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Welcome to the Spring 2012 issue of our China Life Sciences Newsletter. In our second
edition, we remain focused on sharing insights from key players in the China life science
ecosystem, identifying trends and best practices in China life science transactions, and
keeping our clients and friends apprised of the latest regulatory developments affecting
the industry.

The first article in this issue includes a thought-provoking interview with John Oyler,

the CEO and founder of BeiGene, a fast-growing China-based biotech firm focused on
oncology drug discovery to meet the needs of cancer patients in China and the greater
Asia-Pacific region. Among other things, Mr. Oyler shares his outlook on the evolution of
various segments of the industry, fundraising and cross-border partnering, the impact of
PRC health care regulation and reform, and China-based research teams. The next article
is the first in a two-part series discussing the strategic partnerships between Western

and Chinese companies for the purpose of conducting early-stage pharma and biotech
R&D. In this issue, we highlight the dynamics of these strategic partnerships between
Western and Chinese companies, and offer some practical guidance on how to best plan
for such partnerships. In the next segment, we will provide more detailed guidance and
best practices on how to best execute such transactions. The third and final article in this
issue offers a detailed examination of the USPTO’s proposed regulations on preissuance
submissions of patent applications.

As always, we welcome your ideas and feedback—please email the editors, Chuck
Comey, Thomas Chou, or Peng Chen with any requests or suggestions for future issues.
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Investor Q&A

Profile: John V. Oyler, Founder &
CEO, BeiGene Ltd.

Interview by Chuck Comey, Dave Chang,
and Patrick Fischer

John Oyler is the founder and CEO of
BeiGene Ltd., a Beijing-based biotechnology
company that focuses on discovering and
developing innovative oncology drugs.

Few can match Mr. Oyler’s record as a
serial founder. He previously founded

and was CEO of BioDuro, a 700-person
integrated contract research organization
(CRO) in Beijing, which was sold to PPD
with attractive returns. Mr. Oyler is also

the former CEO of Galenea, a Boston-
based biotech spinout from Massachusetts
Institute of Technology with funding from
Otsuka; the former co-CEO of Genta, a
publicly traded oncology company that
grew to be worth $1.7 billion; and the
former founder and president of Telephia,
which was bought by Nielsen. He holds an
MBA from Stanford University and a BS
from Massachusetts Institute of Technology.

Q: How do you feel about the market

in 2012 for emerging companies in

the biotech and life sciences industry
globally? In China? What do you see as
the key trends and drivers this year?

A: | have a pretty positive view of the
market for emerging companies in the
biotech and life sciences industry at

the moment. These sectors have had a
nicer last six months than we’ve seen in
awhile. You can look at the recent IPOs
of companies like Clovis, and they’re
not the only example. The ability of such
companies to become liquid is a positive
sign for others.

From a China perspective, we're seeing
lots of interest and momentum. People who
are present in this space are seeing the
potential for value creation in biotech from
core businesses, not just CROs.

In terms of key trends and drivers for 2012,
today for the first time there are very good,
high-quality assets that pharmaceutical

companies are licensing to biotech
companies that jump in and provide risk
capital and a talented team, and move

the assets forward in a way that creates
economic returns that investors are very
interested in. Clovis is a great example of
that. Hopefully BeiGene will be an example,
too.

Also, there’s beginning to be an
understanding of the value of being first

in China. China has a fifth of the world’s
population, and even if you're a fast follower
who might be third in class or fourth in class,
you have the ability to be first in class in
China. And a lot of the drugs that are first in
class are not on a clinical path here in China,
s0 you can actually beat them to market. A
great example is Hutchison, who recently did
a deal with AstraZeneca where AstraZeneca
paid $20 million up-front for a c-MET
inhibitor. Right now c-MET inhibitors globally
wouldn’t get a million dollars up front. But in
China, if you're first in China, there is a huge
premium.

Q: Foreign companies have long been
partnering with Chinese scientific

talent to help drive their R&D efforts,
yet Chinese companies themselves
have not historically been known for
being innovators when it comes to drug
development. Do you sense a shift

now happening, as Chinese companies
strive to innovate and develop their own
drugs?

A: Chinese companies are certainly
striving to be world-class innovators in
drug development and will inevitably
succeed, but it will take time. The vast
maijority of partnering to date has been
fee-for-service CRO work. Ten years ago,
people questioned whether you could
even do that in China, but now it’s a very
real and common practice and we're
seeing unexpectedly good-quality work.
People may not be aware, but today there
is robust innovation in the fast-follower
space in China, which shows creativity
and innovation from a medicinal chemistry
or drug development perspective. But
cutting-edge, world-class biology that will
help define the next class of targets is only

being done in China today at the academic
level and within very few companies, and it
will take some time for China to build that
expertise and capability more broadly.

Q: How does China’s biotech and life
sciences industry, in particular with
regard to drug development, currently
compare to the rest of the world?
China has historically been seen as a
producer of generic drugs, but not as
a leader in pharma biotech. Do you see
this changing? How long before we can
expect to see a “Genentech of China”
emerge and produce best-in-class
drugs?

A: Compared to the rest of the world,
China has a fundamentally strong
technical expertise in a broad range of
areas necessary to drug discovery. There
are gaps, for example, with respect to
international standards of best laboratory
practice, but there are teams in China that
are putting such standards in place, and

| think that these gaps will be filled in the
next five years or so.

In terms of innovation, you don’t expect
every company in China to be the most
innovative company in the world. You don't
expect every company in China to be world-
class in biology. But inevitably, you can
easily see a dozen really good companies
that have great teams that push forward,
and some of those will be successful and
will turn into China’s Genentech. Right
now there are a few such companies in
place, and over the next five years | expect
there will be far more than a dozen in
place, which should set the tone for a very
successful and very robust, innovative,
and novel drug capability in China, just like
anywhere else in the world.

Q: What are the key differences between
developing drugs in China and in the U.S,
especially based on your past experience
at Genta? What are the advantages and
disadvantages of basing BeiGene in
China?

A: From a research and a team quality
perspective, | see no difference at all.
BeiGene is a leading company and one of

(Continued on Page 4)
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(Continued from Page 2)

the best places to work in China, and | think
that the caliber of team that we can recruit
here is as good as any team that we could
recruit anywhere else in the world.

From a development perspective, it is
different because the regulatory system

in China is very different. The approval
period is longer, and it is not a level
playing field. Local companies are treated
differently than foreign companies. Leading
local companies can have their projects
prioritized, which can help expedite them
through the system. If you are interested

in doing drug discovery in China, it's much
better to be a leading local company
because you are at an advantage. So our
approach at BeiGene has been to build an
organization that is a local company and
that fits exactly with what China wants to
do. That’'s what we think the right approach
is within the current Chinese regulatory
system.

Another difference is that there are

enough people in China that your patient
accumulation for trials is very quick, and the
costs are a fraction of what they would be
in the United States or in Europe. Finally,
there is a focus by the SFDA (China’s FDA)
on safety. The safety hurdles associated
with running clinical trials in China is
probably higher than it is in other countries.

Q: Is the current regulatory environment
in China helping or hindering drug
development by companies such as
BeiGene?

A: The current regulatory environment in
China is hindering the industry as a whole.
It is not malicious, and there is a logical
reason behind it. Right now, the SFDA
doesn’t have the capabilities to widely
open up the doors and provide an even
playing field to everyone. There are simply
not enough reviewers. As a result, they're
only going to let a few people through, and
from their perspective those few people
should be the leading local companies.

And we believe that as a local company
in China focusing on important projects,
we can use the current regulatory system
to our advantage by having our projects
prioritized. But | do think that it is very
important for the industry as a whole that
the SFDA expands its review capabilities
and continues to evolve as an organization,
thus leveling the playing field. And the
SFDA is evolving. Like everything else in
China, it is very different today than it was
five years ago and | expect it will be very
different five years from now.

Q: BeiGene signed co-development
and license deals with Janssen
Pharmaceuticals last year. What advice
do you have for U.S. biotech companies
seeking to partner with local Chinese
companies to co-develop drugs?

What advice do you have for Chinese
companies looking to partner with U.S.
biotech companies? What are common
pitfalls to avoid in co-development
arrangements between U.S. and Chinese
drug research companies?

A: For U.S. biotech companies seeking to
partner with local Chinese companies to co-
develop drugs, my main advice is that you
always have to be careful who you partner
with, focusing on your partner’s quality and
culture and ensuring that you have aligned
interests and economics. This advice
applies to a project anywhere, but when
you are partnering with someone who is
halfway around the world, and it is a cross-
cultural partnership, there is a lot of room
for misunderstanding and misinterpretation.
You have to be careful about your partner’s
reputation. Most people in China will know
who your partner is, and your partner will
carry a reputation that can be good or bad,
honest or dishonest, high quality or not.
And every time you sit down with someone
else in China, you bring your partner to the
table with you.

For Chinese companies looking to partner
with U.S. biotech companies, my advice
is to put in place a team that the U.S.
company will respect and trust, which
means that you have to recruit the right
people and compensate them in a way

that makes you attractive. | think that a

lot of times that's a hard thing for Chinese
companies to do and understand. It's a big
investment. But it's necessary, frankly, if
you want to partner with U.S. companies.

Q: What is the outlook for China-based
drug development companies in terms of
raising money, such as financings from
venture capital funds? What expectations
should investors and founders have at
this point for acquisition exits or IPOs?

A: For a China-based drug development
company to raise money from Western
venture capital firms, you need to put in
place a team that Western firms respect
and that makes them feel comfortable. A
Chinese company that doesn’t have the
right team will not be able to access capital
from the Western markets. But there are all
sorts of different funds that are being set up
here in China. | do think that you'll see lots
of people that the Western world wouldn’t
fund being funded in China instead.
Chinese funds know them, understand
them, and trust them.

And | think that the outlook is good.
You've already seen good signs in China
in companies such as Hutchison and
Beta Pharma. And if you look back at the
investments that were made over the last
10 years, which were predominantly in
the CRO space, | think that if you had put
$1,000 in every company that was funded
by a legitimate VC funded by offshore
money, your return would certainly be in
excess of three times the invested capital.
And it may be closer to four or five times.
That return outperforms most venture
capitalists in China, whether in biotech or
not. There are limited companies that are
playing in the space here and so there is a
big opportunity.

In terms of realistic expectations that
investors and founders should have

for potential mergers and acquisitions

or IPOs, | think that there will be lots
more IPOs by pharma companies that
are selling to China and health care
service providers in China. These are
the industries that are growing over time.

(Continued on Page 6)
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And they’re controlled to some degree by
the government and the government will
make sure that they continue to grow. |
think you'll also see massive consolidation
because the government has stated that

it wants consolidation. In terms of IPOs

for biotech companies, | think that the
potential is there, and the onus is on the
first set of companies that do go public to
be successful. If they’re successful and
provide IPOs with attractive returns to
investors over the next five years, the five
years after that will be very big. The onus is
on first-up companies to do a great job and
make their investors a lot of money. | think
that will happen.

Q: How has China’s health care reform
affected pharma in China, and in
particular, drug development?

A: In terms of drug development, the
SFDA continues to evolve in a way that is
helpful and continues to reduce barriers
and inefficiencies, but most of the health
care reform in China has been centered
around financial funding of research

and development, and financial funding

of health care in terms of hospitals and
services to the general public. | think that in
the next five years China will look at how to
translate those investments in early-stage
research into biology discovery.

Q: BeiGene focuses on cancer treatment
drugs. What are some other areas for
drug research in China that you see as a
potentially untapped market? Do you see
any key trends for drug development in
China for 2012 and beyond?

A: People talk a lot about infectious
diseases and STDs. There are a lot of
people in China with hepatitis. | think that
those are two areas that will see a lot of
development, and there are already a lot of
people moving down those paths.

More generally, the next big trend for
drug development in China will be about
showing that you can get innovative drug

discovery and good biology from scratch.
Another key trend is going to be opening up
reasonable access to clinical development
paths through a few trusted organizations.

Q: Tell us what you are currently
most excited about with BeiGene’s
development, and why you’re excited.

A: I'm most excited about our team. We
have a world-class research team that has
already had fantastic preclinical success.
From a development perspective | think
that our oncology development is on par
with any organization in the world. We just
happen to be in China. And we just happen
to be focused on China and Asia. And |
think that our oncology development team
gives us the ability to bring in a handful of
great assets and push them forward in a
way that creates value and can help us
build an organization from scratch that in
a short period of time can be public and

a multimillion dollar company. | think that
we’ve already made a good start with

the deals that we’ve done with Janssen
and with Merck, and they’re only the first
two deals. We're currently looking to do
two or three more, and | think that by
bringing those deals together we have an
organization with a very high expected
value and a broad enough portfolio that it
can be quite successful.

Trends and Best
Practices in
R&D Strategic
Partnerships in
China

By Julian Thurston, Thomas Chou,
and Gordon Milner

Most of us engaged in the pharmaceutical,
biotechnology, and medical device
industries in the U.S. and Europe are well
aware of the seismic changes occurring

in the worldwide marketplace in these
sectors, driven by the relentless pressure

from most governments for cheaper and
cheaper pricing of generics. Almost daily,
there are reports of the occurrence of this
from countries including, recently, Germany,
Spain, the U.S., China, and other locations.
In contrast, other changes are only
occurring on a regional basis, such as the
downsizing of sales forces in the U.S. and
Europe, countered by a significant increase
in sales forces in the Asian markets,
particularly China. Where changes are
regional, there is the possibility of arbitrage,
and here we propose to examine the
possibilities for this in the area of research
and development in these sectors.

Leaving to one side the investment of

the major pharmaceutical companies in
R&D (and in many such companies there
have been cutbacks in R&D spending
either in terms of absolute financing
numbers or as a percent of revenue over
the past several years), there has been

a growing realization, first in Europe and
now in the U.S., that 10-year venture
capital investment funds are not always
appropriately suited for investment in
companies focused on earlier-stage
pharmaceutical or biotechnology R&D.

If the history of investment in the sector
from such funds in the U.S. and Europe

is closely examined over the past 10 — 15
years, one can see that many did not meet
their investment expectations and projected
IRRs. The venture capital community
investing in earlier-stage pharma R&D
has been decimated in Europe and,

to a lesser extent, in the U.S., with the
exception of a small number of specialist
venture capital firms with a track record of
excellent exits, and even they are finding
it as difficult as it has ever been to raise
new funds. This has caused a crisis in the
funding of earlier-stage R&D, and, although
the pharmaceutical majors are aware of
this and need collaborative partnering
more than ever to bolster their pipelines,
they cannot fill the void created by this
harsh financing climate. There are some
examples of the major pharmaceutical
companies striking alliances with
universities or other institutions doing

(Continued on Page 8)
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very early-stage research, one recent
example being the partnership between the
University of California, San Francisco, and
Abbott Diagnostics. But generally speaking,
there has been a serious decline in the
funding of translational research in Europe
and the U.S.

Although the emerging markets, and
especially the BRIC countries, are
demonstrating rapid annual growth in

the size of their pharmaceutical markets,
caused by a heady mix of rising middle-
class affluence, a desire for better health
care, the treatment of newly prevalent
noncommunicable diseases arising

due to changes in lifestyle, and, in

some communities, the problems of a
significantly aging population (e.g., China
and Japan), this has not yet really driven
significant investment in earlier-stage
pharma R&D. Indeed, in many of these
locations there is a desire by local and
international companies to acquire the
rights to “ready-to-go” assets that have
marketing approval in the U.S. or Europe
and can be made available in these new
markets relatively quickly, possibly with

a small level of additional clinical trials.

In addition to the focus on “ready-to-go”
products, there is also considerable interest
in the broad bio-similar/bio-better space
because of the extremely high prices being
paid by emerging-market governments for
the existing incumbents supplying blood
products such as Factor VIl or high-price
monoclonal antibodies products such as
Herceptin or HUMIRA. The Latin American
and Russian focus is on stimulating local
manufacture and providing incentives for
such manufacturing initiatives. For example,
in the deal conducted by GlaxoSmithKline
(GSK) for vaccines in Brazil, GSK was
given preferential long-term supply
agreements in the Brazilian market in

return for considerable technology transfer
by GSK of its vaccines-manufacturing
technologies.

There is, however, one market where there
is a stand-out difference, and that is China.
The Chinese government is vigorously
pursuing policies and implementing
long-term funding arrangements to
promote the conduct of earlier-stage
pharmaceutical R&D in China, with the
ambition of transitioning from “Made in
China” to “Discovered in China” (for China
and the rest of the world). Indeed, both
biotechnology and intellectual property
research have been identified as “Strategic

.. . ALMOST UNIQUELY
IN RELATION TO
CHINA, THERE IS THE
POSSIBILITY TO STRIKE

DEALS MARRYING
WESTERN PRODUCTS
AND TECHNOLOGIES WITH
CHINESE PARTNERS AND
FINANCIAL INVESTMENT.

Emerging Industries” in China’s 12th
Five-Year Economic Development Plan
(2011 — 2015), which calls for heavy
government and private investment by
Chinese enterprises to promote “indigenous
innovation” in the fields of innovative
biotech products, high-end medical devices,
and patented medicines, coupled with a
major modernization of China’s health care
and pharmaceutical distribution industries.

Therefore, almost uniquely in relation to
China, there is the possibility to strike
deals marrying Western products and
technologies with Chinese partners

and financial investment. The Western

products can either be a company’s lead
product—where it needs contribution

of finance to conduct expensive clinical
trials—or it can be in relation to technology
that is perfectly good but effectively “on
the shelf” for want of investment dollars.
The U.S. and Europe are awash with

such products and technology that have
reached a certain point of development
but that have been shelved in some sort
of portfolio review. There is a growing
realization amongst mid-sized life science
companies in the U.S. and Europe that

it is possible to do deals in China for
pharmaceutical R&D at an earlier stage
than in most other emerging markets,

and we predict a wave of such deals over
the coming years, driven by the deficit

of financing of early-stage R&D in the
Western markets, combined with R&D
development lag time in this area facing
the leading Chinese companies. These
Chinese companies have distribution
networks in place to penetrate the growing
Chinese market for health care spending,
but lack a pipeline of value-added products
and technology. Although the last few
years have seen a steady flow of Chinese-
born but Western-educated research talent
back to China (the so-called “sea-turtles”),
the very long lead-in times required to
produce mature products mean that they
are facing a 10 — 15 year period of R&D

to develop solid pipelines and fulfill local
R&D and innovation targets. To meet

their aspirations (and the 12th Five-Year
Plan), these Chinese companies need

to build pipelines at various stages of
development fast, just like the Western major
pharmaceutical companies, and an ideal
way to do it is by the acquisition of the rights
to Western products and technologies.

This trend of strategic partnering between
Western companies and Chinese partners
and investors is at its inception. We

have been advising in some of these
pioneering deals and are pleased to offer
our readers some of our observations

of the best practices for getting these
transactions done.

(Continued on Page 10)
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Identifying the Partners:
The Role of Intermediaries

Some of the largest Chinese
pharmaceutical companies, especially the
pharmaceutical arms of key State Owned
Enterprises (SOEs), are still organizing
themselves to conduct international
business development, including
establishing business development
groups with English-speaking capabilities
and developing intellectual property
departments, licensing departments,

and other assets necessary to conduct
international transactions. At present, they
do not tend to participate in international
partnering sessions in force, nor even to
attend partnering sessions in China that
are largely conducted in English. Therefore,
accessing these companies who want to
do deals can be difficult. Generally, it is
better, for the time being, to approach these
companies through an intermediary with
Chinese-language capability. Obviously,
the intermediary needs to know the
decision makers at these companies and
their decision-making processes. Many
intermediaries claim to know many of the
key players, but the reality is that their
contacts may not be with the right people
within the organization, or the contacts
may be superficial. Therefore, to establish
good contact, it will be important to carefully
research the potential intermediaries, and
to use two or three intermediaries in order
to triangulate on the right persons in such
organizations. With the right intermediary,
the whole process of communication
between the Western rights owner and
the Chinese company may be greatly
facilitated. Realizing this, some of the key
intermediaries are seeking remuneration
through finder’s fees or other success-
based compensation, along the lines of
boutique investment banks.

Quite clearly, it is necessary to approach
Chinese companies with interest in the
relevant technical area. Some Chinese
companies are more small-molecule driven,
others more biologic- or medical-device
driven. We deliberately refer to “interest”
here rather than experience, because a
particular Chinese company may have a
strategy for investment in a particular type
of technology that is prevalent in the West,
but has no real presence or availability in
this area in the Chinese market as yet. An
important component of these deals is that
the Chinese companies are very anxious
to learn, and so a high level of ongoing
technology transfer is required, along with
assistance with the design and conduct of
preclinical and clinical trials. Armed with the
design, the Chinese companies are more
than willing to organize trials to be carried
out at Chinese centers, because this takes
them up the experience curve.

IN OUR EXPERIENCE, IT
IS ADVISABLE FOR THE
PARTIES TO TRY AND
WORK UP A BUSINESS
PLAN, INCLUDING THE

PLAN AND BUDGET
FOR THE CONDUCT
OF THE RESEARCH
AND DEVELOPMENT
ENVISAGED.

Identifying Contributions and
Financing Needs

Just as in any transaction, once there

are interested potential partners, this
leads to discussions about the nature of
the opportunity. In our experience, it is
advisable for the parties to try and work
up a business plan, including the plan and
budget for the conduct of the research and

development envisaged. Agreeing in some
detail what is required to get the products
onto the Chinese market, how long it

will take, its phases (e.g., import initially,
with a local manufacturing capability
established later), and what will be the
contribution of the parties (including the
financial contribution) are key components
of these deals. There are likely to be many
contributions in kind, with the Western
company providing intellectual property,
technology transfer, and possibly some
equipment, and the Chinese party providing
resources, such as land and/or buildings,
manufacturing capabilities, distribution
networks, and/or financing.

This planning exercise will also focus
minds on the financing required to achieve
the strategic goal. If, on a gap analysis,

it appears the project requires more
investment than the parties are willing to
contribute, this will identify the need for the
involvement of third-party investors. There
are a number of private equity, venture
capital, and strategic investor groups

in China that are anxious and willing to
participate in these projects.

Working Through Transaction
Structure Drivers

As much as it is commercially desirable

to agree upon the relative contributions

of both parties, the form and magnitude
of the contributions (e.g., cash vs. in-kind
consideration) will help inform the ideal
structure of the proposed transaction, as
well as the government approvals that will
be required in order to implement such

a transaction. In addition to the type and
magnitude of the contributions being made
by each party, the specific characteristics
of the Chinese partner (e.g., private vs.
publicly traded, onshore vs. offshore
incorporated, SOE vs. private sector), and
the specific technologies being developed
(e.g., whether they are activities that

are encouraged, permitted, restricted,

or prohibited for foreign investment in
China), may dictate the recommended
structure of the strategic transaction. In
this regard, it is important to be aware that

(Continued on Page 12)
10



A i B 208

April 2012 —F— 41

A)

HH IR A R

I, 2
a1EfK

(HEA5977)

TH, XA E AR IR 12 2O
PO 72 A AR AR
(NS e (R IS Ea ey

Z (B IR P IS A AR AR R R A
MINITFaG . FoATT— B X Hp— 1

IR Z g i, JEE R T

FEFRAT TV 2] (1 e A SE R e Ak 4

FRAE SRk PARIER

HHEI— L R 25 A ], Rl
A EH L) RH 2455
[T, VBRI T Brolk 55
K, AFEE T BATEERR 18IS
FERANAAR FEETR =BG T ¥
AR IO S A T PR S TR R
EHRE. BUE, A TR Sl
TEMEPR GRS R HE
A mEERTEER T E S
IREER R R, BRI IX s
TN G AT AR — ik
Ui, HATEEIT IR e N F U T
X BESHESREIRIH AL
8o AR, FAHURTRES T AR A2
ZAXEE AT IR o3 DA S AT T ke
HIFE P2 FRABA A
WL E A, B
St TSI RN AT AR 2
MNP IR, B IX PR
ARER RN KL, B TR
UFRIEE R, EERR AT I
IR AHURFERSE PR =P
WL, CME AR A e IR
WIIRBEN 51 A T4 AR AHL

H4), AT ARK A 3 0 7 BRI i
ANANE 7] 22 AR T
o RUARI VIX—x1, SR
IR AL MR BARAT AR E LA
TR EE R TR TE
TP 7 AR o
TR, A AR EERS A
SRR R E AR
¥ A7 e [ 2wl 55 2 Ca ST
AT/ INS T2, R4 L5
e FAEA BT T E . BATIAE I
EHIRE] POl MRS,
AR AR W] REXSAEDY 7
ATELEPE T e A HAE L)
RSB BOARAE P X
LR Dy )N E B G o
HIaFHEE 222, I, 3T

RERINWEK,
B T5 B bF =R 1l
FE— ARk,

BIERRETH A
AT = B v Xl AP
H.

I HBUTEARFALR, FHZE—IF
St SR AT T R A S A
RIRIA SRR, A 71Xt
IR AR AR T A P E A
LGRS, INIZ T T
AT A SAE.

e H BRI B TR 2
AUEATAE 5 —Ff, —HAT TI¥%
HIETESREREE M otle
TR BT A ORI 18 . AR AT
IZEss, 27 R R IfHlE—A
LR, BAEARREATHT TEAT
p- 2 N T A R NG |
TR A FEZAKITE], 7
ESA B L E St , 24
JrFRE IS A& RE /1558 LA A
JT 2R B (A Rl B 72
X G A E Y, T
AT FIE R 5. IRFTRE AR 2
SV B P AmR R
PRl BORFAELL AT RESR LA
o ¥eces FREIT R A RREL It
WA/ B HAERE ST 2N
AN/ BB
AR ST B TS A
FbRpTa 2R Bt QiR AR ER
F170r, T H R 2P AL
T R B, I B
WE=TT A S 50N,
ARERRFEAL K GEA R
MR R EEE S 5
TiH

FERRAL S G R o)

JEE TR E AT HIRHOR
HHBEGE R 2 (E BRI
AR (LB AR TS5 )
AT IR E S S B AR SS
L SO T IR 5 B i e B AT
IRFHEHE B 3Bt SRR
/AL, PR EE SRR AR AT
(FLUR AT NI 5y AL
iR, REA T
ARNERT 15 LU AR R 4T

(F 134k 4E)
1"



China Life Sciences Newsletter

April 2012 —F——4EJH

R&D
Partnerships

(Continued from Page 10)

Chinese law places strict requirements
on the types of intellectual property rights
that can be contributed, and the extent to
which such in-kind assets can be used to
fund the capital requirements of onshore
entities. The complexity of the approval
process and the time it may take should
not be underestimated, and it may be
desirable to the have some initial approval
in principle even before the letter of intent
is established, particularly if arms of local
government are going to be providing a
grant or other cash contribution to assist
with the development of the project.

Due Diligence, Documentation,
and the Pacing Items

There is a considerable amount of work to
be undertaken before the documentation
of a deal is sensibly generated. It is very
common in these deals to aim first for a
term sheet, letter of intent, or memorandum
of understanding that sets out in some
detail the nature of the project, the
contributions of the parties, and their key
objectives (e.g., achieving a given exit).

In the discussion of the letter of intent, it

is critical that allowance be made for a
number of face-to-face meetings, possibly
including the intermediaries we have
mentioned, so that everyone becomes
comfortable with each other. Sometimes,
Chinese companies want the letter of
intent to be binding and, although this is
not customary for international transactions
(with certain carveouts), it may be possible
to mitigate the effect of accommodating
such demands in relation to certain
provisions (e.g., designating a short long-
stop date, pursuant to which the letter of
intent and its binding nature terminate if
the definitive agreements have not been
entered into by such long-stop date). Once
the letter of intent is executed, there still
needs to be time properly allocated to

engaging in due diligence on both parties’
proposed contributions, as well as a means
of integrating the internal and external
approval processes and generating the
definitive agreements, which will almost
inevitably generate timing issues due to
the need to produce initial, interim, and
final drafts of each agreement in both
Chinese and English. In some cases, the
Chinese party is not as experienced with
these types of deals, and as it really begins
to understand the proposed terms of the
transaction in detail, it may well seek to

IT IS VERY COMMON IN
THESE DEALS TO AIM
FIRST FOR A TERM SHEET,
LETTER OF INTENT,
OR MEMORANDUM OF
UNDERSTANDING THAT

SETS OUT IN SOME
DETAIL THE NATURE
OF THE PROJECT, THE
CONTRIBUTIONS OF THE
PARTIES, AND THEIR KEY
OBJECTIVES. ..

renegotiate the terms of the transaction.

In addition, the Western party (or certain
groups within its organization) may not be
familiar with Chinese foreign investment
and technology import regulations. As a
result, additional time and energy may

be needed to educate and reach internal
consensus on regulation-driven structures
and terms, which may be more rigid and
less favorable, respectively, than those
adopted by the Western organization

in its domestic or other international
collaborations. There needs to be
understanding on both sides about this. By
this point, however, when the parties are
feeling more comfortable with each other,
more can be potentially handled through
the exchange of drafts, and the need for
face-to-face meetings may diminish. There

must also be adequate time and resources
set aside for government and third-party
approval processes, many of which occur
from the date the definitive agreements
are signed until the closing of the proposed
transaction.

Overall Timing

The message from all of this is clear—
getting a deal done in China is going to
take considerable time, commitment,

and patience. For years now, business
development folks have debated how long
it takes to get these strategic partnering
deals done in the West from inception to
conclusion, and quite frequently it is in
the region of 12 — 18 months. In relation
to China, it is possibly a little longer, and
so the Western rights holder wanting to
announce a deal to sustain its share price
and to bring in money for underutilized
assets should be under no illusion that
trying to carry out a deal in China will be a
short-term panacea. Indeed, the Western
company needs to have the commitment
and drive to see things through. Over the
next several years, we anticipate these
timelines shortening as the Chinese
companies get more and more experience
with such deals.

In our next issue, we will further examine
the details of these deals and look at
some of the key structural, regulatory,
and commercial issues parties face when
negotiating these deals.

USPTO
Proposed Rules
on Preissuance
Submissions

By Peng Chen and Kun Wang

On January 5, 2012, the U.S. Patent and
Trademark Office (USPTO) published
proposed regulations regarding
preissuance submissions to implement part

(Continued on Page 14)
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of the new Leahy-Smith America Invents
Act ("AIA”).

Section 8 of the AIA amends 35 U.S.C.

§ 122 by adding 35 U.S.C. § 122(e),
which lists certain conditions that apply

to a third-party preissuance submission
to the USPTO in a patent application.
According to 35 U.S.C. § 122(e), third-
party preissuance submissions of patents,
published patent applications, or other
printed publications must be made in
patent applications before the earlier of:
(a) the date of a notice of allowance; or
(b) the later of (i) six months after the date
on which the application is first published,
or (ii) the date of the first rejection of any
claim by the examiner. Also required

is a concise description of the asserted
relevance of each document submitted,

a fee, and a statement by the person
making the third-party preissuance
submission that the submission was
made in compliance with 35 U.S.C.

§ 122(e). The provision takes effect on
September 16, 2012, and applies to any
patent application filed before, on, or after
September 16, 2012.

Besides noting that 35 U.S.C. § 122(e)

will be implemented as new rule 37 C.F.R.
§ 1.290, the notice also indicates that the
current rule under § 1.99 will be eliminated.
In comparison to the current rule, the new
rule allows a third party to include a concise
description of the printed publication

being submitted, which does not need

to constitute prior art. Further, the new

rule provides a longer time frame for the
preissuance submission.

Current Rule (Section 1.99)

The current rule does not permit an
accompanying concise description and
limits the time period for such submissions
to up to two months after the date of the
patent application publication, or mailing of
a notice of allowance, whichever is earlier.

New Rule (Section 1.290)
Section 1.290(a)

Under the new rule, third-party submissions
may be directed to nonprovisional utility,
design, and plant applications, as well as
to continuing and reissue applications. It
does not require that the application be
published.

UNDER THE NEW
RULE, THIRD-PARTY
SUBMISSIONS MAY BE
DIRECTED TO NON-
PROVISIONAL UTILITY,
DESIGN, AND PLANT

APPLICATIONS, AS WELL
AS TO CONTINUING AND
REISSUE APPLICATIONS.
IT DOES NOT REQUIRE
THAT THE APPLICATION
BE PUBLISHED.

The new rule limits the type of information
that may be submitted to patent
publications, which includes patents and
published patent applications, and other
printed publications of potential relevance
to the examination of a patent application.
Submissions may not include unpublished
internal documents or other nonpatent
documents that do not qualify as “printed
publications.” See Manual of Patent
Examining Procedure (MPEP) § 2128.

Because 35 U.S.C. § 122(e) does not limit
the type of information to prior art, there is
no requirement in § 1.290(a) as proposed
that the information be prior art. Where a
third party is asserting that a document is
prior art, the third party bears the burden of
establishing the date of the document where
the date is not apparent from the document,
regardless of whether the document is

in paper or electronic format. The third

party may submit evidence in the form of
affidavits, declarations, or other evidence.

Section 1.290(b)

Submission must be filed before the
earlier of: (1) the date a notice of
allowance is given or mailed in the
application; or (2) the later of: (i) six
months after the date on which the
application is first published by the
USPTO under 35 U.S.C. § 122(b) and §
1.211, or (ii) the date the first rejection
under § 1.104 of any claim by the
examiner is given or mailed during the
examination of the application. The time
periods provided for in § 1.290(b) are
statutory and cannot be waived.

The § 1.290(b)(2)(i) time period would be
initiated only by publications by the USPTO
under 35 U.S.C. § 122(b) and § 1.211, and
would not be initiated by a publication by the
World Intellectual Property Organization.

The proposed new § 1.290(b)(2)(ii) time
period would be initiated by the date the
first rejection under § 1.104 of any claim
by the examiner is given or mailed during
the examination of the application. The

§ 1.290(b)(2)(ii) time period would not be
initiated, for example, by a first Office Action
that only contains a restriction requirement
or where the first Office Action is an action
under Ex parte Quayle, 1935 Dec. Comm’r
Pat. 11 (1935).

Section 1.290(c)

Section 1.290(c), as proposed, requires

a preissuance submission to be made in
writing. It can be a paper or an electronic
filing. In either case, the third party will

not receive any communications from

the USPTO relating to the submission
other than the self-addressed postcard or
electronic acknowledgment of receipt. It
also requires that the application to which
the third-party submission is directed be
identified on each page of the submission
by application number (i.e., the series code
and serial number), except for the copies
of the documents that are being submitted
pursuant to § 1.290(d)(3).

Section 1.290(d)

Section 1.290(d)(2), as proposed, requires
a concise description of the asserted

(Continued on Page 16)
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relevance of each listed document. The
concise description should explain why the
respective document has been submitted
and how it is of potential relevance to the
examination of the application. Unless there
is no concise description, or the concise
description is merely a bare statement

that the document is relevant, the USPTO
does not propose to otherwise evaluate
the sufficiency of the concise description. It
would be a best practice for each concise
description to point out the relevant pages
or lines of the respective document,
particularly where the document is lengthy
and complex, and the third party can
identify a highly relevant section, such as a
particular figure or paragraph.

Section 1.290(h)

Section 1.290(h), as proposed, provides
that in the absence of a request by the
USPTO, an applicant has no duty to,

and need not, reply to a submission
under § 1.290. Likewise, no further
response from a third party with respect to
an examiner’s treatment of the third party’s
preissuance submission would be permitted
or considered.

Implications of the Proposed
Rules on Preissuance Submission

Under the current rules, submissions of
prior art by third parties are allowed, but
they may not comment on the prior art.
Many practitioners have been reluctant

to submit prior art without the ability to
comment, because it is possible that the
examiners will not apply the cited prior art
in the manner desired by the third parties.
As a result, submissions of prior art by third

parties in patent applications during ex
parte prosecution are rare.

The new preissuance submission practice
will allow third parties to submit prior

art to the USPTO and provide concise
explanations of relevance. In comparison

to the reexamination proceedings and the
postissuance procedures under the AlA, the
new preissuance submission practice has a
few advantages:

IT WOULD BE A BEST
PRACTICE FOR EACH
CONCISE DESCRIPTION TO
POINT OUT THE RELEVANT
PAGES OR LINES OF THE
RESPECTIVE DOCUMENT,
PARTICULARLY WHERE

THE DOCUMENT IS
LENGTHY AND COMPLEX,
AND THE THIRD PARTY
CAN IDENTIFY A HIGHLY
RELEVANT SECTION,
SUCH AS A PARTICULAR
FIGURE OR PARAGRAPH.

First, the cost and burden of filing a
preissuance submission is significantly less
than that of postissuance procedures. The
supplementary information accompanying
the proposed rules suggests that no fee

is required for the submission of three

or fewer documents in a preissuance
submission. A relatively small fee is
required if more than three documents are
submitted. The official fee associated with
a preissuance submission is at most a few
hundred dollars compared to thousands of
dollars for postissuance proceedings such

as inter partes reexamination.

Second, unlike reexamination proceedings,
as well as the new postissuance review and
inter partes review proceedings under the
AlA, third parties submitting preissuance
submissions can remain anonymous. Thus,
it is possible to challenge the validity of an
applicant’s patent claims without fear of
retaliation by the applicant.

Third, unlike reexamination proceedings, as
well as the new postissuance review and
inter partes review proceedings, there is no
estoppel for later litigation.

Fourth, the grounds for filing a preissuance
submission are not limited to prior-art-
related challenges. For example, a
preissuance submission may be filed on
the grounds of patentable subject matter,
written description, enablement, etc.

The only factor against filing a preissuance
submission may be that reexaminations are
conducted by the Central Reexamination
Unit, which consists of examiners with
more experience than the average
examiner in the USPTO. Similarly, the

new postissuance review and inter partes
review proceedings will be conducted by
the Patent Trial and Appeals Board with
experienced administrative law judges.

Potential infringers having more modest
means may choose a “preissuance
submission” as a cost-effective way to limit
eventual damage and to gain certainty.
Given the cost-effective and anonymous
nature of the proceeding and the lack of
estoppel to future litigation, we expect

more and more parties will engage in using
preissuance submission as a first-line
attack on competitors and part of the overall
strategy on intellectual property. As a result,
it will significantly change the current patent
examination process, and make it a quasi-
inter partes process.

Because of the generality of this newsletter, the information provided herein may not be applicable in all situations and should not
be acted upon without specific legal advice based on particular situations. The views expressed herein shall not be attributed to
Morrison & Foerster, its attorneys, or its clients. If you wish to obtain a free subscription to our China Life Sciences Newsletter,

please send an email to info@mofo.com.
© 2012 Morrison & Foerster LLP. All Rights Reserved.
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