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PREFACE

Despite the enormous business opportunities and growth prospects offered by China’s
healthcare sector, I’ve witnessed and experienced countless regulatory and business
environmental changes, which has frequently caused painful business difficulties,
frustrations and downfalls, in my past 29 years of work in the sector as a consultant,
manager and entrepreneur.

The ever-changing legal and market environments in China healthcare present the single
biggest challenge to companies and executives operating in the sector. Naturally, many
operational level issues and problems in the country also pose significant challenges to
successful businesses.

In spite of these challenges and difficulties, the Chinese pharmaceutical industry and
market have achieved remarkable growth in the past two decades. The sector is generally
developing towards a positive direction in the sense that it continues to grow steadily, its
regulatory regime has become increasingly compatible with international standards with
improving transparency, once rampant corruption is being tackled, its ongoing
consolidation will eventually help establish order and stability, and the country’s new
healthcare reform will ultimately led to a more stable and healthier market environment.

There are success stories from all categories of players, whether they are foreign or local,
large or small, newcomer or established, private or state-owned. However, to be one of
the success stories require a thorough understanding of the sector, ability to face and tackle
challenges, flexibility to deal with changes, and skills to maneuver through complex
situations.

It has been my wish to put my experience and observations in the past 29 years of
operating in almost every aspect of China’s pharmaceutical business into a publication,
which will serve as a one-stop reference to anyone seeking to enter or operate in the
Chinese pharmaceutical market. As of our 2007 edition, we have been adding a rising
number of commentaries and contributions from many other leading pharma industry
executives and experts.

Packed with hard-to-find current data and the author’s expert knowledge from years of
hard-earned experience in the industry, its comprehensiveness, practicality, insight,
reliable data and analysis, and up-to-date information, are the features which set this the
guide apart from other publications with similar titles.

This Guide is written based on my past experience, interviews with relevant industry
experts and government officials, articles from Pharma China, information obtained from
or published by Chinese government agencies, information obtained from or published by
independent pharmaceutical industry associations, reliable data and released exclusively
to WICON for publication from various reputable market research and consulting firms,
information from other trustworthy trade journals and newspapers, related information
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found on the internet, and a large in-house information collection by WiCON International
Group accumulated since 1991.

About China Pharmaceutical Guide 2016 (11" Edition)

The China Pharmaceutical Guide 2016 (11" Edition) has been completedly reorganized
into four volumes:

Volume | — Overview of the Chinese Pharmaceutical & Healthcare Sectors (covering
update of China’s business environment, history and structure of the Chinese
pharmaceutical industry, Chinese health sector structure and statistics, health insurance
sector structure and data, as well as disease and drug consumuption patterns);

Volume Il — Chinese Pharmaceutical IP and Regulatory Guide (covering the Chinese
drug regulatory system overview, summaries of major healthcare/pharmaceutical related
laws and regulations, government agencies and industry associations and pharma IP
strategies & legal issues);

\Volume 1l — Annual Review, Trends, Opportunities and Strategic Considerations
(including a complete review of latest data, business trends, regulatory & IP/legal
developments and healthcare reform progress of the Chinese pharmaceutical industry and
market in 2015/1H2016, and a large collection of feature articles from industry experts
relating to competemporary trends, issues and strategic considerations as well as
promising opportunities of the present and future); and

\Volume IV — Sales & Marketing, Entry Strategies and Case Studies (covering orientation,
models and strategies of pharmaceutical sales, marketing and distribution in China,
marketing entry strategies and execution, case studies featuring success stories of MNCs
and domestic players, R&D and outsourcing, human resource management and legal/IP
issues), as well as appendices with full texts of important healthcare/pharmaceutical
related policies, laws and regulations.

It is thoroughly updated with ample latest data from many reputable sources, abundant
analysis by leading industry experts, new regulations and more case studies. Its coverage
was renewed and expanded significantly in the following areas:

& Hundreds of pages of new data, information, analysis and case studies.

< Thorough summaries and analysis of the latest healthcare reform, drug pricing &
reimbursement and hospital tender purchase policies.

& Comprehensive industry, market and foreign trade data as well as health statistics
are updated with the 2015 (full year) and available figures for the first half of 2016.

& Expanded coverage on e-commerce and digital marketing opportunities, the
primary healthcare sector, OTC and consumer healthcare sector, high growth
market segments, regional hospital markets, and the pharma distribution sector,
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&=

Updated coverage of the Chinese biosimilars/biologics market prospects and
regulatory outlook.

Updated coverage of emerging legal issues (including latest Chinese government
crackdown on corruption in healthcare, FCPA/compliance and liability issues) and
drug-related IP and trademark concerns.

Comprehensive top line data, research findings and observations from our
collaborative partners such as IMS Health, Kantar Health, Nicholas Hall, ZS
Associates, Rubicon Strategy Group and RDPAC, as well as other reputable
sources including the Chinese Pharmaceutical Association, SMEI and Sinohealth.

All regulatory changes in 2015/H12016 are updated to present a clear and most
up-to-date picture of the Chinese drug regulatory framework with summaries and
analysis of all pharmaceutical related regulations in effect by mid-2015.

Focused coverage of China’s ongoing efforts to revamp its drug regulatory regime
through amendments of the Drug Administration Law, its latest proposal and
preparations to overhaul the drug pricing mechanism, deepening reform of its drug
registration and evaluation regime, new policies to support drug innovation and
high clinical value generics, and its initiative to re-evaluate all generic drugs with
bioequivalence studies.

An updated section covering proposed new drug-related laws and regulations
under drafting process with selective previews of the draft versions.

Extensive review and analysis of China’s drug registration applications and
approvals as well as Chinese drug innovation trends in recent years.

Comprehensive review of Sino-foreign M&A, joint venture, strategic alliance,
licensing, research partnerships, co-marketing, and new drug research events in
2015 and H1/2016.

Expanded coverage on MNC strategies in China with healthcare reform in the
backdrop, intellectual property/patent law amendments, data exclusivity, patent
litigation, drug regulations, pharma marketing and distribution strategies, drug
consumption patterns, the Chinese R&D and outsourcing sector, clinical
studies/practices, healthcare reform, community healthcare sector, essential drug
policy, regional drug consumption patterns, and the vaccine and API sectors.

Numerous new case studies are added.

I would like to take the opportunity to thank all those organizations and individuals who
contributed to this publication and their continued cooperation is greatly appreciated.

James J. Shen

June 30, 2016
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EXECUTIVE SUMMARY

Under the shadow of numerous challenges mostly stemmed from the troubled Chinese
economy, regulatory shakeups, cost containment measures and healthcare reform
turbulences, the Chinese pharmaceutical industry revenue growth slowed in 2015 to single
digit (+9.1%) for the first time in the past decade, compared with 13.06% in 2014, 17.91%
in 2013 and above 20% between 2007 and 2012, according to the China Pharmaceutical
Guide 2016 (11th Edition) quoting official data.

While policy uncertainties continued to haunt Chinese pharma in 2015, industry analysts
suggest that the sector’s revenue is stabilizing and long term sustainable growth continue
to be anticipated as policy and business environments improve. The Chinese drug market
(at retail price level) is reported by Southern Medicine Economic Institute under the
CFDA (SMEI) to have grown 12.9% in 2015, slightly down from 13.4% in 2014, to reach
CNY 1,407.0 billion.

SMEI data suggests that CAGRs of Chinese pharmaceutical industry output value and
revenues in the 12th Five-Year Plan period (2011-2015) is expected to be 16.6% and 15.2%
respectively. The Chinese pharmaceutical industry profit growth slowed in the period due
to macro-economic changes, drug price reform and cost containment measures, compared
with 37.6% in the previous 12th Five-Year Plan period (2006-2010). The profit growth of
Chinese pharmaceutical industry is projected to reach 11.9% in 2015.

According to a report on the progress of healthcare reform by NHFPC Minister LI Ban to
the 18™ Session of the 12" National People's Congress in late 2015, the Chinese
government made CNY 4 trillion fiscal investment into healthcare, including CNY 1.2
trillion from the central government between 2009 and 2014. 53 major healthcare policies
covering public hospital reform, universal BMI system building and drug supply security
had been introduced under the direction of the State Council's Leadership Group for
Deepening Pharmaceutical and Health System Reform, which is made up by 20 central
government agencies. The average life expectancy of Chinese people increased one year
between 2010 and 2015. The share of personal out-of-pocket expenditures in total
healthcare expenditures dropped to 31.99% in 2015 from 35.29% in 2010, the lowest in
two decades.

There is no doubt the healthcare reform will go on with unchanged ambitions. In the
reality, with tax and other revenues drying up and under increasing threat of BMI system
deficit amid a slowing Chinese economy, local governments are pressured by both the
central government and the public to do more with less. Despite its superficial goals, the
healthcare reform has so far mostly been hijacked by containment of drug costs and no
longer about improving efficiency and fixing structural flaws.

Pushed to the corner, both domestic and multinational drug companies are now at the
brink of business bottomlines. However, the trend of irrational cost containment is
expected to intensify further in 2016, with the central government upholding the radical
healthcare reform experiment in Sanming City of Fujian Province as a model for national
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reference.

On the front of drug pricing, however, there have been few indications that relevant
Chinese government agencies are getting ready to introduce the planned uniform BMI
payment price scheme anytime soon, although the deadline was set at the end of
September by the 2015 healthcare reform plan of the State Council. Nonetheless, the
NHFPC managed to move the trial for drug price negotiation mechanism forward last
year.

In the meantime, Chinese president X1 Jinping categorically demanded the government to
implement “the toughest drug regulation” by setting the highest standards, exercising the
most stringent regulation, imposing the stiffest penalties for violations and instituting the
most serious accountabilities.

Other than introducing multiple rules and standards for drug quality control covering the
full drug development, manufacturing and application process from laboratory to hospital
(e.g. GLP, GCP, GMP and GSP), the CFDA has stepped up its random inspections in terms
of both frequency and strength as well as raised efforts to combat corruption within
relevant government agencies this year with numerous CFDA and NHFPC officials under
investigations.

The reform goal declared by the agency was to turn the former "firefighting™ approach of
food and drug regulation into a new model that emphasizes on early risk screening and
prevention through stepping up risk surveillance, supervisory samplings, onsite
inspections, undercover investigations and administrative enforcements.

The recent CFDA’s move to elevate drug quality and reform drug approval system, though
contradicted by other government agency’s preoccupation to slash drug costs, provides a
ray of future hope for MNCs. With a better policed pharmaceutical industry aligned to
rational cost structures, MNCs can expect to compete with domestic companies on a more
leveled ground in future and fill market vacuum from exiting irregular players. The real
questions are that, with the world’s largest population, what kind of healthcare solution
and product mix China can and should get for merely 5%-6% of GDP? Is the country
willing or able to pay more for better drugs and healthcare?

On the other hand, the Chinese pharma e-commerce sector has been brewing major
revolutionary developments and is ready to fly pending official liberalization of online
prescription drug sales. Under growing pressure from aggressive moves by e-commerce
giants to enter drug distribution, leading pharmaceutical distributors rushed to reposition
themselves to secure presence in the emerging pharma e-commerce sector in China.

The Chinese economy and its healthcare system are at crossroads and in transition again.
This requires both domestic and MNC pharma companies to recalibrate their strategies
and business models.

2015 inherited most old devils of the Chinese pharmaceutical business in prior years with
no new fixes found. In the near future, the industry will continue to be challenged by rising
uncertainties of the broad Chinese economy, more regulatory and healthcare reform
turbulences and rising cost containment pressure. On the other hand, future prospects are
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supported by upsides including a large and aging Chinese population plagued with surging
health problems and chronic disease prevalence, increased government healthcare budgets
and growing demands due to improved access to healthcare.

Local governments are set to put more price pressure on pharmaceutical companies in
2016, as they try to keep the public happy and at the same time balance the books of BMI
programs, which are designed and funded to cover only essential healthcare needs, not to
mention their fiscal crisis amid a slowing economy.

Despite short term difficulties, a few positive catalysts for long term prospects emerged
last year, including 1) family planning policy liberalizations taking effect at the beginning
of 2016 allow Chinese families to have second child, therefore creating substantially
higher immediate and future demand for health and child care; and 2) recent crackdown on
irregular clinical data and reform of the Chinese drug evaluation and approval system will
lead to both short and long term benefits for MNCs.

For now, the short term outlook of Chinese pharmaceutical market remains mixed and
blurred. But promising seeds are being sown today with hope of it turning into milk and
honey one day. Nevertheless, most Chinese pharma industry observers agree that the
market will keep on growing in the next few years, albeit at a slower rate.

Many drug company executives are still bullish about China's long-term growth prospects
and drug spending is expected by IMS to reach as much as US$185 billion by 2018. But
the short-term picture is proving less rosy, with reforms in the hospital sector impacting
prescribing and price pressures increasing for most drugs. The company expects the
overall Chinese pharmaceutical market to continue the existing slowing growth trend in
the next few years. The company projects the market to rise around 9% CAGR between
2015 and 2019, compared with 16% CAGR between 2010 and 2014.

Separately, SMEI expects the Chinese pharmaceutical industry in output value and
revenue to grow 11.3% and 8.7% to reach CNY 3,210.0 billion and CNY 2,904.4 billion
2016. It forecasts the Chinese pharmaceutical industry output value and revenue to attain
compound annual growth rates (CAGR) of 11-13% and 10.4% respectively in the 13th
Five-Year Plan period (2016-2020), reaching CNY 4,840.0 billion and CNY 4,386.6
billion.

Industry experts recently pointed out that the fundamental aspects of the Chinese
pharmaceutical industry has remained positive despite slowing growth, but they warned
against a more complex Chinese marketplace in 2016. There will be lots of uncertainties,
unbalances and frailty ahead. The future outlook is mixed, while most analysts agree that
the market will keep on growing, but at a slower rate, continuing the trend which started
two years ago.
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