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10:00 A.M., 15™ Nov., 2001

Director

Katharine Ku

Associate

Linda Chao

Stanford University

Office of Technology Licensing
900 Welch Road, Suite 350
Palo Alto, CA 94304

e-mail: shawn.harlan@stanford.edu
Phone: (650) 723-0651

Fax: (650) 725-7295

11:00 A.M., 16™ Nov., 2001

Attorney

Lucas S. Chang

Attorney

Y. Vicky Chou

Attorney

Ariel Reich

HellerEhrman law office

tel.:  650.324.7100 -

fax: 650.324.0638

e-mail: Lchang@hewm.com
web: http://www.hewm.com
Silicon Valley

275 Middlefield Road

Menlo Park, CA 94025-3506

19" Nov.,2001

8:30 A.M.

Contact: Karen Kelly
AT&T Lab in Menlo Park
(650)463-7083

75 Willow Road

Menlo Park, CA

10:00 A.M.

Contact: Queenie Zee
Silicon Graphics Inc.
Mountain View, CA
(650)933-1840

1:00 P.M.

MIT-Stanford Venture Lab
Contact: Masue Kanno
(408)213-0557

Mountain View, CA




10:00 A.M. 20™ Nov., 2001

Tim Wan

tel.: (510)587-6071

fax: (510)587-6090

e-mail: tim.wan/@ucop.cdu
web: http://www.ucop.edu/ott/
Office of Technology Transfer
Office of President

1111 Franklin Street, 5" Floor
Oakland, CA 94607-5200

09:00 A.M. 21*' Nov.,2001

Director

Rosanne Dutton

Office of Technology Licensing

tel.: 213-743-2282

fax: 213-744-1832

e-mail: dutton/zusc.edu

web: hhtp://www.usc.edu/dept/Patents_copyrights

10:00 A.M. 26™ Nov.,2001

Technology Transfer Officer

Rita C. Manak

Office of Intellectual Property Administration
tel: (310)794-0558

fax:(310)794-0638

e-mail: rmanak@resadmin.ucla.edu

10920 Wilshire Boulevard, Suite 1200

Los Angeles, CA 90024-1406

10:00 A.M. 27" Nov.,2001

Policy Analyst

Sharon Yun

Technology Policy Analyst
David Brantley

Technology Policy Analyst
Mark Boroush

Office of International Technology
Technology Administration

US Department of Commerce
Washington, DC 20230 USA
Tel: 202/482-6814

Fax: 202/219-3310

e-mail: sharon.yun@ta.doc.gov

1d-



08:30 A.M. 28™ Nov., 2001

Attorney

Francis J. Gorman

Gorman & Williams

Attorneys at Law

A Partnership of Professional Corporations
FIGORMAN@GANDWLAW.COM
WWW.GRANDWLAW.COM

2 North Charles St.

Suite 750

Baltimore, MD 21201

Tel:410-528-0600

[Fax:410-528-0602

29" and 30™ Nov., 2001

Attending Industry & Research Institution Collaborative Relationship
Conference

American Conference Institute

The Fairmont Copley Plaza Hotel,

138 St. James Ave, Boston, MA, United States
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to 1980.
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the 1980s.

Trends during the G@% in patenting and
licensing.

Unanswered questions and concerns.



The pre-WWII era

 Frederick Cottrell, a UC Berkeley professor and
patentholder, founded the Research Corporation in
1912 to manage university patents and support
scientific research.

» University patenting drew on research
collaboration with industry in a number of sectors.

« Considerable ambivalence within U.S. universities
over a direct university role in management of
patenting, licensing.



Frederick Cottrell on University Licensing

A certain minimum amount of protection is usually felt necessary by any
manufacturing concern before it will invest in machinery or other
equipment, to say nothing of the advertising necessary to put a new
invention on the market. Thus a number of meritorious patents given to
the public absolutely freely by their inventors have never come upon the
market chiefly because "what is everybody's business is nobody's
business.” (1912)

A danger was involved, especially should the experiment prove highly
profitable to the university and lead to a general emulation of the plan.
University trustees are continually seeking for funds and in direct
proportion to the success of our experiment its repetition might be
expected elsewhere . . . the danger this suggested was the possibility of
growing commercialism and competition between institutions and an
accompanying tendency for secrecy in scientific work. (1932)



The postwar era

« Growth n federal funding of university research
during & after WWII led a number of federal
agencies to require formal patent policies at
universities conducting federally sponsored
research. |

« By the late 1950s, most research universities had
adopted formal policies.

— But at least some of these policies, especially in
medical schools, discourage or prohibit patenting.

— Many universities “outsource” patent and licensing
management to entities such as the Research Corp.

— Public universities appear to be more active in direct
management of patenting and licensing.



University patenting grows more rapidly
during and after the 1970s

o US universities’ share of overall US patenting 1s
stable at roughly 0.2% during 1949-63.

 Universities account for 0.3% of US domestically
assigned patents m 1970 and 3.6% 1n 1999, a 12-
fold increase in share that considerably exceeds
growth in university share of US R&D
performance from 12% in 1970 to 14% in 1999.

 Private universities’ share of US university
patenting more than triples during 1960-80,
growing from 14% in 1960 to 39% 1n 1970; 45%
in 1980; and 39% in 1999.



University patenting during & after the
1970s (2)

» Biomedical technologies’ share of US university
patents increases from 11% of research university
patents in 1971 to 48% in 1997. NIH share of

federally funded university R&D grows from 37%
to 56% during 1971-97.

« Universities become more active managers of
patenting & licensing during the 1970s, at the

expense of the Research Corporation, among other
entities.
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The Bayh-Dole Act of 1980

Passed in 1980 to encourage commercial development of

federally funded inventions in university and government
labs.

The Act enabled institutions to obtain patents on

inventions and to license these to private parties, including
exclusive licenses.

Bayh-Dole replaced a complex web of Institutional Patent
Agreements between individual federal funding agencies
and individual untversities.

~ University patenting, growing prior to 1980, accelerated

after 1980 (Research university share of US patents grows
from 0.7% i 1979 to 3.6% by 1999).



Other developments during the 1970s and
1980s

Diamond v. Chakrabarty: Life forms are deemed
patentable by the US Supreme Court in 1980.

Creation of the CAFC, 1982.
Other federal actions strengthen intellectual

property protection in domestic, international
economy during the 1980s.

“War on Cancer” spurs research in molecular
biology.



The “effects” of Bayh-Dole

We observe growth in university patenting after
1980: Is this a direct result of Bayh-Dole?

Examine Stanford and UC, both of which were
active patenters and licensors, before & after
1980.

Compare their licensing income with that of
Columbid, a major post-1980 “entrant.”

Look at patterns of entry into patenting after 1980.



“Before & after” Bayh-Dole at the
University of California and Stanford

Growth in annual invention disclosures at both
uinversities accelerated before 1980.

Biomedical portion of overall disclosures also
increased before 1980.

At both institutions, biomedical inventions’ share

of patenting and licensing income begins to grow
before 1980.

Bayh-Dole affected patenting and licensing; but
patenting and licensing, especially in biomedical
technologies, was growing before the Act. Bayh-
Dole only 1 of several important factors.



Licensing income at Columbia, UC, and
Stanford

« Gross licensing income (constant $$) grew
significantly during 1970-1995 at Stanford, UC
(1985-1995 at Columbia).

— 50-fold growth at UC, FY1970-95.
— 200-fold growth at Stanford, FY 1970-95.
— 60-fold growth at Columbia, FY 1985-95.

« Top 5 licenses generate a large proportion of gross
income at all 3 universities.

. Biomedical licenses account for a large proportion
of top 5 earners at all 3 universities.

« By 1995, the license portfolios of the “entrant”
and the two “incumbents” closely resemble one
another.



Selected Data on University of California, Stanford University, and Columbia
University Licensing Income, FY1970-95

uc FY1970 FY1975 FY1980 FY1985 FY1990 FY1995

Gross income (1992 dolfars: 000s) : 1140. 1470, 2113, 3914. 13240,  585%6.

Gross income fromtop 5 eamers (1992 dollars; 000s) 899. 1074. 1083. 1855. 7229, 38655
share of gross income fromtop 5 eamers (%) 7 7 5 4 5 6
share of income of top 5 eamers assodiated with biomedical 3 1 5 4 9 10
invertions (%)
share of income of top 5 eamers assodiated with agricuitural 5 7 4 6 0
inventions (%) ;

Stanford FY7

Gross income (1992 dollars: 000s) 180. 842. 1084. 4890. 14757. 35833

Gross income fromtop 5 eamers (1992 dallars: 000s) 579. q37. 360, 11202, 30285
share of gross income fromtop 5 eamers (%) 6 8 6 7 8
share of income of top 5 eamers assodated with biomedical 8 4 6 8 9
inventions (%)

Colurbia

Gross income (1992 dollars: 000s) 42 6903. 31790

Gross incorre fromtop 5 eamers (1992 dollars: 000s) - 535. 6306.  29935.
share of gross income fromtop 5 eamers (%) 9 9 9
share of incone of top 5 eamers assodated with biomedical 8 8 9

inventions (%)



Entry by universities into patenting increases
after Bayh-Dole

“High-intensity” academic patenters (more than
10 patents assigned during 1970-80) account for
87% of academic patents in 1975, 64% in 1992.

“Medium-intensity” academic patenters (< 10
patents during 1970-80) account for 15% of
academic patents in 1975, 30% in 1992.

“Entrant” academic patenters (no patents during
1970-80) account for 0% of patents in 1975, 6% in
1992.



Aggregate trends in the 1990s

« Drawn from surveys conducted by the
Association of University Technology
Managers.

« Surveys report results separately for
“recurrent” respondents and all respondents,
enabling some control for entry.

. Little/no data on the distribution of
revenues, costs, licenses among institutions.
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Unanswered questions and concerns

« What are the institutional objectives of university
patenting and licensing?
— Income generation from licensing fees/royalties.

— Technology transfer for regional economic
development.

— Research ?:%mi:m..
— How do universities manage conflicts among these
objectives?
« What evidence do we have on the effectiveness of
patents in supporting the transfer and commercial
application of university technologies?

« How if at all has the growth of university
patenting affected the “research culture™ of
leading US universities?



Unanswered questions and concerns (2)

When i1s patenting a help and when is it a
hindrance to university-industry research
collaboration?

How 1f at all should patenting policies be tailored
to the different circumstances of different
technology fields?

Is dissemination of academic research results that
formerly were published being limited by
emphasis. on patenting?

What fraction of universities that seek to use
technology transfer to generate income are
successful in realizing significant net income?
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NATIONAL INSTITUTES OF HEALTH
OFFICE OF THE DIRECTOR

DETERMINATION
In the Case of
PETITION OF CELLPRO, INC.

The National Institutes of Health (NIH) has determined that the initiation of march-in
proceduress, as requested under the petition outlined below, is not warranted at this time. NTH
retains jurisdiction over the instant proceedings until such time as a comparable alternative
product becomes available for sale in the United States.

The CellPro Petitidn

On March 3, 1997, CellPro, Incorporated (CellPro) filed a petition with the Secretary of Health
and Human Services (Secretary) requesting that the Government exercise march-in rights under
the Bayh Dole Act (Act), 35 U.S.C. §§ 202-212, in connection with certain patents owned by
The Johns Hopkins University (Hopkins) and licensed first to Becton-Dickinson and then to

Baxter Healthcare Corporation (Baxter).! As discussed in greater detail below, the march-in
provision of the Act authorizes the Government, in certain circumstances, to require the
contractor (or grantee) or its exclusive licensee to license a Federally-funded invention to a
responsible applicant on reasonable terms, or to grant such a license itself. CellPro asserts that
such action is necessary to alleviate health or safety needs that have arisen because the United
States District Court for the District of Delaware (Court) has found the stem cell separation
device developed by CellPro, the Ceprate SC, to infringe two of the patents in question and has

enjoined its sale.? Alternatively, CellPro asserts that march-in is warranted because Hopkins
and Baxter have failed to take reasonable steps to commercialize the technology. At the present
time, CellPro is the only company that has an FDA-approved device commercially available.

The Department of Commerce regulations implementing the Act are set forth at 37 CFR §
401.6. According to § 401.6(b):

[w]henever an agency receives information that it believes might warrant the
exercise of march-in rights, before initiating any march-in proceedings, it shall
notify the contractor in writing of the information and request informal written or
oral comments from the contractor, as well as information relevant to the matter.

The regulations provide that "the agency shall, within 60 days after it receives the comment,
either initiate the procedures below or notify the contractor, in writing, that it will not pursue
march-in rights on the basis of the available information." [d. Pursuant to § 401.6, the NIH,
which has the delegated authority to make the march-in determination in this case, notified
Hopkins of the petition and requested comment. Hopkins made its initial response on May 7,
but in the interim, CellPro had made an additional submission to which Hopkins sought to
respond. In sum, CellPro made supplemental filings on April 24, May 8, May 28 and July 2.
After its initial response on May 7, Hopkins made supplemental filings on May 19, June 2 and
July 2. Because the parties continued to make submissions and insist on the right to comment
on the submissions of the other party, the NIH informed the parties that the 60 days set forth in
the regulations for a determination by the agency would be calculated from June 2nd, but

http://www nih.gov/news/pr/aug97/nihb-01.htm : 11/15/01
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agreed to review and consider any submissions made by the parties through July 2.3

The administrative record in this matter consists of the submissions of the parties, letters from
universities, corporations, members of Congress, and other members of the public on this issue,
as well as other pertinent materials obtained by the NIH.

Statutory Background and Criteria
The stated policy and objective of the Bayh-Dole Act is:

1o use the patent system to promote the utilization of inventions arising from
federally supported research or development; to encourage maximum participation
of small busihess firms in federally supported research and development efforts; to
promote collaboration between commercial concemns 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 competition and
enterprise; to promote the commercialization and public availability of inventions
made in the United States by United States industry and labor; to ensure that the
Government obtains sufficient rights in federally supported inventions to meet the
needs of the Government and protect the public against nonuse or unreasonable
use of inventions: and to minimize the costs of administering policies in this area.

Act at § 200. Toward this goal, the Act addresses not only rules governing the licensing of

Government-owned inventions, but also addresses Federal contractors' * rights to elect title to
inventions made with Federal funding. In giving Federal contractors the right to elect title to
inventions, Congress aitered the preexisting scheme under which the funding agency generally
owned patentable inventions made with Federal support unless the contractor obtained a
waiver. Congrass beliey ed that this change would promote the utilization and
commercialization of inventions and would harmonize Federal patent policies. See Senate Rep.
No. 96-480 at p.3.

In giving contractors the right to elect title to inventions made with Federal funding, the Act
also includes various safeguards on the public investment in the research. For example, the
Federal agency retains 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. See 35 U.S.C. § 202(c)(4). In addition, the Act includes march-in rights, which provide
a Federal agency with the authority in certain, very limited circumstances, to make sure that a
federally funded invention is available to the public. Section 203(1) states:

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--
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a. action is necessary because the contractor or assignee has not taken,,or is not expected to
take within a reasonable time, effective steps to achieve practical application of the
subject invention in such field of use;

b. action is necessary to alleviate health or safety needs which are not reasonably satisfied
by the contractor, assignee, or their licensees; ;

c. action is necessary to meet requirements for public use specified by Federal regulations
and such requirements are not reasonably satisfied by the contractor, assignes, or
licensees; or

d. actionis nécessary because the agreement required by section 204 has not been obtained
or waived or because a licensee of the exclusive right to use or sell any subject invention

in the United States is in breach of its agreesment obtained pursuant to section 204.°
Jurisdiction

In its submissions, Hopkins suggested that NIH did not have jurisdiction in this matter. CellPro
disagreed. It is our conclusion that NIH has jurisdiction to determine whether to exercise
march-in with respect to the patents in question. The patents which were found by the Court to
be valid and infringed are U.S. Patent Nos. 4,714,680 ('680 patent) and 4,965,204 (204 patent).
Documentation submitted by Hopkins clearly establishes that the inventions claimed in these
patents were funded by the NIH. For instance, with regard to the '680 patent, Hopkins
submitted to the NIH a letter dated October 4, 1984, notifying the NIH that Hopkins had
elected title to the invention. In addition, Hopkins provided annual utilization reports filed
during the 1980's and early 1990's, and a license from Hopkins to the U.S. Government, which
expressly acknowledges that "the invention was made in the course of research supported by
the DHHS."® Since the inventions were funded by the NTH, as acknowledged by Hopkins well
before the patent dispute with CellPro arose, there is a clear presumption of jurisdiction by the
NIH, and Hopkins has not submitted sufficient evidence to rebut that presumption.

Decision

The NIH has evaluated the administrative record with regard to two prongs of the statutory
criteria, 35 U.S.C. § 203(1)(a) and (b). The NIH has examined whether, (1) Baxter has failed to
take, or is not expected to take within a reasonable time, effective steps to achieve practical
application of the subject inventions; and, (2) there exists a health or safety need which is not
reasonably satisfied by Hopkins or Baxter.” Based on these criteria and the available
information, march-in is not warranted at this time.

Practical Application of the Subject Inventions

Practical application is defined under 37 C.F.R. § 404.3(d) as "to manufacture in the case of a
composition or product, to practice in the case of a process or method, or to operate in the case
of a machine or system; and, in each case, under such 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.” The administrative record
demonstrates that Hopkins and Baxter have clearly met this standard.

This technology was originally developed in the laboratory of Dr. Curt Civin at Hopkins and
first published in 1984. Hopkins filed for patent protection and was awarded four patents, the

http://www nih.gov/news/pr/aug97/nihb-01.htm 11/15/01



DETERMINATION In the Case of PETITION OF CELLPRO, INC. Page 4 of 9

first of which issued in 1987. The technology was-first exclusively licensed to Becton-
Dickinson & Co. (BD). BD began marketing the first anti-CD34 antibody:in 1985 and has sold
anti-CD34 antibodies worldwide ever since. Since BD was only interested' in the diagnostic
applications, the company exclusively sublicensed therapeutic rights to Baxter. Baxter began
development of a therapeutic system and sublicensed rights to Applied Immune Sciences (now
part of RPR Gencell) and Systemix (now part of Novartis). Baxter also held licensing
discussions with CellPro, but no license agreement was signed.

By late 1991, Baxter had developed a prototype stem cell selection device. In 1992, Dr. Civin
began clinical trials with the device, and Baxter started its own clinical trials in 1993. In
January 1993, Baxter's Isolex 300 System received regulatory approval in Europe (CE Mark of
Conformity for Medical Devices). In the United States, Baxter's systems have been installed in
numerous transplant centers over the past three years; the Baxter device has been used in
clinical trials to process peripheral blood and bone marrow for hematopoietic reconstitution in
patients. On February 24, 1997, Baxter filed for Pre-market Approval (PMA) of its Isolex

300SA System.8 In addition to effectively licensing and developing the technology, Hopkins,
BD and Baxter have aggressively defended the patents in court. In 1994, the three parties
joined in a suit against CellPro for infringement of the Civin patents.

Accordingly, NTH concludes that Hopkins and Baxter have taken effective steps to achieve
practical application, as demonstrated by Hopkins' licensing, Baxter's manufacture, practice,
and operation of the Isolex 300, and the device's availability to and use by the public to the
extent permitted at this time under applicable law (i.e., foreign sales as well as widespread
clinical research use in the U.S.). With regard to FDA approval and commercial sale of the
Baxter Isolex 300 in the United States, the administrative record indicates that Baxter is
vigorously pursuing an active application. Based on these facts, we conclude that Hopkins and
Baxter have met the statutory and regulatory standard for practical application.

Health or Safety Needs

The question of whether the CellPro Ceprate SC fulfills health or safety needs not reasonably
satisfied by the Baxter Isolex 300 has been the central inquiry and priority of the NIH in
evaluating CellPro's petition for march-in. In this regard, we note the considerable debate
among scientists and clinicians as to whether immunoselection of stem cells with selection
devices prior to transplantation provides a clinically significant benefit to patients over
standard hematopoietic transplantation techniques. The clinical benefit upon which the CellPro
Ceprate SC device was approved by FDA consisted of a reduction of infusional toxicity
associated with the administration of bone marrow prepared with standard techniques.9 To
date, neither party has presented to the Biological Response Modifiers Advisory Committes
any studies documenting that cell separation devices improve stem cell engraftment, disease-
free survival, or overall survival. 10 Thus, it is premature for either Baxter or CellPro to claim
patient benefits (other than a decrease in infusional toxicities) from stem cell isolation and
purification, T-cell, lymphocyte, and tumor cell purging, or other claimed uses.

It is equally premature, and inappropriate, for NIH to substitute its judgment for that of
clinicians and patients seeking to avail themselves of an FDA-approved medical device. The
FDA has determined that the Ceprate SC is safe and effective for selecting stem cells from
autologous bone marrow for hematopoietic reconstitution. Thus, to the extent that the Ceprate
SC is the only device that is available for sale in the United States for this purpose, it fulfills a
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health need for those who wish to use it, until such time as a comparable alternative product
becomes available for sale.!!

As explained more fully below, the administrative record demonstrates that Hopkins and
Baxter have taken appropriate steps to reasonably satisfy this need. First, they have refrained
from enforcing patent rights to the full extent of the law in order to allow the continuing sale of
the Ceprate SC until the Baxter product is approved for sale by the FDA. Second, they have
pledged to ensure that the Baxter product is as widely available as possible through clinical
trials, and to ensure patient access to the fullest extent possible.

(1) Continuing Sale of CellPro Device

In deference to the health need fulfilled by the CellPro device in the absence of an FDA-
approved alternative, Hopkins and Baxter have refrained from enforcing their patent rights to
the full extent of the law. Specifically, they modified a proposed order of injunction filed for
consideration in the patent litigation in Federal District Court. The Order issued by the Court
on July 24, 1997 states, in pertinent part:

CellPro may continue to make, have made, use and sell SC Systems and
disposable products (including the 12.8 antibody) for use with SC Systems, within
the United States, until such time as an alternative stem cell concentration device,
manufactured under a license under the >204 and >680 patents, 1s approved for
therapeutic use in the United States by the United States Food and Drug
Administration . . . and for a period of three months thereafter.

Order at p 5. In addition, certain price and volume restrictions contained in the Court's Order
specifically do not apply-to the provision of products solely for use in clinical trials. Order at

pp. 3, 7.

CellPro argues vigorously, however, in documents filed prior to the entry of the Court's Order,
that the terms of the proposed order, most specifically the requirement of payments to Baxter
for sales of CellPro product, would force CellPro out of business and result in the loss of
availability of the CellPro device.

First, we rely on the Court's finding that it is unlikely that the terms of the Order will result in

the loss of availability of the CellPro product.12 This issue was specifically before the Court,
supported by an exhaustive factual record resulting from years of litigation. Although NIH is
determining whether to open a fact-finding proceeding, as opposed to conducting one, we also
found no convincing evidence that CellPro will be unable to supply patients with its product
under the terms of the Court Order. The terms of the Order may be unpalatable to CellPro, but
CellPro need only operate under those constraints pending a decision on its appeal of the
Court's adverse verdict on infringement. The Court specifically found that CellPro "possesses
adequate cash reserves to allow it to continue operations during the pendency of its appeal,”
Memorandum Opinion at p. 24, and determined that it would most likely be in CellPro's
interest to continue operations pending the outcome of the appeal. Moreover, the Court has
retained jurisdiction and invited the parties to apply to the Court for modification of the terms
of the injunction, specifically, the payment of incremental profits to Baxter, if the amount
determined by the Court "either provides inadequate relief or works an injustice inconsistent
with equitable principles.” Id.
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Second, the loss of availability of the CellPro product is relevant to the "héalth need" criteria
only during the period prior to FDA approval and availability for sale of a comparable
altemnative product. In petitioning NIH to open a separate proceeding on this matter, CellPro
argues that its continuing viability and success, even beyond FDA approval of a comparable
alternative, should be a matter of concern to the NIH because CellPro has developed and is
marketing an important health care product. Invoking our prior caveat as to the investigational
nature of these devices, we concur that, as a general matter, NIH supports the development and
success of the biotechnology industry. It is indeed very important to the NIH that
biotechnology and pharmaceutical companies thrive and compete in order to bring new health
care products to the public. Developing and commercializing such products out of federally-
funded research is the foundation and essence of the Bayh-Dole Act.

We are wary, however, of forced attempts to influence the marketplace for the benefit of a
single company, particularly when such actions may have far-reaching repercussions on many
companies' and investors' future willingness to invest in federally funded medical technologies.
The patent system, with its resultant predictability for investment and commercial
development, is the means chosen by Congress for ensuring the development and
dissemination of new and useful technologies. It has proven to be an effective means for the
development of health care technologies. In exercising its authorities under the Bayh-Dole Act,
NIH is mindful of the broader public health implications of a march-in proceeding, including
the potential loss of new health care products yet to be developed from federally funded
research.

On balance, we believe it is inappropriate for the NIH to intercede in this matter to ensure
CellPro's commercial future. Viability and success in the private sector is appropriately
governed by the marketplace, and significantly influenced by management practices and
decisions. CellPro had the opportunity to license the invention from Baxter but decided against
doing so, and instead risked patent infringement litigation. It would be inappropriate for the
NTH, a public health agency, to exercise its authorities under the Bayh-Dole Act to procure for
CellPro more favorable commercial terms than it can otherwise obtain from the Court or from
the patent owners. CellPro's commercial viability is best left to CellPro's management and the
marketplace.

(2) Reasonable Steps to Ensure Widespread Availability of Baxter's Product

Hopkins and Baxter have also pledged to reasonably satisfy any health need created by the loss
of the CellPro product in the unlikely event that patient access to this technology is restricted
before a comparable alternative product is approved by the FDA and becomes available for
sale.

In several of its submissions to NIH, and in a letter from Baxter CEO Vernon Loucks to
Secretary Donna Shalala, Baxter committed to ensuring there would be no gap in patient access
to stem cell separation technology. Baxter committed to installing its device free of charge at
any site from which CellPro might withdraw, and to provide that site with the same level of
support on the same terms as CellPro. Baxter also comumitted to obtaining all clinical and
regulatory approvals necessary to place the Isolex system into operation as soon as possible.

CellPro asserted that Baxter is unable to fulfill this pledge; however, neither party submitted
evidence sufficient for a definitive determination, and it would be premature for the NIH to act

http://www.nih. gov,'/news/pr/aug97/nihb-01 htm 11/15/01



DETERMINATION In the Case of PETITION OF CELLPRO, INC. Page 7 of 9

based on Baxter's failure to accomplish what events have not yet required it to do. In any event,
we believe the likelihood of Baxter having to substitute devices in order t9 ensure patient
access is remote, as discussed above. Nevertheless, pending FDA approval and availability for
sale of a comparable alternative product, NIH will continue to monitor the situation and will
retain jurisdiction to initiate march-in without the filing of a new request, in the event that
health needs are not being reasonably satisfied.

Conclusion

The NIH has determined not to initiate proceedings to pursue march-in rights on the basis of
the available information. NIH has examined the criteria of 35 U.S.C. § 203(1)(a) and (b) and
found that march-in is not warranted under either criteria. Specifically, the NIH has determined
that Hopkins and Baxter have taken, or are expected to take within a reasonable time, effective
steps to achieve practical application of the applicable patents, as demonstrated by Hopkins'
licensing activities and Baxter's manufacture, practice, and operation of the Isolex 300, as well
as the pending applications for FDA approval. NIH also finds that the available information
fails to demonstrate an unmet health need that is not reasonably satisfied by Hopkins and
Baxter.

The NIH will continue to monitor issues related to patient access to the CellPro or Baxter
devices during the period prior to FDA approval and availability for sale of a comparable

alternative device.

/s/

Harold Varmus, M.D.
Director, NIH

! These patents are: U.S. Patent No. 4,965,680; U.S. Patent No. 5,130,144; U.S. Patent No.
5,035,994 and U.S. Patent No. 4,965,204,

? The Order for Permanent Injunction and Partial Stay of Injunction (Order), entered July 24,
1997, includes a partial stay allowing CellPro to continue selling its device under certain
restrictions. CellPro has indicated that it intends to appeal the Court's ruling.

3 Hopkins made an additional submission July 29, which was not considered by NIH.

4 Defined in the Act as "any person, small business firm or nonprofit organization that is a
party to a funding agreement," Act at § 201(c). In 1983, President Reagan issued a
memorandum instructing all Federal agencies, to the extent not prohibited by law, to grant all
recipients the same right to their inventions as the Bayh-Dole Act provided small businesses
and nonprofit institutions.

> The legislative history to the Act indicates that Congress anticipated that third parties, such as
CellPro in this case, would be likely to inform the Government of the possible need for march-
in. However, it is clear that march-in remains a purely government authority. Senate Report
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No. 96-480 states that:

"[m]arch-in" is intended as a remedy to be invoked by the Government and a
private cause of action is not created in competitors or other outside parties,
although it is expected that in most cases complaints from third-parties will be the,
basis for the initiation of agency action.

6 Although these documents relate specifically to the '680 patent, the 204 patent states that it is
a divisional applitation of the application, serial number 670,740 (the '740 application), from
which the '680 patent issued. The claims in the 204 patent are, therefore, based on the original
disclosure that was contained in the ‘740 application, as to which Hopkins had elected title. The
other two patents also involved in the patent litigation, U.S. Patent Nos. 5,035,994, and
5,130,144, also issued from divisional applications of the '740 application.

7 The two other prongs are clearly not relevant. Subparagraph (c) narrowly applies to "public
use" required by particular laws. CellPro has not claimed any such law to be applicable in the
present case, nor does NIH believe any to be applicable. Subparagraph (d) authorizes march-in
when an exclusive licensee of a subject invention has failed to agree (or obtain a waiver of such
requirement) that any products embodying the invention or produced through the use of the
invention will be manufactured substantially in the United States. Baxter has agreed to
manufacture substantially in the United States.

8 CellPro has argued that the NIH should distinguish-between the Isolex SA, an earlier, less
automated device, and the Isolex 3001, Baxter's current fully-automated device. The current
PMA application to FDA relates to the Isolex SA device. As is customary, the FDA recently
discussed the Baxter PMA application for the 300SA device with the Biological Response
Modifiers Advisory Committee (July 24, 1997). The majority of the committee members (13
out of 16) voted that the SA device yields an enriched cell population that produces successful
engraftments. Thus, NTH finds that the Isolex SA and the 3001 have comparable functions for
the purpose of this determination.

? See, Transcript, FDA Biological Response Modifiers Advisory Committee meeting, February
28, 1996; Package Description, Ceprate SC Stem Cell Concentration System (December 6,
1996).

10 Transcript, FDA Biological Response Modifiers Advisory Committee meeting, February 28,
1996. At that public meeting, Dr. Richard Champlin, MD Anderson Cancer Center, introducing
the CellPro device on behalf of CellPro, stated to the Committee, "[a]gain, one has to
remember this is not a treatment for cancer. This is a means to enrich stem cells for a variety of
purposes. It has again been shown to be reproducible, safe, and effective for that purpose. And
this technology is really critical to allow us to develop the field in a number of other very
important applications.” Transcript at pp. 21-22.

' The Baxter Isolex 300 constitutes such a comparable alternative product. Both the Isolex
300 and the Ceprate SC devices are used in clinical research to isolate and purify stem cells
from either bone marrow or peripheral blood, in preparation for stem cell transplantation. Both
are under investigation for either autologous (patient's own) or allogeneic (donor)
transplantations. We find that performance differences alleged by both parties primarily affect
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convenience of use, and do not alter the public health impact at issue here.

12 According to the Court in its Memorandum Opinion at p. 23, "[a]fter evaluating the parties’
arguments, and their accompanying declarations, the court finds that in the absence of a
conclusive statement from CellPro executives that it will discontinue operations, it has failed to
establish that a highly speculative dsk of shutdown during the pendency of its appeal to the
Federal Circuit outweighs the harm suffered by plaintiffs as the result of CellPro's willful
infringement." Nonetheless, the Court modified one of the terms of the injunction, as proposed
by Hopkins and Baxter, to require CellPro to pay 60 percent of its incremental profit from
infringing sales, as opposed to the 100 percent proposed by Hopkins and Baxter.
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UNIVERSITY OF CALIFORNIA GUIDELINES
ON MANAGING POTENTIAL
CONFLICTS OF INTEREST IN LICENSING

{August 1, 2001)
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POLICY

President Saxon, in his June 23, 1980 memorandum to Chancellors and Laboratory Directors,
stated that the University's overall policy on conflict of interest is that "none of its faculty, staff,
managers, or officials shall engage in any activities which place them in a conflict of interest
between their official activities and any other interest or obligation." Over the years a variety of
specialized policies and guidelines have been issued in recognition of the need for further
direction in this and in related areas of ethical standards and codes of conduct.

These guidelines are issued by the Office of Technology Transfer, UCOP at the request of
Provost King and Senior Vice President Mullinix in'their June 18, 2001 letter to Chancellors and
Laboratory Directors in which they asked each site to implement the requirements of California’s
Political Reform Act with regard to licensing University research results. These guidelines
address University decisions made in the course of licensing activities, and not matters of patent
prosecution.

GUIDELINES

The Political Reform Act of 1974 ("Act") and its accompanying regulations set forth complex
and comprehensive rules designed to assure that public officials "perform their duties in an
impartial manner, free from bias caused by their own financial interests or the financial interests
of persons who have supported them.” The rules apply to public officials at all levels of
government in California, from the Governor on down to city officials, and include University
faculty and UC administrators. The Act creates the Fair Political Practices Commission ("FPPC")
to interpret and enforce its provisions.

These guidelines address some of the most common concemns regarding potential conflicts of
interest in University licensing activity, and shall be followed to implement the requirements of
the Act. They are developed to clarify the roles of both inventors and licensing professionals and
to assist them in complying with the Act. The guidelines also apply to authors whose works will
be licensed by the University. For purposes of these guidelines and related documents,
"inventors” is meant to include "authors” and "inventions” is meant to include "works of
authorship", where applicable.
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The conflict of interest coordinators at the Office of the President, the campuses, and the
Laboratories; and attorneys at the Office of General Counsel will do their best to answer
additional questions with respect to compliance with the Act and should be able to provide
guidance about most common situations. The law and regulations are complex, however, and
only the State Fair Political Practices Commmission itself can offer a definitive interpretation of
the Act.

I. Universitv Licensing Pecisions
Why does the University license inventions?

The University licenses its inventions to encourage the practical application of the results of
research for the broad public benefit; to address the needs of sponsors of University research; to
build research partnerships with industry to enhance the research and educational experience of
researchers and students; and to generate royalty income for the further support of research and
education; and to provide an incentive for inventor faculty retention and support of the University
technology transfer program.

Who makes licensing decisions for the University?

Licensing Professionals (LP) within University authorized licensing offices (ALOs) are charged
to license University inventions. They have the responsibility to make complex licensing
decisions based upon a multiplicity of facts and circumstances by applying their professional
expertise and experience.

LPs must conduct the technology transfer process, including patenting, marketing, and licensing
in a manner that supports the principles of openness, objectivity and fairness in decision-making.
University selection of licensees and other decisions made in the course of licensing University
research results must be made in accordance with the Act, with University Licensing Guidelines
{see OTT Guidance Memo No. 00-03, http:/patron.ucop.edw/ottmemos/docs/ott00-03 html), and
based upon the education, research, and public service missions of the University.

What is the role of inventors in making licensing decisions?

Licensing Professionals sometimes ask University inventors to work closely with University
licensing staff and candidate licensees and even to involve themselves in companies that are
candidate licensees to help effectively commercialize University inventions. This is appropriate
and represents a useful contribution, because the transfer of University technology to industry is
in the public interest and is consistent with the University's mission. Any involvement of
inventors, however, must be in accordance with the Act, with University Licensing Guidelines
(see OTT Guidance Memo No. 00-05, http://patron.ucop.edu/ottmemos/docs/ott00-03.html), and
based upon the education, research, and public service missions of the University.

What does the Political Reform Act require regarding licensing decisions?
Because both Licensing Professionals and inventors may have the opportunity to influence

University licensing decisions in ways that could lead to personal gain or give advantage to
companies in which they have a financial interest, LPs and the inventors must be aware of and in
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compliance with the Act. Generally, LPs and inventors are prohibited from "making,
participating in making or influencing a University decision,” including” including selection of
licensees and other decisions made in the course of commercializing University research results,
if they have a personal financial interest in the decision, unless certain specific actions are taken.

In order to comply with the Act, when a University employee has a personal financial interest in
a decision concerning a candidate licensee of an invention, either

i. that employee must disqualify him or herself from "making, participating in making or
influencing a University decision” concerning that invention, including selection of licensees and
other decisions made in the course of commercializing the invention; or

ii. when that employee does not disqualify him or herself from involvement in such decisions, a
Licensing Decision Review of the licensee selection and other licensing decisions must occur.

The Political Reform Act will permit participation in negotiating, advising or making
recommendations with respect to any University decision, including those related to licensing, so
long as there is appropriate review by non-interested persons or persons. The Act requires an
intervening review--in other words, another level of review before the work product goes to the
final decision-maker for approval. A Licensing Decision Review is a form of intervening
substantive review as required by the Act. For further information about the Licensing Decision
Review see "What is Licensing Decision Review?" below.

What exactly is a Disqualifying Personal Financial Interest?

The Political Reform Act states that a public official has a disqualifying personal financial
interest in a decision if it is reasonably foreseeable that the decision will have a material financial
effect, distinguishable from its effect on the public generally, on the University employee, a
member of his or her family, or on any of the following:

1. Any business entity in which the public official has a direct or indirect investment worth $2,000

or more.

1. Any real property in which the public official has a direct or indirect interest worth $2,000 or
more.

1i. Any source of income, other than gifts and other than loans by a commercial lending institution
in the regular of business on terms available to the public without regard to official status,
aggregating $500 or more in value provided to, received by or promised to the public official
within 12 months prior to the time when the decision is made.

iv. Any business entity in which the public official is a director, officer, partner, trustee, employee,
or holds any position of management.

v. Any donor of, or any intermediary or agent for a donor of, a gift or gifts aggregating $320 or
more in value provided to, received by, or promised to the public official within 12 months prior
to the time when the decision is made.

In relation to i) and ii) above, a LP or inventor has an indirect investment or interest if the
investment or interest is owned by his/her spouse or dependent child, by an agent on his/her
behalf, or by a business entity or trust in which he/she, his/her agents, spouse, and dependent
children own a 10 percent or greater interest.

Membership on a scientific advisory committee is not in itself a disqualifying personal interest as
defined in (iv) above. However, any payment for serving on the advisory board, including

w
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reimbursement for travel, accommodations or food, is potentially a disqualifying personal
interest as-defined in (iii) or (v) above.

The inventor’s share of royalty income paid to a University inventor by the University relating to
the licensing of his or her invention is not considered to be a disqualifying personal interest of the
inventor in the licensee of that invention.

What is a Personal Financial Effect?

Financial effects on a University employee or a member of his or her immediate family are called
"personal financial effects.” Personal financial effects are considered a sixth form of
disqualifying persenal financial interest. Thus, a public official has a disqualifying personal
financial interest in his or her current and furure personal finances and those of his or her
immediate family. A government decision will have an effect on this interest if the decision will
result in the personal expenses, income, assets, or liabilities of the official or his or her
immediate family increasing or decreasing. A reasonably foreseeable financial effect on a public
official’s personal finances is considered material under the Act if it is at least $250 in any
12-month period. For example, an employee may intend to start a company in order to
commercialize his or her invention but perhaps does not currently have an interest in the
company simply because it has not yet been established. Nevertheless, under the Act the
employee could not participate in any way in University decisions related to licensing this
invention because the official has a disqualifying personal financial interest in his or her own
future personal finances (unless there is intervening substantive review - see Section I below).

When does a Licensing Professional or inventor "make" a University licensing decision?

Under the Act, a University employee "makes” a decision when, acting within the authonty of his
or her office, that employee votes on a matter, appoints a person, obligates or commits the
University to any course of action, or enters into any contract on behalf of the University. It is
important to recognize that a decision can also be made when one determines not to act, unless
the determination not to act is the choice of disqualification (see Section II below). Thus a LP,
for example, cannot proceed to make a decision even if that LP excludes from consideration as a
potential licensee a serious candidate in which he or she has a disqualifying personal financial
interest.

When does a Licensing Professional or inventor "participate” in the making of a University
licensing decision?

An inventor or Licensing Professional participates in making a University decision when, acting
within the authority of his or her position, he or she negotiates regarding the decision; or when
the inventor or LP advises or makes recommendations to the University decision maker, by
conducting research or making any investigation which requires the exercise of judgment on the
individual's part and the purpose of which is to influence the decision; or when the inventor, for
example, prepares or presents any report, analysis or opinion to University employees which
requires the exercise of judgment and the purpose of which is to influence the University
decision. Additionally, it is important to understand that a University employes does not
"participate” in a University decision when he or she interacts with external decision-makers, for
example, scientists or officials of candidate licensees.
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When does a Licensing Professional or inventor attempt to use his or her official position to
influence a University licensing decision?

An inventor or Licensing Professional attempts to use his or her official position to influence a
University decision if, for the purpose of influencing the decision, that person contacts, appears
before, or otherwise attempts to influence any officer, employee, or consultant of the University.
This includes a situation where the inventor negotiates "across the table" from the University on
behalf of a company in which he or she has a disqualifying personal financial interest. One
mayAn inventor may, however, communicate with the general public or the press without
violating this provision. An individual also is not "attempting to influence" a decision when the
contribution to the decision-making process is only technical or "ministerial” as explained below.
Additionally, it is important to understand that a University employee does not "participate” in a
University decisiqn when he or she interacts with external decision-makers, for example,
scientists or offictals of candidate licensees.

Are there certain technical advisory actions that are not considered to be ""participating in the
making of or influencing a decision"”?

Some Licensing Professional or inventor contributions to the licensing process are primarily
technical advice and do not constitute "participation in" or "attempting to influence” a
govemnmental decision under the Act. They are called "ministerial.” An action is ministerial, even
if it requires considerable expertise and professional skill, if there is no discretion with respect to
the outcome. Thus an inventor can provide technical or scientific information about an invention
where necessary without being considered to be participating in a government decision. This
exception, however, does not apply to technical tasks such as most data gathering or analysis in
which the employee makes professional judgments which can affect the ultimate decision in
question.

I1. Self-Disqualification Under the Act

When is disqualification required as a result of a personal financial interest?

An inventor or Licensing Professional may not "make, participate in making, or in any way
attempt to use [his or her] official position to influence” a University decision which will
foreseeably have a material financial effect on the inventor or LP, on a member of that person's
immediate family, or on the source of that interest (for example, a candidate licensee). The
inventor or LP is disqualified for a period of 12 months following any point in time in which the
interest exists, unless there is Licensing Decision Review.

What is the obligation under the Act of a University official with a financial interest?

If a Licensing Professionals or inventor determines that he or she has a disqualifying personal
financial interest, that person may disqualify him or herself from making a University decision,
and must refrain from participating in any way in the decision, and must not use his or her
official position to influence any other University employees with respect to the matter. The
determination not to act may be accompanied by disclosure of the disqualifying interest, but
disclosure is not required.
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When and how does a Licensing Professional disqualify him or herself from involvement in
licensing decisions?

The LP should formally disqualify him or herself by notifying his or her supervisor that he or she
has a disqualifying personal interest in the licensing decision, and that he or she formally
disqualifies him or herself from case management responsibilities.

When and how does an inventor disqualify him or herself from involvement in licensing
decisions?

The inventor may disqualify him or herself by formally asserting in writing that he or she will not
(as long as a disqualifying personal financial interest exists) make, participate in making, or
attempt to influenge a University licensing decision concerning the invention, including the
selection of a licensee(s), and other decisions made in the course of attempting to commercialize
the invention. Alternatively, the inventor may choose simple and absolute nonparticipation in all
licensing decisions, even without formal written self-disqualification. This is sufficient to remain
in compliance with the Act. Any such self-disqualification action should be taken in close
coordination with the LP.

Whether or not the inventor has a disqualifying personal financial interest is important as early as
the time the invention disclosure form (the Record of Invention or ROI) is completed. If the
inventor has a disqualifying personal financial interest in a candidate licensee for the invention
that is disclosed, he or she should make the self-disqualification decision when disclosure of the
invention is made. If, on the other hand, the inventor with such an interest chooses not to
disqualify him or herself, that inventor should preferably disclose the financial interest at this
time--and certainly prior to the signing of any Secrecy Agreement with a candidate licensee. (See
"When and how does an inventor disclose his or her financial interest in a candidate licensee?"
below).

Who manages the invention after disqualification?
When a Licensing Professional disqualifies him or herself from management of an invention, the
case would then be assigned by the LP’s supervisor for management to another LP without a
disqualifying personal financial interest in the decision.
When an inventor disqualifies him or herself from involvement in licensing decisions, any

scientific or other advice determined necessary by the LP would be obtained from other
co-inventors if available, other University scientists, or other sources with appropriate expertise.

I11. Inventor Involvement in Licensing Decisions
Is there any way in which an inventor can remain involved in licensing decision-making?
When an inventor has a disqualifying personal financial interest, it is sometimes determined
useful or necessary by the Licensing Professional for the inventor to be involved in the licensing

deciston-making process as his or her expertise and input may be important to successful
licensing and technology transfer. [n such cases, the LP may determine that it is beneficial for the
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inventor--despite the existence of an interest--to work closely with the LP and with potential
licensees,_or to be directly involved with companies that are potential licensees. An inventor
sometimes becomes involved by negotiating "across the table” from the Wniversity on behalf of a
company in which the inventor has a disqualifying personal financial interest.

The Office of General Counsel has determined that the Political Reform Act will permit
participation by an inventor, even where that inventor has a disqualifying personal financial
interest, in advising, influencing, or making recommendations with respect to a University
licensing decision, so long as there is appropriate intervening substantive review, called a
Licensing Decision Review. Thus, when an inventor with a disqualifying personal financial
interest in a potential licensee, is invited by the LP to participate in licensing decisions, and does
not disqualify him or herself from participation, Licensing Decision Review of the licensee
selection and other licensing decisions is required under the Act. Both the LP and the inventor
must be agreeable, to any inventor involvement, understanding that the extent to which the
inventor participates in or influences licensing decisions may be a factor in the considerations
and ultimate recommendations of the Licensing Decision Review body.

In general, the role of the inventor in licensing decisions should be kept to the minimum
necessary to successfully achieve the University’s objectives in licensing University research
results for the public benefit.

When and how does an inventor disclose his or her financial interest in a candidate licensee?

When an inventor with a disqualifying personal financial interest in a candidate licensee has not
and will not be "making, participating in making or influencing" a licensing decision, no
financial disclosure is required. When an inventor without such a financial interest makes,
participates in making or influences a licensing decision, again, no disclosure is required. If,
however, an inventor who will be participating in the licensing decision-making activity has a
disqualifying personal financial interest in any candidate licensee identified by the LP, that
inventor is required under the Act to disclose his or her interest. Form TT-100, Inventor
Statement Concerning Involvement in Licensing Decisions, must be used for this purpose. When
such a financial interest is disclosed in such a circumstance, a Licensing Decision Review of
LP-proposed licensing decisions is required. A Form TT-100 must be completed by the inventor,
indicating whether or not he or she has any financial interest, for each company for which there is
a Secrecy Agreement.

Inventor disclosure of financial interest on Form TT-100 should be made promptly upon request
by the Licensing Professional. In most cases, this would be upon identification by the LP of
candidate licensees and prior to the signing of any Secrecy Agreement. If no Form TT-100 is
completed by the inventor, and if the inventor has been or will be involved in the licensing
decision, the LP may determine that a Licensing Decision Review 1s appropriate.

What is Licensing Decision Review?

Licensing Decision Review means there is another level of review by a non-interested person or
persons before a proposed licensing decision goes to the final decision maker for approval. The
review must be based on an independent consideration and assessment of the facts of the case.
The Licensing Decision Review body, composed of qualified staff with appropriate expertise,
knowledge and professional judgment, must independently check the original data and analysis
upon which the LP-proposed selection of licensees and other licensing decisions were made and
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make its independent recommendations concerning the decisions.
Who conducts the Licensing Decision Review?

Each UC campus and Laboratory was directed in a June 18, 2001 letter to Chancellors and
Laboratory Directors from Provost King and Senior Vice President Mullinix to establish a plan
for conducting int;c\rvening sub‘sxapti%/e review of licensing decisions (in this case, called
Licensing Decisicn R)e\Views),"@Hé?her those licensing decisions are made in the systemwide
Office of Technology Transfer (OTT) or at a campus or Laboratory Authorized Licensing Office.
Each local Licensing Decision Review plan, including the processes, mechanisms and bodies
(individuals or committees) established to carry out Licensing Decision Reviews may
accommodate local needs and circumstances, but must be responsive to the direction provided in
that letter and, consistent with these Guidelines, and must be filed with the OTT.

How does this Litensing Decision Review relate to Independent Substantive Review
Commirtee (ISRC) reviews of financial interest in private sponsors of research?

In those cases where the Licensing Professional determines that a condition of a license
agreement will require the licensee’s support of additional research by the University involving
the inventor with the disqualifying personal financial interest, the LP must inform the appropriate
University Contract and Grant Officer that disclosure and review of financial interests under the
University of California Policy on Disclosure of Financial Interest in Private Sponsors of
Research is required.

Disclosure would be made on UC Form 730U and any required independent substantive review
would be conducted by the local Independent Substantive Review Committee (ISRC) prior to
execution of the license agreement requiring future research funding. Any required intervening
substantive reviews of the licensing decision should be coordinated or combined with the ISRC
review as appropriate. If it is not possible to secure approval by the ISRC of the proposed
additional research prior to the execution of the license agreement, any license agreement
requirement that the licensee support additional research involving the inventor with the
disqualifying personal financial interest, could be made conditional upon the ISRC’s future
approval of such research by incorporating an appropriate "escape” provision in the license
agreement in the event that the ISRC does not approve such research.
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