal agency to requn'e periodic reportmg on the
utilization or efforts at obtaining utilization that are being made by the contractor or his

-licensees or assignees: 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 sub}ect to dlsclosure under
section 552 of Title 5 of the United States Code,

(6) An obligation on the part of the contractor in the event a United States
patent application 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 Govemment
has certain rights in the invention. o

(7)  In the case of a nonprofit orgamzahon, (A)a proh1b1t10n upon the
asmgnment of rights t0 a subject invention in the United States without the approval 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 {o 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 shall 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% 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 (5%} 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% of such excess shall be paid to the Treasury of the United States
and the remaining 25% 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 administered by contractor employees on location at the. fac:hty
(8)  Therequirements of sections 203 and 204 of this chapter. -
(d) X acontractor does not elect to retain fitle to a subject invention in cases sub;eet
to this section, the Federal agency may consider and after consultation with the contractor grant
requests for retention of rights by the inventor sub]ect to the prov1s1ons of this Act and
regulations promulgated hereunder.
(¢  inany case when a Federal employee is a co-inventor of any invention made

-under-a-funding-agreement with-a-noenprofit-organization-or-small- business firm,; the- Federal
agency employmg such co -inventor is authorized to transfer or.assign whatever rights it may
acquire in the subject invention from its employee to the contractor sub]ect to the condltlons set
forth in this chapter. .

(). (1) . No fundmg agreement w1th a small busmess 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 authonty to approve S
prov1510ns or sign justifications required by this paragraph po

: (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 shall be brought within svcty days after notlflcahon of such determmatxon

-,(Subsection (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.) -
(Subsection (b)(4) added Nov.8, 1984, Public Law98-620, sec. 501(4A), 98 Stat. 3365.) -
- (Subsection (c)(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)
S (Subsectlon (c)(7) amended Nov 8 1984 Pubhc Law 98- 620 sec. 501(7), (8), 98 Stat
3366.)
: -(Subsechon (f)(2) added Dec. 12 1980 Public Law 96-517 sec. 6(a), 94 Stat. 3020.)
-(Subsectlon (b)(3) amended Dec 10, 1991, Pubhc Law 102-204 sec. 10 105 Stat 1641)

”35 u. S C 203 March-m-rlghts

(1)  With respect to any subject invention in which a small business firm or nonprofit
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 of a 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 licensee
refuses such request, to grant such a license itself, if the Federal agency determines that such:




R (a) action is necessary because the coniractor or assignee has not taken, oris
‘not expected to take within a reasonable time, effective steps to ach1eve prachcal application of
the subject invention in such field of use; -
- (b)  action isnecessary to alleviate health or safety needs whxch are not
: reasonably satisfied by the contractor, assignee, or their licensees; - -
: (c) - action is necessary to meet requirements for public use spec1f1ed by
Federal regulations and such reqmrements are not reasonably sat]sfled by the contractor, "
assignee, or licensees; or
-~ Ad). achon;snecessar;checauseiheagreementxequuedbyeechoﬂﬂihasnot—

been obtained or waived or because a licensee of the exclusive right to useor 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 sub]ect
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 =
. Pederal agency. In cases described in paragraphs (a) and {(c), the agency’s determination shall
~ beheld in abeyance pendmg the exhaustlon of appeals or petl’aons flled under the preceding -
sentence. _

(Added Dec. 12, 1980, Pubhc Law 96-517 sec. 6(a), 94 Stat 3022; amended Nov 8 1984
Pubhc Law 98-620 sec. 501(9), 98 Stat. 3367) B :

35 U S.C. 204 Preference for Umted States mdustry

Noththstandmg any other pr0v1s1on of th15 chapter, no small busmess fu:m or
nonprofit organization which receives title to any subject invention and no assignee of any such
small business 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 invention or produced through the use of the subject invention
will be manufactured substantially in the United States.. However, in individual cases, the
requirement for such an agreement may be waived by the Federal agency under whose funding
agreement the invention was made upon a showing by the small business firm, nonprofit -
organization, or assignee that reasonable but unsuccessful efforts have been made to grant
- licenses on similar terms to potential licensees that would be likely to manufacture

substantially in the United States or that under the circumstances domeshc manufacture is not
commercially feasible. SR ; :

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

35 U.s. C 205 Confxdentlallty

RIS Federal agenc1es are authorized to w1thhold from dlsclosure to the pubhc mformatlon

- disclosing any invention in-'which the Federal Government owns or may own a right, tlﬂe, or- ‘_
interest (including a nonexclusive license) for a reasonable time in order for a patent = ..~ L
application-to be filed. Furthermore, Federal agencies shall not be required to release cop1es of h




any document that is part of an application for patent filed with the United States Patent and «
Trademark Office or with any foreign patent office. :

{Added Dec. 12, 1980, Public Law 96-517, sec 6(a), 94 Stat 3023 )
35 U.S.C. 206 Umform clauses and regulatlons |

The Secretary of Commerce may issue regulanons that may be made apphcable 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
regulatlons and the standard fundmg agreement shall be sub]ect to pubhc comment before then'
1ssuance B 3 TS s ST

(Amended Nov 8 1984 Pubhc Law 98 620 sec. 501(10), 98 Stat 3367 )
35 U S. C 20'7 Domestlc and forelgn protectlon of federally owned mventlons e
. (a) - Each Federal agency is authonzed to e | : |

R (1) apply for obtam, and maintain patents or. other forms of protectlon inthe
Umted States and in fore1gn countries on mventlons in Whlch the Federal Government owns a
nght, t1t1e, or interest; :

{2).: grant nonexclusrve exclus1ve, or partlally exclusive licenses under
federally 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: prowsmns of Chapter 29 of thJs tltle as

- determined appropriate in the public interest; . .

‘ (3)  undertake all other suitable and necessary steps to protect and admlruster

rights to federally owned inventions on behalf of the Federal Govemment erther du'ectly or
through contract and . s =
g 4y transfer custody and adrmnlstrahon, in whole orin part, to another
Federal agency, of the right, title, or interest in any federally owned invention. :

(b) ... For the purpose of assuring the effective management of Govemment-owned
mventzons, the Secretary of Commerce authorized to: - .«

(1)  assist Federal agency efforts to promote the hcensmg and utrhzatlon of
Govemment-owned inventions;

- (2):+ :-assist Federal agencies in seeking protection and maintaining inventions
in fore1gn countnes, mcludmg the payment of fees and-costs connected therewith; and -

- =i (8) - consult with and .advise Federal:agencies as to:areas of science and

technology research-and:development w1th potential for commerc1a1 utlhzatlon

(Added Dec. 12, 1980, Pubhc Law 96-517 sec. 6(a), 94 Stat 3023 amended Nov 8 1984
Public Law 98*620 sec. 501(11) 98 Stat 3367) L ST

35 U S.C 208 Regulatlons govermng Federal hcensmg

The Secretary of Commerce is authorized to promulgate regulatlons spec1fy1ng the |
terms and conditions upon which any federally owned invention, other than inventions owned




by the Tennessee Valley Authority, may be hcensed ona nonexcluswe, parha]ly exclusxve, or’
exclusive basis.

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

35U. S C 209 Restnctlons on hcensmg of federally owned mventlons.

(a) ~ No Federal agency sha]l grant anY hcense under a patent or patent apphcatlon

ona 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 ccmfrdentzal and not sub]ect to dlsciosure under Sectlon 552

of Title 5 of the United States Code. :

(b)  ATPederal agency shall normally grant the nght to use or sell any federaliy
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 mventron w111 be manufactured
substantially in the United States.

(c) (1)  Each Federal agency may grant excluswe or part1a11y excluswe licenses in

‘any invention covered by a federally owned domestic patent or patent apphcatwn only 1f after

public notice and opportunity for filing written objections, itis- determined that:
(A) the interests of the Federal Government and the pubhc wﬂl best

- be served by the proposed license, in view of the applicant's intentions; plans, and ability to
~ ‘bring the mvenhon to pract:{cal apphcahon or otherwzse promote the mventlon s utlhzatlon by
the pubhe, -

' (B) the desn:ed prachcal apphcatton has not been achleved ‘or is not
hkely exped;ltlously to be achieved, under any nonexcluswe hcense wh:lch hasbeen granted, or

wh1ch may ‘be granted on the invention;

(C)  exclusive or partlally exclus1ve hcensmg isa reasonable and
necessary incentive to call forth the investment of risk capital and expenditures to bring the
invention to practmal apphcatlon or otherwxse promote the mventlon s utlllzahon by the pubhc,
and

x (D) ~ the proposed terms and scope of exclusrwty are not greater than
reasonably necessary to provide the incentive for bringing the mventlon to practlcal application
or otherwise promote the invention's utilization by the public. - :

- (2) . AFederal agency shall not grant'such exclusive-or.partialiy exclusive :
license under paragraph (1) of this subsection if it determines that:the grant of such license will
tend substantially to lessen competition ot 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 -

maintain other situations inconsistent with the antitrust laws.

- " (3) . First preference in the exclusive or partially exclusive licensing 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 invention to practical application as-any plans submitted by applicants
that are not small business firms.

-(d).. - After consideration of whether the interests of the Federal Governmentor
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 notice 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 hcensed relates, or to create or marntarn other srtuahons inconsistent with
‘antitrust laws. - : :

(e) The Federal agency shail rnamtaJn a record of deterrmnatlons to grant exclusive

~-r-partially exclusive licenses::

(3] Any grant of a license shall contain such terms and condmons as the Federal
agency determines appropriate for the protection of the interests of the Federal Government
and'the pubhc, including provisions for the following:

X “(1) - periodicreporting on the utilization or efforts at obtamlng utthzatlon that
are bemg 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 fmanc1a1
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;  * - =

(2)  the right of the Federal agency to terminate such license in wholeorin

part if it determines that the licensee 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 tlme, effechve steps to achieve

practlcal application of the invention;
' 3) the right of the Federal agency to terminate such hcense inwhole orin
- .part if the licensee is in breach of an agreement obtained pursuant to paragraph (b) of tl'us

: Sectron, and

: 7 -'(4) - theright of the Federal: agency to terminate the license in whole or in part
o 1f the agency determines that such action is necessary to meet requirements for publicuse -
specified by Federal regulations issued after the date of the license and such reqmrements are
not reasonably sahsﬁed by the licensee. ‘

(Added Dec 12 1980, Pubhc Law 96-517 sec. 6(a), 94 Stat. 3024)

35 u.s.C. 210 Precedence of chapter :
(a) This chapter shall take precedence over any other Act whrch would require a
disposition of rights in subject inventions of small business firms or nonprofit organizations
contractors in.a manner that is inconsistent with this chapter mcludmg but not necessanly ‘
limited to the following;: | SR

+{1) - - Section 10(a) of the Act of June 29, 1935 as added by title 1 of the Act of
' August 14 1946 7 U S.C. 427i(a); 60 Stat. 1085);- : '
C oo o(2) 0 Section205(a) of the Act of August 14 1946 (7 U S. C 1624(a), 60 Stat -
- 1090); e

: ' (3) Section 501(c) of the Federal Mme Safety and Health Act of 1977 (30
U.S.C. 951(c); 83 Stat. 742); :
- (4) - -~ Section 106(c) of the Natronal Trafﬁc and Motor Veh1cle Safety Act of
1966 (15 usc. 1395(c), 80 Stat. 721), L :




~ (8)  Section 12 of the National Science Foundation Act of 1950 (22 USC.
1871(a); 82 Stat. 360); ‘
 (6)  Section 152 of the Atonuc Energy Act of 1954 (42 Us. C 2182 68 Stat

- 943);
S o D) Sectlon 305 of the National Aeronautrcs and Space Act of 1958 (42 U S C
2457); - - .
(8) Sectron 6 of the Coal Research Development Act of 1960 (30 U S C 666 74
Stat. 337); :
- 9) Sectron 4 of the Hehum Act Amendments of 1960 (50 U S C 167b 74 Stat.
920); o

- - (10) Sechon 32 of the Arms Control and Dlsarmament Act ot 1961 (22 U S C
2572 75 Stat 634);
o (11) Subsection (e) of section 302 of the Appalacluan Reglonal Development Act
of 1965 (40 U S.C. App. 302(e); 79 Stat. 5); - . :
x (12) Section 9 of the Federal Nonnuclear Energy Research and Development Act
of 1974 (421 U S.C. 5901; 88 Stat. 1878); . S
(13) Section 5(d) of the Consumer Product Safety Act (15 U S C 2054(d), 86 Stat
1211); R
(14) Sectlon 3 of the Act of Apnl 5 1944 (30U S.C. 323 58 Stat 191); -
_ ~(15) Section 8001(c)(3) of the Sohd Waste Dlsposal Act (42 U.S. C 6981(c), 90 Stat
2829); .. .
(16) Sectxon 219 of the Fore1gn Assrstance Act of 1961 (22 U S C 2179 83 Stat
. .806); - - -
. (17) Section 427(b) of the Federal Mme Health and Safety Actof. 1977 (30U.S. C
937(b); 86 Stat. 155);
. -(18) Section 306(d) of the Surface Mmmg and Reclamatton Act of 1977 (30U S C
1226(d), 91 Stat 455); - :
. (19) Section 21 (d) of the Federal Flre Preventlon and Control Act of 1974 (15
USs.C 2218(d), 88 Stat. 1548);
(20) Section 6(b) of the Solar Photovoltaic 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 Econonuc
Development Act of 1978 (7 U.S.C. 1780); 92 Stat. 2533); and
: (22) Sechon 408 of the Water Resources and Development Act of 1978 (42 US.C.
7879 92 Stat 1360) _ S SRR

The Act creatmg th:s chapter shall be construed to take precedence over any future Act
unless that Act specifically cites this Act and provides that it shail 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 o the disposition of rights in -
inventions made in the performance of funding agreements with persons other than nonproflt
organizations or small business firms.

(c) - = Nothing in this chapter is intended to limit the authority of agencres to agree to
the dJsposrtton 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 inventions, except that all funding
agreements, including those with other than small business firms and nonprofit organizations,
shall include the requirements established in Paragraph 202(c)(4) and Section 203 of this title.
Any disposition of rights in inventions made in accordance with the Statement or
implementing regulations, including any disposition occurnng before enactment of this section,
are hereby authorized.

{d) Nothing in this chapter shall be construed to the require the dlsclosure of .
intelligence sources or methods or to otherwise affect the authority granted to the Director of
- Ceniral Intelligence by statute or Executive order for the protection of intelligence sources or

methods.

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

35 U.S.C. 211 Relationship to antitrust laws.

Nothing in this chapter shall be deemed to convey to any person immunity from civil or
criminal liability, or create any defenses to actions, under any antitrust law.

(Added Dec.12, 1980, Public Law 96-517, sec. 6(a), 94 Stat. 3027.)
' 35U.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 rights to inventions made by the awardee.

(Added Nov. 8, 1984, Public Law 98-620, sec. 501(14), 98 Stat. 3368.)







