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PROCEEDINGS

MR. BARR: Good morning. This is the Federal
Trade Commission®s Hearing on the Evolving IP Marketplace.
I*m Robert Barr, Executive Director of the Berkeley Center
for Law and Technology. And, on behalf of BCLT and the
Competition Policy Center at the Haas School of Business,
we"re proud to host these hearings.

So 1°d like to introduce Suzanne Michel, and we"ll
get started.

MS. MICHEL: Thank you, Robert.

Welcome to the FTC"s final installment of our
hearings on the Evolving IP Marketplace. We have taken the
show on the road. And we could not have done that without
the excellent help of BCLT and Robert Barr and Louise Lee,
so we thank them very much.

Our goal today is to examine how markets for
intellectual property and technology operate, how they
promote innovation, and whether any patent policies could be
adjusted to encourage that goal of promoting innovation.

We have a great panel here of experts in the
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biotech industry. A little later today we"ll be examining
those same questions in the context of another key industry
in our economy, the IT sector.

So I°11 turn 1t over to Erika.

MS. MEYERS: Hi. My name is Erika Meyers and 1™m
an attorney with the Federal Trade Commission"s Office of
Policy and Coordination. And 1 would also like to welcome
you to the May installment of the FTC"s Hearings on the
Evolving IP Marketplace.

It"s really great to be out here on the West
Coast. And I would also like to thank the Berkeley Center
for Law and Technology and the Berkeley Center for
Competition Policy for hosting this portion of our hearings
and for making i1t possible for us to hear a broader range of

perspectives as we continue to explore the market for

For The Record, Inc.
(301) 870-8025 - www.ftrinc.net - (800) 921-5555



10

11

12

13

14

15

16

17

18

19

20

21

22

23

buy, sell, and license patents. We"ll address some of the
difficulties companies face In assessing the patent
landscape and the effects of recent court decisions; as well
as how patents support innovation and tech transfer.

I will follow our tradition of just giving name,
rank, and serial number introductions for our panelists so
that we can have more time to talk. |In alphabetical order
we have:

Eb Bright, who is General Counsel and Vice
President for Intellectual Property at ExploraMed;

Dianna DeVore, who is a partner with Virtual Law
Partners;

Becky Eisenberg, who is the Robert and Barbara
Luciano Professor of Law at the University of Michigan Law
School ;

Carol Mimura, who is the Assistant Vice Chancellor
for Intellectual Property and Industrial Research Alliances
at the University of California, Berkeley;

Suzanne Shema, who is the Senior Vice President
and General Counsel for ZymoGenetics;

And finally, Stuart Watt, who is Associate General
Counsel and Chief Patent Counsel for Amgen.

So thank you all for coming. We look forward to a
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great discussion.

MS. MICHEL: All right. Thank you.

MR. KLEY: Will there be a question-and-answer
period?

MS. MICHEL: No, but we"re happy to speak with you
later, and the FTC i1s accepting comments on the website.

1"d like to start by asking each panelist to just
give a brief introduction to your company or your client
base and why patents are important to you. You know, why
were you willing to come here early on a morning and speak
with us?

Eb.

MR. BRIGHT: Okay. So ExploraMed is a medical
device incubator and essentially what we do iIs we start
start-ups. And currently we have four that have been
started and are in different phases of their life cycle.

When we begin to look at the possibility of
starting a new company, we hire-in what we call a project
architect, who is generally a person with a fair amount of
experience as an engineer In bringing medical device
technologies to market. And we sit down and we look at
areas that we think are not being met for patients or maybe

are being under served for patients. And we begin to do a
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little bit of analysis, a deep dive, and then looking into
possible brainstorming ideas, and then ultimately analyzing
the IP landscape.

IT we do find an area that we think iIs an iInterest
to us, looking into the IP landscape and whether or not
there 1s freedom to operate or other people have already
begun to explore that area is very important to us.

Oftentimes what we find iIs that there are usually
a fTair amount of research that®"s been done iInto the
underlying mechanism of action of a particular disease
state, but oftentimes there"s been no connection of a
solution of using that understanding that has been studied
and researched. And we think that that"s a prime
opportunity for us to apply a solution where the mechanism
of action i1s known.

MS. MICHEL: Thank you.

And we"ll go around the table, but then maybe come
to Becky last because as a professor she is very adept at
giving the big picture and pulling it all together.

Dianna.

MS. DeVORE: Sure. Excuse me. So my name 1S
Dianna DeVore. 1°m actually a partner at a fairly new law

firm called Virtual Law Partners. And 1 am the head of the
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Patent Practice and I"m actually the founder of the patent
practice within the firm. That said, 1"ve been with the
firm since February.

Prior to that 1 had been iIn-house for ten years
and | have quite a varied background in-house. | have
worked In a company that was a subsidiary of a large
pharmaceutical company that had 65,000 employees around the
world. And I°ve been part of a two-person start-up company
that had the joy of trying to actually raise Series A funds
back 1n last September and October, which was not the most
successful thing.

At this point I have clients across the board. 1

have clients that are research institutes. 1 have clients
that are public biotechnology companies. |1 also do some
work for venture capitalists. |1 do some due diligence work.

So 1"ve now been on both sides of the start-up end, from the
funders and from the people who are trying to raise the
money, SO.

MS. MICHEL: Carol.

DR. MIMURA: 1 manage the Office of Intellectual
Property and Industry Research Alliances, or IPIRA, at U.C.
Berkeley. And IPIRA consists of the traditional out-

licensing office, the Office of Technology Licensing, which
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obtains IP rights and licenses those rights to companies for
commercial development. And then the sibling division, the

Industry Alliances Office, brings in research into Berkeley

from the private sector, from companies.

And this restructure happened about five years
ago. It was deliberately restructured to give better
service to the faculty at Berkeley, many of whom have a real
need for research funding. In an era of declining federal
funds, i1t became more and more important to have increased
federal and foundation funding to support basic research at
Berkeley.

And we have seen some demonstrable results under
this program, but under this program, interestingly, the
role of patent licensing then becomes slightly less
important. [IP rights licensing to the private sector is
just one of the activities in IPIRA, and revenue generation
is not the goal of that program, but a maximization of the
societal 1mpact of research from Berkeley i1s our goal. So
it"s not unimportant, but it becomes less Important than
under a structure where IP licensing is the be-all and end-
all of the office.

We also have a particular rights management

strategy in IPIRA called the Socially-Responsible Licensing
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Program in which we license specifically to benefit the
developing world, low- and middle-income countries
wor ldwide.

MS. MICHEL: Thank you.

Stuart.

MR. WATT: Thank you for holding this hearing here
in California. |It"s probably fitting that you do have a
biotech panel In California; this industry was basically
born in this state, out of the research labs of its
universities and venture capital start-ups here in
California.

In these hearings today as well as the prior
hearings that you®ve held on patent reform, you“ve heard a
lot of voices and views about the need for change in our
patent system. And, while we understand the views of the
other industries, we have a different view. The U.S. patent

system has served the biotech industry very well over its
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We have over 16,000 employees worldwide, over 8,000
employees in California. And last year we spent over $3
billion on research and development.

As you know, biotechnology i1s a high-risk, high-
cost industry. On average our products take 12 to 15 years
to develop from the early-stage research to the market. The
average cost of that development is over $1.2 billion. One
out of a hundred products make i1t to the market. And of
those that make it to the market only about a third generate
sufficient profits to cover their development costs.

So in that kind of environment where you have this
high-risk, high-cost gain going on, 1t"s vitally important
that we have the means to protect our products, and patents
are the primary way to do that. Without an effective patent
system, our business model basically falls apart. And so we
rely on the ability to obtain meaningful patent protection
and the ability to enforce those patents, If necessary, to
protect our products.

Hearing these other voices you might ask the
question, why Is biotechnology important in this debate?
After all, some of these other iIndustries, the IT industry
for example, they employ more people. They generate more

revenue, more dollars. They have a bigger voice, perhaps.
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They make all kinds of gadgets that we rely on to do our
work, to communicate with one another, to educate ourselves
and to entertain ourselves.

But 1 think I can answer the question why
biotechnology is important in this discussion very simply:
Your lives will depend on it. At some point in your life or
the life of a family member, you will need one of the
products that biotechnology has produced to save your life.
You®ll consider it a miracle drug.

In the United States millions of patients have
been served by Amgen®s products and they depend on our
products to preserve their health. In the era of healthcare
reform, trying to save dollars, help drive down healthcare
costs, biotechnology is uniquely positioned to answer some
of the most critical challenges, the most costly and
devastating diseases that we face as a society, be it
cancer, heart disease, Alzheimer"s, autoimmune diseases,
bone diseases. The list goes on and on. And biotechnology
has the promise to produce the products that will offer
cures for those diseases.

And we ought to be investing In biotechnology. We
ought to ensure that we have sufficient incentive for that

investment and we ought to protect that investment through
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thank the Federal Trade Commission for having these hearings
and for Inviting me.

AUDIO TECHNICIAN: Oh, excuse me. It just went
off. I think you flipped on the switch on there. On the
top there, the switch.

MS. SHEMA: Now is i1t on?

AUDIO TECHNICIAN: Try that one.

MS. SHEMA: How about this one?

AUDIO TECHNICIAN: There you go.

MS. SHEMA: Okay. Start again.

I"d like to thank the Federal Trade Commission for
having these hearings and for inviting me. You“"re asking a
lot of good questions. And the scope of your outreach has
been iImpressive. And, including this panel, 1t"s
interesting to get the full lifespan of a biotech company.

ZymoGenetics is a public company that discovers,
develops, and commercializes therapeutic proteins. We"re no
longer a start-up and we"re not yet as successful as Amgen,
but we"re trying.

In many ways our story is typical for biotech
companies. ZymoGenetics was founded by university
professors based on research that came out of universities.

And we were funded by investors who believe in patents.
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MS. EISENBERG: 1°m Becky Eisenberg. 1°m a
professor at the University of Michigan Law School. Unlike
the other panelists, I"m not directly involved in the
biopharmaceutical industry or iIn representing clients. |
have been an academic observer and 1 have been sometimes an
advisor, generally an unpaid advisor, to National Institutes
of Health, National Academies of Science, various public
sector organizations who are interested i1n the regulation of
innovation, interested iIn the patent system.

I have been writing about intellectual property
issues for the biopharmaceutical side for 25 years now.
I"ve seen things shift. 1It"s been quite interesting. In my
own iInterests, at an earlier point I was focused very much
on sort of early-stage, upstream research and development,
and I"ve been getting more interested in what®"s happening
downstream, looking at drug development and looking even
further downstream to the point of generic entry and what
happens when these patents are actually litigated. And,
from that perspective, sometimes finding that the patent
system doesn"t seem to be doing as much work as people might
have assumed it"s doing for them and kind of trying to put
all that together.

So I"m here to listen really as much as to talk.
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And 1™"m very eager to hear the perspective of other people
who live with the patent system in a way that I don"t, to

get a sense of why It is that they prize their patents so

highly. Exactly how 1t is that those patents help them.

MS. MICHEL: Great. That"s great.
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purpose of the Federal Trade Commission to prepare a report.
I appreciate your input and we would be happy to take
comments. 1°d be happy to talk with you. I1"ve talked with
other people In this room, on the phone, and very much
appreciated their insights and input, so I would be happy to
do that. 1711 give you my card following this. Thank you.

Carol.

MR. KLEY: Companies don"t invent things,
inventors do.

MS. MICHEL: Carol.

DR. MIMURA: Certainly from the university
perspective, basic research comes primarily from public
funding, from federal and state grants, increasingly from
foundation grants. And I mention that one of the roles of
our office is to bring in corporate funding from the private
sector.

Often after one or two decades of basic research,
a company will realize that a particular laboratory is
getting slightly closer to commercialization or slightly
closer to having something that could be relevant iIn the
marketplace. At that point they"re often interested in
learning more. And they can engage In a sponsored-research

agreement with that lab in which the professor and the
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company mutually agree on a particular scope of work and its
budget to be funded by the company. And then with paying
full overhead costs, they then can receive IP rights to that
which 1s iInvented, using their funding.

MS. MICHEL: Eb.

MR. BRIGHT: Yes. 1711 speak from two
perspectives. One is in my current role and, to his point,
we are inventors. We sit down and come up with ideas on our
own. We research those ideas iIn cadaver labs and benchtop
tests and those types of things. We look for other research
in the field of intellectual property. Sometimes it"s new
patent publications. Many times i1t"s through clinical
research. So that®"s -- | consider the research that you
find in clinical publications and other journals to be a
source of intellectual property that goes right along with
the publications In the patent publication system.

The second is from my previous role before joining
ExploraMed 1 was at Guidant Corporation. And Guidant was a
very large medical device company, made up of a number of
different smaller to mid-size companies that were acquired
over the years.

And we had within Guidant Corporation both

internal incubators, if you will, to free up dollars to
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allow some of our brighter, more creative engineers to
think, you know, freeform and try to identify new business
areas for the company. Because when you®re a public company
and you have obligations, fiduciary obligations to your
shareholders, you have to make sure that you®re generating
new revenues year after year, and, iIn particular, very nice
margins. It benefits all of us and it"s what our retirement
accounts are made up of.

And also we would look to the start-up community
or to the university community to also bring forth new
ideas, new solutions to problems which we could develop.

And 1 think that i1t"s an important aspect of the overall
economy that that exists because there are some people who
are very good at coming up with new 1deas and testing those
ideas, but they are not very efficient in then delivering
them to patients, delivering them to physicians to be able
to use.

And one of the things that the Guidants of the
world, the Amgens of the world and others have going for
them i1s that they have extremely efficient sales and
marketing organizations that allow them to get access to the
physician community and, ultimately, to patients. And with

the iInfrastructure and the investments that they“ve made iIn
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that area, it"s an efficient use to then take intellectual
property that"s been created by smaller organizations and
move it through that channel.

MS. MICHEL: Dianna.

MS. DeVORE: Yes. So 1 actually work with a
number of different entities that have different ways of
creating IP and different types of inventors as well. So
one group that I work with 1s actually a research institute
in the Bay Area. They receive a lot of their funding
through federal sources, such as NIH. They are doing a lot
of the very fundamental research in areas that are extremely
important for human health.

And the patents that come out of that are patents
that are actually the brain child of the people who are
working in the laboratories and doing the research. And the
scientists are very, very heavily engaged with the patent
process, at least in my particular instance, and work very
carefully with the Technology Transfer Offices to try to
create not just intellectual property that covers the
fundamental finding that they have but that may have some
sort of commercial use downstream.

So even In the very early stages with some of my

clients we"re already trying to craft patents that we think
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will be able to create value In some sort of therapeutic
development scenario.

In another case that I have, 1 have one client who
is a serial entrepreneur and he has worked In a very
successful Bay Area company. He"s also started a company in
San Diego that was quite successful and now he has a small
company. And he does a lot of collaborative research with
different universities. He currently has four different
agreements in place and a lot of his funding actually comes
from the Small Business Innovation Research Program, through
the SBA. And so he applies for these grants, has very
specific, applied i1deas about how certain research might
work. And then he forms really good collaborations and
working relationships with these different inventors in the
universities and research institute to try to further that
and to try to create patents out of that. And again, we
will then be able to protect some products down the stream
for his company.

MS. MICHEL: Thank you.

Becky.

MS. EISENBERG: So I see a couple of problems with
these -- some of these early-stage patents that make me

wonder how it is that they provide value to firms that are
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developing products. One of course is just the timeframe of
product development in the life sciences that often early-
stage patents will be near their end by the time a product
gets to market; and the other iIs just a general -- just
doctrinal obstacles to the validity of these patents that
often the Federal Circuit has been holding invalid one way
or another, often on written-description grounds; early-
stage patents that are trying to stake out a dominate
position in future product development. So that makes me
wonder why it is that firms find these early-stage patents
so interesting or valuable.

MS. MICHEL: And, Suzanne and Stuart, also if you
could talk about how your companies obtain early-stage
research. To the extent which 1t"s internally developed
versus you might like bring it in from a university or a
start-up and then how the IP plays a role especially in
light of the kinds of problems that Becky has talked about.

MS. SHEMA: Sure.

MS. MICHEL: Or any part of that, because 1
realize that was a multi-part question.

MS. SHEMA: Yeah. | like your question, Becky.
ZymoGenetics participated in the bioinformatics land rush of

the 1990s. And what that was all about was pure discovery,
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discovering genes in the human body that nobody knew
existed.

And there was a race onto the Patent Office to try
to claim those genes. And it was -- there were a lot of
questions about how does one adequately claim one of those.
How much do you need to know about i1t before you can trust
your patent will be good.

Fortunately, we think we guessed right and we
filed very robust patent applications. But, getting to your
point, Professor, is you have to be very smart about where
you put your money. There®s a lot of possibilities for
discovery and a lot of ideas of how these discoveries can be
put to work, but for any company, mine included and 1"m sure
Amgen i1s the same way, because development Is so expensive,
you have to pick which ones you think are going to make it
all the way to the marketplace. And a big part of that is
assessing the strength of the patent.

So your comment about all of the guidance that we
get from the Federal Circuit on written description and now
obviousness and other things, i1It"s frustrating In some ways,
but in other ways it helps us because there are guidelines,
there are standards. So we"re able to look at our own

patent portfolio and have a sense of which ones are the most
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robust patents and applications.

It also helps us assess our competitors®™ work and
look at their specifications and tell will they ever get any
claims out of this application. |If so, what will those
claims be. How broad will they be.

So the body of law that"s developed from the
Federal Circuit in biotechnology is extremely robust and
holds us to a very high standard. Our patents are very
difficult to get and very expensive to get. At the end of
the day, the data that we have to put in, but it"s -- if you
pay attention to them and you invest enough time, you can
get a good sense of which ones are good.

MS. MICHEL: Suzanne, does your company do the
early-stage research i1tself? Do you import it from a start-
up or university or a mixture?

MS. SHEMA: It"s a mixture. We have scientists
who do very basic discovery work In a focused area. And we
work selectively with university professors who perhaps have
models that we don®"t have or who can contribute a piece of
the technology that we don"t have. But our strategy Iis
basically homegrown.

We do have one molecule that we in-licensed from a

university that we turned into a development project and
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It"s important to have that mix.

I completely agree with the issues Becky raised
around the early-technology patents, the term and the scope
of those patents. It i1s a challenge. The best advice that
I can give to those iIn that area is that you need to take a
technology to the point where you actually have a more
concrete idea of what the product opportunity is. Either
the target or the product opportunity. That will make your
patents a lot more valuable, to us as well as to yourselves.

MS. MICHEL: Okay. Dianna.

MS. DeVORE: Sure. 1 just wanted to get back one
thing that Becky said. | think -- you know, the Federal
Circuit i1s providing guidance, but we also have to remember
that there i1s the interplay between the Federal Circuit and
what they hold and the Patent Office and how they apply it
in terms of the prosecution of the patents. And one thing
that we"re seeing more and more of iIs there is sort of a
squeeze on the iInventors as they"re requiring more written
description, but yet there is this obviousness issue.

So some people might find themselves in a
situation where they don"t have sufficient written
description to be entitled to broader scope of invention and

yet if that becomes published, then it"s then held against
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to a particular product in the future. So some of the
companies literally are starting with nothing more than a
marquee name, a very prominent professor and a management
team, and that first patent that is just a particular
platform that later when proven can provide future patents,
improvement patents with the claims that are on point to a
product.

MS. MICHEL: What is the role of the patents iIn
getting the funding for the early-stage research? We"ve
heard Carol talk about the university professors developing
something in a lab, perhaps with government funding, and
Stuart mentioned how Amgen will bring in products rather
than that first basic discovery. What happens in between
those two events and where does the funding come from and
what is the role of the IP?

Eb.

MR. BRIGHT: Okay. Yeah, our companies are
venture-backed companies and IP is always one of the very
first questions they ask. So, you know, to the point
earlier, a management team is very important and IP 1is
pretty much number two right behind it.

The amount of due diligence and the -- you know,

when | was at Guidant the amount of time that I spent
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questioning the other side about their intellectual property
and now that I"m on the receiving end, the amount of time
that 1 spend answering questions on the IP is significant.

MS. MICHEL: Dianna, could you speak to that?

MS. DeVORE: Sure.

MS. MICHEL: We have a lack of experience.

MS. DeVORE: You know, I think we"re talking about
the raising of money around a patent as though 1t"s going to
be just that single patent. 1 think one of the things
that"s really important to the venture capitalists | have
worked with is the ability to claim the ongoing rights to
any of the IP that comes from the future research.

So in terms of the people who are involved with
the company, iIn terms of the management, 1t"s making sure
that as the company makes different innovations, that it
will have the appropriate rights to those Innovations. And
that can be through a number of different mechanisms, or it
can be something that"s developed in-house 1Tt the scientist
should come directly in-house with the company. 1 think
that and the ability to actually operate In their particular
area iIs very important.

So as well as having the rights, the exclusivity

for certain inventions and innovations, it"s the ability to
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actually practice those. Because just because you have a
patent doesn"t mean you can practice it. You may have other
patents that are blocking in the area or things that may
need to be licensed In, and 1 think with the due diligence
process, that"s a big part of it, iIs making sure that not
only can you carve out your little area of technology, but
that you actually have the ability to practice it without
being blocked.

MS. SHEMA: 1 was just going to make that exact
same point. I would agree with Earl that due diligence has
gotten more and more rigorous and the gquestions get better
and better with every round of due diligence.

Potential investors, potential acquirers put a lot
of effort iIn determining not only a company"s IP position
but how exactly are you going to deal with the competition
in a space. Very sophisticated questions based on --
they"re not even claims pending maybe, It"s just
specifications that are out there. And we"re expected to
analyze those specifications, make the best guess you can of
which types of claims will issue and will survive.

So the view right from the start-up all the way to
the marketplace, everybody"s got a really strong, clear view

of trying to see all the way through to the market that
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you"ll be able to carve out a niche for yourself and have
market exclusivity for enough time to recover the costs that
it takes to make those inventions and others.

MS. MICHEL: Let"s talk about that process then.
In the early stage, of thinking about the research and
trying to assert certain freedom to operate way out into the
future, what are the difficulties in doing that?

Suzanne, you mentioned needing to look at a
specification and try to predict the claims that will come
out of 1t. How difficult i1s 1t to do that? What i1s the
source of the difficulties?

MS. SHEMA: When 1 talk to our patent staff one of
the difficulties is the disconnect that was mentioned
between the Federal Circuit and the Patent Office. We can
apply what we understand to be the law, and then they say:
But then there®s the Patent Office, what will the examiners
actually do.

And basically what we do is we try to follow the
law as 1t"s been stated by the courts, and say we just have
to assume the Patent Office will do its job. And then if
bad patents are issued, we"ll deal with those in the courts.

But just the broader question of the freedom-to-

operate analysis, they start -- it"s early and often. We
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practicing nearly 20 years ago, we had a set of factors to
follow. The obviousness pendullum started to swing to where
it was, you know, harder and harder to find an invention
obvious. And now I think we"ve swung way back past where we
started. And then so that uncertainty and that swinging
makes the job more difficult because of the
unpredictability.

So anything that would bring certainty no matter
where the bar is set, 1 think would help.

MS. MICHEL: When you mentioned the Federal
Circuit bright line test, were you thinking of the eBay case
and obviously the Supreme Court becoming involved In that
issue?

MR. BRIGHT: That"s one, but I think also, you
know, if you look at KSR, that®"s another one that is
significant. So 1t seems like there"s been a couple and
there®s a couple more coming that are problematic.

MS. MICHEL: Becky?

MS. EISENBERG: So I"m interested, a number of you
have made observations about the disparity between the
Federal Circuit and the PTO, as if the PTO has some
different agenda than the Federal Circuit, and I"m trying to

puzzle through how -- you know, what -- how you would
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1 characterize. 1Is the PTO more generous or less generous

2 toward patent applicants? Because 1 think the views of the
3 PTO seem to be something that the Supreme Court is looking
4 to for guidance on when they should be reversing the Federal
5 Circuit.

6 So 1°d be interested In getting more of a handle
7 in how you see the PTO different from the Federal Circuit.

8 MS. MICHEL: Dianna.

9 MS. DeVORE: Sure. 1 guess the first thing 1

10 would say is there is not one Patent Office. There are as
11 many Patent Offices as there are patent examiners. And so
12 there 1s a bit of variability.

13 I think most of them have huge dockets. Most of
14 them have a lot of things to get through. And so what their
15 main impetus is is trying to make sure that they actually
16 get through their docket, have the ability to examine

17 things, and to do the best job that they can. And 1 do
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when certain legal aspects get iIntroduced into that, I think
it really complicates their own specific process. So that"s
one thing that I would say.

I also —-

MS. EISENBERG: More variability, more
uncertainty.

MS. DeVORE: More uncertainty. But I also think
that there was a very good point that Eb made, which is the
difference between the Federal Circuit and the Supreme
Court. One area of uncertainty that | know has been an
issue at least with a number of companies I*ve worked with
i1s this experimental exemption that was iIntroduced by Merck
v. Integra, which basically says that iIf something is
related to an FDA submission, that i1t iIs considered an
exemption under 271(e).

However, there is a footnote that says: Oh, and,
by the way, we don"t mean research tools.

Well, the facts of the case look an awful like
they were using a research tool, so the amount of
uncertainty that 1 think was introduced with that particular
ruling from the Supreme Court has left a lot of people
wondering: Okay, well, what next. And the Federal Circuit

IS now starting to distinguish that case and to have more
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difference between the Federal Circuit and the Patent
Office. As a matter of policy, we need to fund the Patent
Office. We need to give these people enough time, enough
workers to do the work. As we"ve said, biotechnology is
very dependent on patents, and that means a well-functioning
Patent Office. That means they need to have enough people
there.

The other disconnect sometimes between the Federal
Circuit and the Patent Office is when the Federal Circuit
makes a statement beyond what was perhaps necessary in the
holding, and 1"m thinking of KSR here. The facts of that
case, 1t"s not difficult for me at least to see that that
invention was obvious with current, with existing law. And
for the Federal Circuit to induce the notion of obvious to
try, what scares us in biotech is what will the Patent
Office do with this new weapon. [I"m saying because it was
obvious to try, it"s easier to leap to a conclusion of
obviousness, and that"s particularly in hypothesis-based
disciplines, as is biotech.

You do an experiment because you can hypothesize
what will happen. 1t"s a thin line then to cross of saying,
well, 1t must have been obvious to try. And while it may

have been obvious to try, you don®"t know how the results are
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going to come out.

So my hope iIs that the issue gets corrected in the
Patent Office and the courts, but at this point with the KSR
language, that"s causing some consternation and fear of what
the Patent Office will do.

MS. MICHEL: We"ve been talking about the
difficulties in identifying whether there"s freedom to
operate In a particular area. How does that uncertainty
affect the funding decisions? Of a venture capitalist or
maybe even of a particular company that®"s thinking of going
down a particular road, how much certainty do you need to
decide, okay, this is an area where there"s open space,
where 1 might be able to get a patent? Any thoughts on
that?

MR. BRIGHT: 1 would say that it"s dependent on

the size of the opportunity.
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concept works, develop a product, and then at the end of the
day not be able to commercialize that technology.

The litigation is expensive, but not nearly as
expensive as the development. Oftentimes for us to bring a
product to market in the medical device space, we"re
spending usually in the neighborhood of 75,- to $100 million
in order to bring that to commercialization. So once you"ve
made that kind of iInvestment, you don®"t want to be stopped
at the doorstep of the commercialization.

MS. MICHEL: How -- oh, Suzanne.

MS. SHEMA: They"re all case-by-case analyses.

You look at the claims. You look at whether it covers the
product or a method of making the product. You look at
whether you can engineer around it. And, very importantly,
what"s the expiration date. Because, as we know at least in
therapeutic proteins that are used as therapeutics, It takes
a long time to get to market. So will the patent even be
around by the time we launch the product.

MS. MICHEL: Okay. Dianna, and also 1"m wondering
how savvy are the decisions that venture capitalists make iIn
deciding whether to inject those key funds with regard to
these pretty technical patent issues that we"re talking

about with regard to freedom to operate?
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MS. DeVORE: Well, 1 think most venture
capitalists use attorneys who are trained, be they in-house
attorneys at the venture capital firm or attorneys such as
myself, to actually look through the portfolios. So
generally the people who are looking at the questions of
freedom to operate have a pretty good idea about that area
of technology because they tend to be specialists iIn it.

And so | think that the freedom-to-operate analysis 1is
getting more and more savvy.

I do think that in terms of the freedom-to-operate
analysis, one thing people are looking at more is also not
just are there patents out there that could be problematic,
but is there the possibility of licensing those patents in.
So if the patent that is problematic is held by a vendor or
a university that is, you know, giving nonexclusive
licenses, that"s one thing. |If 1t happens to be held by who
you think will be your closest competitor, who just doesn-t
want you to get the product to the market, that"s another
thing entirely.

So 1t"s a case-by-case analysis, but it"s also a
little bit more sophisticated in terms of not just is this
going to be a problem but 1f this looks like it could be a

problem, is there a way to solve it, be it design around or
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actually working with the other group. And a lot of the
companies that 1 worked with, they go and they approach
these other groups and sometimes it even leads to a
collaboration that can be fruitful.

And that"s another thing that venture capitalists
are looking at right now. With a lot of the very-early-
stage opportunities, they"re not just looking at
opportunities singly anymore. They"re saying, well, you
know, this looks really interesting, but there®s this other
opportunity over here that we think will be complementary.
And if you put the IP portfolios together, now you really
have something. So there"s more and more bundling of
opportunities at the very early stage that we"re starting to
see 1In order to create a stronger patent portfolio in the
early stages of the company.

MS. MICHEL: This concept of licensing-in to
create freedom to operate is interesting. There was
discussion in some of the academic literature about the
problem of the anticommons, that there are just too many
patent rights needed to make any particular product, that
perhaps no one would pursue that product and that research.

Do you see that happening, for instance, in the

situation in which there is not enough open space or do you
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see 1t being -- as taken care of through the licensing?

Or, Becky, I know some of the academic research
just talks about professors, at least, going ahead anyway
and doing the research. Do you have any thoughts on that?

MS. EISENBERG: Yeah. 1*d really be very
interested iIn hearing from the other panelists on this, so |
don®"t want to say much. The academic literature, | think,
has been focusing, as you say, Suzanne, mainly on the really
early-stage, upstream research and finding that mostly
people iIgnore patents. But of course what really matters
iIs, are these technologies getting developed further? Are
they being brought to market?

When will a lot of patents look like an
opportunity for partnering and creating a broader, strong
portfolio, and when will an abundance of patents In an area
look like, you know, maybe we really ought to be iInvesting
somewhere else.

MS. MICHEL: Another concept related to licensing
-- please respond to that. 1 didn"t know if anyone -- also
when those licenses are exclusive versus nonexclusive then,
and what the thinking is there when dealing with this kind
of thing. Eb.

MR. BRIGHT: 1711 just speak to an example of the
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drug-eluting stent. So the drug-eluting stent has a
catheter, 1t has a stent. It has some kind of coating on
the stent and it has some kind of drug on that stint. And
so typically there®s usually at least 50 to 100 different
patents that cover different aspects of that stent system.
And so 1In order to bring forward a next-generation stent
system, you either need to wait till certain of the patents
have expired, which In the catheter art that is beginning to
happen -- most of them are more than 20 years old now or
will be 1n the next two to three years -- or you need to
enter into licenses or cross-licenses. And that, generally
speaking, is what has occurred.

I would say that in some technologies there has
begun to be In the medical device field an, essentially,
hallow or cloud of a fair number of patents. And 1 think
that that"s a good thing, because generally what that means
is that that marketplace for that idea is saturated. And
it"s important for people to now turn their attention to
other areas that aren"t being served and use their creative
talents In that new area. And then 1t allows the people who
are most efficient and who have established those first set
of patents to commercialize their technologies, get the

payback for the investments they made, and then move on to
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next-generation technologies.

MS. MICHEL: Carol, when universities license out
patents in this sphere, biotechnology and the life sciences,
how frequently are those licenses exclusive? Are they
offered nonexclusive and what®s the thought process?

DR. MIMURA: I would say that about half are
exclusive and half nonexclusive. For the most part, start-
up companies and small companies generally require an
exclusive license to anything that would require a long and
arduous R & D timeline, something that"s very expensive and
very long to develop.

Certainly research tools or something that should
be made very available to any and all comers are generally
licensed on a nonexclusive basis, but those are very general
guidelines.

Certain iIndustries such as the IT industry prefer
a nonexclusive license, often royalty-fee nonexclusive
license. They"re often interested simply in freedom to
operate. The rationale there being that if they“re
licensing-in something that is going into a chip and that
chip is already covered by 250 patents, they really don"t
want to have a running royalty to the licensor to

commercialize what is simply an incremental improvement over
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the prior art, and that is their proprietary product. So
there are some i1ndustry-specific differences in IT, the
chemical industry, the oil and gas industry.

Certainly in biotech most of the licenses are
exclusive, to induce investment.

MS. MICHEL: Stuart, you mentioned that Amgen will
be interested in bringing in a product from a start-up.
Could you talk about the role of the patents in Amgen-®s
making that decision but also the role of nonpatent aspects
of the start-up, like the management team. What goes iIn to
making the decision of whether a particular start-up or
product is one that you"d want to bring into the company for
further development?

MR. WATT: 1It"s a mix of factors, 1t"s a balance
of considerations. We look at the product opportunity. We
look at the competition. We look at certainly the patent
landscape. And any of those can be a no-go. Certainly the
patents are a no-go and frequently they are where we don"t
have either freedom to operate or we don"t have sufficient
protection around the product or we don"t think we can
develop sufficient protection around the product in order to
provide exclusivity sufficient to reward the investment.

MR. BRIGHT: 171l just add one other thing. I
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think that the people and the underlying technical
expertise, 1T you already have the technical expertise in-
house, then you®"re less likely to be interested in keeping
the people and 1t"s more about evaluating the technology and
the IP. But if they do bring a core aspect that you don™"t
have i1n-house, then you®"re more likely to want to try to
encourage the people to stay on and make that a bigger part
of your analysis.

MS. MICHEL: Stuart, are the people ever a factor
for your company®s decision to bring in a product or a
start-up?

MR. WATT: Sure. We"ve -- In a broader sense,
we"ve acquired early-stage research companies, and we"ve
done a couple here iIn the Bay Area where the people were an
important consideration into what are we acquiring, because
they didn"t have product opportunities, immediate ones, and
they had early-stage research. And so we"re looking at what
kind of people can we ask to join Amgen and can they
participate in our research efforts. So, yes, in that sense
people can be a very important consideration. In fact, they
were the main purpose of the acquisition.

MS. MICHEL: Okay. Carol, 1 know U.C. Berkeley

has a very interesting arrangement with the -- iIn creating
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the Energy Biosciences Institute with BP. Could you just
describe that a little? Tell us about that?

DR. MIMURA: Sure. BP, as a major oil and gas
global enterprise, was interested in exploring alternatives
to fossil fuels. And they hired, several years ago, Steve
Koonin, who had been the provost at Cal Tech. And when he
came to London he said: Well, you know, this would seem to
be an impossible task, to look at the feasibility of
biofuels since BP has over 100,000 employees but we only
have three biologists.

So again he was faced with this classical, you
know, build it in-house or partner or acquire the expertise.
So he conceived a global competition to compete for $500
million In research funding on alternative energy over a
ten-year period. And the U.C. Berkeley Lawrence Berkeley
Lab and the University of Illinois at Urbana-Champaign
submitted an application, according to the guidelines in the
RFP, which outlined several parameters, including that the
proposal would have to propose both open and proprietary
research and would have to include one option to obtain IP
rights on a nonexclusive, royalty-fee basis. But other than
that 1t was somewhat wide open because, after all, they were

interested in what some of the preeminent universities have
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come up by way of a proposal.

So they realized also that the things that BP
didn"t have that they would want a partner to have would not
only be In the area of hard sciences -- engineering,
chemistry, biology, virology, structural enzymology -- but
also land-use issues, because, after all, feedstock and
agricultural economics are the component of biofuels, and
schools of public policy. So they were focusing on schools
that could deliver a package.

So -- and in particular we were very excited to
apply because BP also had the foresight to realize that the
early 1nventions coming out of this new science of biofuels
would be very early stage. And, in typical fashion, they
would probably be commercialized through start-up companies.
And of course Northern California is a great place to start
companies. We have no shortage of private capital here to
fund our start-ups and we have a very entrepreneurial
faculty and very entrepreneurial environment.

So the particular hypothesis that we were drafting
and negotiating a contract to was that the great corporate
labs of the world, such as Bell Labs and Xerox Park, are on
the decline. And so the hypothesis is is there a role for

academia to step into this void, to have somewhat of a
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deal. U.C. Berkeley and the University of Illinois are
actually renting space to BP. And In this rented space BP
can perform proprietary research.

The open research done in our academic
laboratories, as usual, is typically performed by students
and postdocs. That research i1s all owned by the academic
institutions. Research performed in BP"s proprietary rented
space i1s owned by BP and can be confidential.

The open research will be published and iIs just
according to business as usual, academically-appropriate
research that will be published often and consistent with a
particular dissertation.

And, let"s see, what else. About 50 research
groups have been funded in the first year, and 130 faculty
are involved.

In terms of the licensing, If IP arises from the
funding the owning institutions can patent, but BP will
always have a nonexclusive license to practice that which it
provided funding for. BP can also elect, if it chooses, an
exclusive license to those IP rights.

And all of our exclusive licenses, of course,
because we license with the goal of public benefit, retain

rights to practice those inventions for our own behalf, on
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our own behalf, and to transfer those rights to others in
the nonprofit sector for their education and research needs.

We negotiated a cap on patents iIn terms of
remuneration. Should BP elect an exclusive license, they
only have to pay up to a maximum of $100,000 per year per
patent. However, 1T something iIs extraordinarily
successful, beyond our wildest hopes, there is a bonanza
clause stating that if in such an event then that $100,000
cap goes away .-

There 1s also a clause, because BP like so many
other companies, iIs interested in freedom to operate, if to
practice the foreground IP, BP requires a license to the
background IP owned by one of these participating
institutions. To the extent that background IP is necessary
to practice the foreground IP and to the extent iIt"s
available, BP may license those patent rights as a bundle
for a prenegotiate fee of $20,000 each or $50,000 for a
package.

MS. MICHEL: 1Is this a unique kind of agreement in
terms of i1ts scale or...

DR. MIMURA: 1t is the largest academic university
agreement to date. And 1t combines federal, -- because the

Lawrence Berkeley Lab is DOE-funded -- state, and industry
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funding in sort of a triple helix of funding and resources
to bring to bear on a common problem that we all care about,
you know, finding alternatives to fossil fuels.

MS. MICHEL: Are there other such collaborations
between the private sector and academia on a smaller scale?
Are you seeing more of those and do you see them in the life
sciences?

DR. MIMURA: We have hundreds of such sponsored
research agreements, but on a much smaller scale. Usually
one company and one lab or one company and several labs,
especially in the life sciences.

Often biotech, life science companies license IP
from us because our IP is so very basic. They often choose
to then sponsor research in that same lab to fund the
improvements and make sure they can have an exclusive
license to what i1s invented, using their follow-on funding.

It"s unique in that we have the real estate
component collocating BP researchers with open researchers
in an academic environment.

MS. MICHEL: 1Is this a relatively new trend or
something that"s been going on for a while?

DR. MIMURA: The practice of public-private

partnering is not new but the specifics of this agreement

For The Record, Inc.
(301) 870-8025 - www.ftrinc.net - (800) 921-5555



10

11

12

13

14

15

16

17

18

19

20

21

22

23

56
are unique so far and the magnitude of the agreement.

MS. MICHEL: Have others had any experience with
this kind of relationship between private sector and
academia or does i1t sound like a useful thing? Would you
expect to see more of it in the future? Or any thoughts on
how maybe 1t ought to be pursued?

MS. DeVORE: 1 guess | have one question on that.
Most of what I have worked on in terms of these sorts of
partnerships is, you know, as Carol said, much smaller and
limited. And 1 think that has a lot of pros and cons.

One question | have as to this bigger construct is
ifT BP has a nonexclusive license to anything that they have
funded, how will that impact on anything that the University
of California might want to do with other companies going
forward and will that, in effect, be a sort of chilling
effect on the technology that BP decides not to exclusively
license?

DR. MIMURA: Right. That"s a good question.

Thank you. They have a nonexclusive license or an exclusive
license, for that matter, only iIn their field. So to the
extent something is applicable to another field outside of
energy, that particular license won"t block the development

of a new application, another application.
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patentable in various combinations that are still important
to the product. And so being able to use continuation
practice to go after A, B, and C; and then A, B, and D is
very important to us.

In terms of our freedom-to-operate analysis, it
does, you know, create work for us to do when somebody else
owns the portfolio and they have pending applications going.
It"s one of the very fTirst questions we ask ourself once we
see a patent that"s issued or we see a publication that"s
interesting, is we go to see 1T 1t"s still got an active
family and begin to study the file histories of each of
them.

It goes back to our issue before about the
predictability and the case law, and being able to look at
the specification and making a reasoned judgment as to what
the Patent Office is going to allow and what they"re not, or
what ultimately the court is going to uphold, even beyond
the Patent Office.

And 1 think Stuart made an important comment just
a little bit earlier about making a decision about whether
or not to acquire a company. It would also apply to the
decision about whether or not to further commercialize a

technology. And that is what is the -- you know, the

For The Record, Inc.
(301) 870-8025 - www.ftrinc.net - (800) 921-5555



10

11

12

13

14

15

16

17

18

19

20

21

22

23

59
freedom to operate -- the adequate amount of protection
around a particular idea and that oftentimes you will take a
pass on a company because you look at their IP and you say,
I c