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PHARMA FRENLY

B Arecord 271 cross-border licensing
deals were signed last year between
multinational groups such as Roche,
Bayer, AbbVie and Pfizer, and Chinese
pharmaceutical companies, according to
data from consultancy ChinaBio cited by
the Financial Times. The number of deals
rose almost 50 percent from 2019 and
more than 300 percent since 2015. These
collaborations involve clinical develop-
ment, commercialization and sharing
of data of drugs and medical devices.

The rapid growth of China’s phar-
maceutical market has contributed
to the robust cross-border collabora-
tions. “The market is too big and fast-
growing to ignore,” says the Financial
Times. “Pharmaceutical spending in
China totaled $137 billion in 2018 and
will reach $140 million to $170 billion by
2023, according to data provider IQVIA."

Lawyers are keenly following this
trend. “The life sciences market in China
is poised to overtake the largest markets
in the world within several years. Some
of have predicted that China will become
the single largest life sciences market by
the end of the decade,” says Arthur Mok,
regional managing partner of Ropes &
Gray'’s Asia offices.

The Chinese government has also
accelerated the opening of the pharma-
ceutical sector to boost its development
through collaboration, as the industry
requires very strong capabilities in R&D,
financing and commercialization.

In the past few years, the govern-
ment has been clearing the hurdles for
collaborations between Chinese and
foreign companies by providing policy
incentives, according to Song Wei and
Zhang Li, partners at Han Kun Law
Offices.

“Since the Foreign Investment Law
and its implementation regulations took

China has relaxed restrictions
on its healthcare industry,
prompting overseas companies
to seek access to the world’s
second-largest drug market.
In the past year, a record 271
cross-border licensing deals
were inked between Chinese
and multinational drugmakers.
However, lawyers recommend
that potential JV partners
should carefully consider
certain legal issues before
they commit fully.
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effect at the beginning of 2020, China
has promulgated the Law on Promotion
of Basic Medical and Health Care and
the Biosecurity Law, and amended the
Patent Law. It indicated the opening of
the pharmaceutical sector and encour-
aged foreign investment and pharma-
ceutical innovation,” Song and Zhang
tell ALB.
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Mo Huan, a partner at Jia Yuan Law
Offices, points out separately that the
new laws are also helping local drug-
makers grow, making them ideal part-
ners for foreign companies.

“In recent years, China has under-
taken a series of reforms for the review
and approval system of the pharma-
ceutical industry. It allowed clinical trial
approvals by default, implemented the
marketing authorization holder system
with responsibilities outlined for safety
risk during the whole-life cycle of drugs,
the two-invoice system, the drug-related
associated review and approval system,
and the quality consistency evaluation
of generic drugs,” Mo adds. “In terms of
intellectual property, China also intro-
duced a drug patent linkage system and
compensation for lost patent terms.”

In her eyes, these reforms “support
and promote the transformation and
upgrading of China’s biotech industry.”
Local drugmakers are encouraged by
the new policies to increase investments
in innovative drug R&D, while actively
looking for new forms of partnerships,
such as joining overseas M&As and
making licensing deals.

CAPITAL INCENTIVES

There has been an increase in two
major types of deals in the past year,
the first where Chinese companies will
develop and commercialize innovative
drug candidates discovered by Western
companies, and the second where multi-
national companies will do the same
with cutting-edge Chinese-created
pharmaceuticals outside of China, the
Financial Times reported.

It cited a number of large deals,
including Eli Lilly’s partnership with
Shanghai Junshi Biosciences to
develop a new antibody for COVID-19,

JULY 2021



BIOTECH

5 5% HX

mm RIEEESMNRESIZEQ
SlChinaBio##E, 2020%F, T K.
EH.YA4NERSER LY
GEFREBHRBEREEDIN,
BHIK2TIR, X—HFK2019%F
HRKIT50%, 320154 N 1% K8
o =E, 5ERE S RiIGKIRA M A
%, W EIED SR WAR KKK
BEEE,
ZOEEESFENMERAT,
BRERTHEEATHNARK AR,
FEHHHERAR KRR, XS
2. ERNIRIEL, “RIBHIER
HEIQVIA,2018FHFEMNEHX
HEFAN137012% 7T, 2023F &%
EBA170012E 7T,
“REBIERE W ALTHM
W, LER—ZEDEAHLE205
KR, FESRASEKEANESD
METH. " BRENESAITMNK
EEAMAERBEMIESH,
51kFE, £ B3 E DS
TR . B . BULENSEHRSH
EX, FEHFAHEMAT EHiRR
B3N, FEEE S ERA M
RiZMIEEE,
ENBRBNESFRAEMUNAKE
BMMRBRAEER, TENEH,
FERFARE—RIBEKEEF
BB, A AR ALEEHTIER,
“TEE2020FE M HI_RE
EVSHE(LBEG) LW, PE#
—FSHITT(ELAETTES5R#E
RBENEMREE), FERTK
BRENVE, BT KEZRE X5
F, B ERENEDCFH
AR EIFRALB,
KBMAMRBFINIE L, SIH
T B A9 B A, 5 90 38 00 T B D
IBREEAHAFIVHWEBE. RAFIE
SRRV ERER S F
BFAGRKIAR, UREHOALKSE
MAMEY LI ARBEIRAEAMET
B, BUE T N R EIRSNFRTE E 3R
BEHHFINERSE,

WWW.LEGALBUSINESSONLINE.COM/CHINA

““More common ones include
incubation, joint ventures,
investments, equity or assets
acquisitions, license-in and
license-out deals. It's changing
from an asset sale to a
diversified model that seeks
long-term collaboration and
distribution of profits.”

— Zhang Li & Song Wei, Han Kun Law Offices
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and Pfizer's collaboration with CStone
Pharmaceuticals to commercialize
an immune-oncology drug. Innovent
Biologics received $1 billion from
Eli Lilly to license out the exclusive
ex-China rights to develop, manufac-
ture and commercialize a lung cancer
drug. I-Mab Biopharma also licensed
out its cancer drug candidates to AbbVie
for $2 billion.

Speaking of the Chinese-foreign
partnership models over the past year,
Song and Zhang say: “More common
ones include incubation, joint ventures,
investments, equity or assets acquisi-
tions, license-in and license-out deals.”
They add that over the past year, “it is
changing from an asset sale to a diversi-
fied model that seeks long-term collab-
oration and distribution of profits.”

They point out that partnerships
“mainly concentrate in innovative drugs,
as well as infectious disease drugs such
as mRNA vaccines for COVID-19.”

Jia Yuan’s Mo sees robust collab-
oration in oncology and immunology
drugs. She says Chinese companies
were not very active in overseas M&A
in 2020. However, she expects to see
more outbound M&A deals by Chinese
companies as external factors become
less impactful.

In terms of licensing deals, Mo
says license-in deals are currently the
most common. “We expect to see more
license-out deals as Chinese compa-
nies enhance their R&D capabilities and
foreign players pay more attention to
R&D in China,” she adds.

Ropes & Gray’s Mok points out an
interesting trend that joint venture struc-
tures are becoming popular again.

“Joint venture structures were
common in the past due to limita-
tions on foreign investment. With the
relaxation of such limitations within
the last decade, joint ventures fell out
of favor. Recently, however, there has
been a resurgence of joint venture struc-
tures and in fact are often considered
the favored structure for both Chinese
and foreign firms pursuing innovative
approaches to accessing or expanding
the market for new or innovative drugs
or therapeutic products,” Mok says.

Ropes & Gray began revisiting joint

venture structures back in 2012 and 2013
for localized development of innovative
drug products, Mok tells ALB. “But those
initiatives were early for their time as the
eco-system of accessible assets, expe-
rienced entrepreneurs, sector focused
investors, and highly active regional
capital markets was still in the process
of ripening.”

Mok says the ecosystem is now
ripe. “Multinational companies can
build brand new companies using phar-
maceutical assets outside of China to
become the core of these new compa-
nies and then hire local or regional
talent to run the businesses. Investors
involved in private equity, growth equity
and venture capital who specialize in
life sciences investments are willing
to support the industry. New compa-
nies can attract third-party capital to
finance the business and ultimately take
the business public, either in mainland
China or Hong Kong. “It gives these
equity platforms a significant advan-
tage,” he adds.

Song and Zhang share Mok'’s view.
They note that more capital not only
prompts a booming pharmaceutical
market but also “drives the growth and
upgrading of the upstream and down-
stream industries, including the active
pharmaceutical ingredient sector,
contract research organizations, contract
development and manufacturing organ-
izations (CDMOQ), Al-assisted drug devel-
opment and 3D printing. All these
business ecosystems are seeing new
opportunities.”

WIN-WIN

Mok notes that logistical and other
barriers created by the COVID-19
pandemic have forced pharmaceutical
firms worldwide to rethink their opera-
tions, ranging from global R&D strategy
to supply-chain management. Chinese
firms have demonstrated their value
during this period and have become
increasingly more important partners
for foreign firms.

As an example, Mok notes that prior
to the onset of the pandemic, numerous
China-based pharmaceutical companies
embarked on an aggressive campaign
to expand their biologics development
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and manufacturing capabilities. “With
the pandemic, the world was hunting for
capacity to manufacture biological prod-
ucts as there wasn't sufficient near-term
manufacturing capacity for novel vaccine
products,” he adds. “The pre-pandemic
biologic production capacity expansion
in China attracted a lot of interest from
multinationals.”

Additionally, “China was well known
for having reliable contract manufac-
turing organizations [CMOs]. With the
advent of CDMOs in China, local part-
ners in the market are positioned to
assist global, regional and even Chinese
companies in the small molecule and
biologic development process, in addi-
tion to manufacturing products,” says
Mok. “China is very well positioned to
become a leader in the CDMO space.”

Apart from making use of the
production and R&D capabilities of
Chinese firms, the joint venture struc-
ture also benefits multinationals in
other ways. The structure helps multi-
nationals navigate the regulatory path-
ways in China, potentially access expe-
dited review for regulatory approvals,
and facilitate a broader range of capital
partners to finance operations, he adds.

Mok also notes that multinational
drugmakers have grown increasingly
interested in Chinese biotech startups
in recent years. “l think they’re looking
at Chinese biotech startups as its hard
to ignore the fact that innovation is
happening here,” he says. “In China for
China” has become more than just a
marketing mantra, it's become a reality.
By partnering with startups, multina-
tional drugmakers “get opportunities,
not only to access innovative potential
local products, but also to potentially
partner with businesses that could in
the future become acquisition targets
or become important commercial part-
ners for the market.”

KEY LEGAL ISSUES
Collaborations between multinational
and Chinese pharmaceutical compa-
nies also require support from lawyers.
Lawyers share what legal issues they
pay attention to.

Song and Zhang first point out the
importance of intellectual property.
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“Chinese companies were
not very active in overseas
M&A in 2020... We expect
to see more license-out deals
as Chinese companies enhance
their R&D capabilities and
foreign players pay more
attention to R&D in China.”

— Mo Huan, Jia Yuan Law Offices
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“Intellectual property tends to be the
core of licensing deals in the pharma-
ceutical industry,” they say. “First is the
ownership of intellectual property. Due
to the dynamic nature of pharmaceu-
tical partnering, are licensees allowed
to improve and further develop the
patented technology? Issues including
how to allocate ownership and bene-
fits of intellectual property of the
improved technology and how to stipu-
late the granting of rights clauses and
service inventions need to be clarified
in licensing agreement to avoid any
disputes.”

At the same time, intellectual
property protection needs attention.
“In past experience, there were cases
where no one defended their rights
against infringement of third parties,”
they point out. However, as China has
formally established a drug patent
linkage system, marketing approval
applicants and patent rights holders or
stakeholders can solve patent ownership
disputes through judicial or administra-
tive channels.

Another key legal issue is related to
data compliance.

“When talking about drug develop-
ment, it often involves global registra-
tion studies as well as clinical studies
within China. The process relies upon
collaboration and sharing of data across
borders,” says Mok. “But it's becoming
more complicated these days in navi-
gating the regulatory terrain for multi-
regional trials.”

“China has strengthened its legis-
lation and law enforcement of health-
care data collection and storage in recent
years, especially for cross-border data
transmission,” Song and Zhang explain.
“Healthcare data should only be stored
within domestic servers by principle.
Security assessments and reviews are
needed when data needs to be trans-
ferred overseas due to business require-
ments. It will be prohibited once the data
shows population health information.”

Things get more complicated
when biological specimens or genetic
data are involved. “Both the Biosecurity
Law and the draft Personal Information
Protection Law released in 2021 regulate
the protection and rational use of human

genetic resources and personal infor-
mation,” they say. “It somehow blocks
the accelerating collaboration between
Chinese and foreign firms.”

Therefore, they suggest that both
parties should be careful about the
forms of participation if human genetic
resources are involved. If not, “it just
needs to be put on record instead of an
approval by the authorities.” They also
say companies “should keep an eye on
special provisions related to human
genetic resources, such as the opening
of data during the research process,
patent ownership, major alterations,
among others.”

The third legal issue relates to
export control regulations and anti-
trust practices. According to Mok,
certain therapeutic assets and technol-
ogies could be considered as “sensitive”
technologies by governmental author-
ities. As such, “it's important to care-
fully consider whether assets that are
contemplated to be contributed or
licensed into the joint venture will require
an export license or some other form of
government approval.” Both the PRC
and US governments have been more
assertive in evaluating national secu-
rity considerations in respect of these
cross-border partnerships, particularly
where breakthrough or innovative tech-
nologies are involved. Beyond such geo-
political consideration, Mok also notes
that there are customary tax as well as
antitrust considerations to consider if
the transaction involves equity and/or
cash investments.

EXPANDING ROLES
Law firms are will likely get more oppor-
tunities as collaboration between foreign
and Chinese companies continues to stay
robust. There are multiple opportunities
for lawyers to provide quality services.
Song and Zhang point out the
uniqueness of legal risk points.
“Investments, as well as M&As in phar-
maceutical firms, tend to be more
complicated, where risk points are
difficult to perceive,” they say. “We pay
special attention to and assist customers
in analyzing and solving typical and atyp-
ical legal risk points, such as business
compliance, intellectual property, key
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technical personnel, scientific research
projects and subsidies and product
requirements for corporate listings. We
will provide customized legal services
during different phases from being incu-
bated to getting listed by resolving trans-
action structures and lowering risks.”

Jia Yuan Law Offices also provides
“one-stop services” for startups as well
as listed companies. Yang Yuan, senior
partner at Jia Yuan Law Offices, tells ALB
that the firm has expanded its business
to provide comprehensive services for
pharmaceutical firms. For example, “we
noticed the importance of intellectual
property-related issues after talking to
our clients. Thus, we broughtin anintel-
lectual property partner with extensive
experience in the healthcare sector to
help our clients deal with intellectual
property issues, to identify intellectual
property risks and provide solutions.”

Lawyers should help clients control
big-picture risks, especially considering
the current geopolitical and economic
landscape, says Mok.

“We have seen more inquiries from
clients with a higher level of need to
understand what the risks are for them
to do transactions or conduct business
in China,” he says. “There are a lot of
concerns about what Chinese compa-
nies can do within the U.S. There are
also equal concerns now about what
US companies can do with respect to
licensing their technologies for devel-
opment within China. Thus, we spent
a lot of time looking at national secu-
rity issues.”

However, Mok notes that multina-
tional companies continue to take the
long-view with respect to China.

“The experienced participants in the
market are willing to consider a broader
range of options to ensure their long-
term presence and success in China,
even if there is increased geo-political
tension. It's a bit of going back to the
future from the past with joint venture
structures. Multinationals are able to
localize their business interests while
maintaining visibility on operations and
some level of control. These structures
address the world we live in, which is
moving in a direction that requires flex-
ibility on approach,” he adds. ®
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“There has been a resurgence
of joint venture structures and
in fact are often considered
the favored structure for both
Chinese and foreign firms
pursuing innovative approaches
to accessing or expanding the
market for new or innovative
drugs or therapeutic products.”

— Arthur Mok, Ropes & Gray

“ehop b 7E T R OIFRIES, AT
FFeki R#E. QIS AT =M
i, T RN FEN LR
EEHEATARRREFHZS
gmz—.
— BRI, B EMESH

R HAEAR.DTANEE, FE
NEEMNPRNEXFRBEES
MBI M E , FH iR E S ERFEINUER
B WAL, “DINEERERIER
D BEARBEETRSTRIP,B2E
B &8 X ORI, ”
ERERMYERTIAR, “X
RARBXRSFISFEENGE L
NHEZE", XRKREGRE LN

BIOTECH

RANEZMNIFELEE G 5H
AL EE. MR~ IER, UKk
RAUH B F & LR, “(EAER~F
ENEREWRITEENES, M
FREMEMHFTL”

2 Ffi IR 55

hONEH DL A TS SCER, 2
FEEEZ SN, 8 TR
R FRIRS, 25 11X B WL B =2

B 588 72 T PO SR 7R 2 U 5 S 3R
EE RSB R M R . N ES
CUMBEA HABEEENER, 5
BRI SR PR i,
RAT2 155 %555 DBV P 9 R
R R B R 3E 00 A 3 42 LI 3 5E o5
Al 5 A 3 HR AL B R A
R HHHE SR e
FHERE, HBET RS EH LR
BERR, EEANELEE b
BRI RS E S R RRS.

AR E 7, At b R E B
BRI RS EER
H B, BRB RS KA TR
£3RALB, Jlt, BIRIE T RS M
i, SEAEL LR 2 4
BRSS, Bl “TERE A XA, A
RIAIR A X BT Z T L E
FEEBM, E LT EES A
BEMHAE T EZBNMIAFERE
SN, LD B % P 4 BB 058 7= A ja)
B 38 51 047 7 AR B 3 32 42 AR R
BE .

B EE TN A E S
)R E RS B, 48 %
2 7 52 25 B % P A BB 5 LB B B 4
= R .

“EEEAEREETRE
Z 28, TP I AR R 2 )
BMETEMESAXN— SR
RiEE. BRFEE, ‘EEESE
%08 CRE S EERAERNE
chE, ch % P 48 A 7 2
EMEBRRE LSRR,
RINETREHEARBEXLDR
LM HE,”

R, BRITANERE
EMKBNAEFTE, HEHE
BOA IR E K, BERNTHE
SEMEEIREZEE, REM
MEFEHHHKBELSR.
S AER, BEGEE UER
255 B B 77 F 88 53 2 5 A 00 (7 B9 0%
Wb A X IE AT R BT
RIVFFEFERAHE R EHRE
BERKRZE, i, ©

ASIAN LEGAL BUSINESS CHINA « I AR E-RER 17



