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A Message from the DPresident

Dear CABA members and friends,

With great pleasure we present you this CABA Connect. Thanks to Dr. Qinglin Che and the editorial team for their
dedication and hard work in bringing us another wonderful newsletter! CABA Connect documents CABA's major events
and organizational matters. It helps connect us effectively and reach out more to serve this volunteer-based community!

Planted in Boston, the world’s capital of talents and intellectuals and hub of biomedical innovations, CABA has grown
into a well-established influential organization in only four years. Browsing through this issue of CABA Connect, you
will notice that we firmly adhere to our missions: (i) to serve as a platform _for our members to network and to help their
career development; (ii) to serve as a bridge to connect our members with the scientific and business resources in China thus
facilitating collaborations between US and China in the bio/pharmaceutical fields. Meanwhile, you will find that our
events and activities are going in more depth and reaching out to broader professional and geographical areas.

Each year, CABA organizes three signature symposia: CABA’s annual conference in spring; Innovation, Investment and
Entrepreneurship Symposium in fall; and Medical Device and Diagnostics Symposium in winter. For each one, dedicated
teams are set up ahead of time, high caliber speakers are actively sought after and invited, and agendas are thoroughly
planned. On top of these three symposia, we set up special training programs and expert forums that provide members
unique educational opportunities on topics of their interest. In summer, CABA Education (Center organizes a
pharmaceutical and medical device requlatory training program. This program is attracting a growing number of attendees
and covering a wider range of topics.

Although CABA consists of professionals in biomedical field, CABA is also an organization that contributes to building
a community full of fun. In summer, CABA organizes summer outing. Around the Chinese New Year, we organize Chinese
New Year Gala together with 12 other professional organizations in Boston to celebrate Chinese tradition and culture. In
the 2011 gala, we had great honor to have US senator Mr. Scott Brown (MA) who came to the gala in person to celebrate
the Chinese New Year with the Chinese-American community and show his support.

As an organization built by members to serve members, we are extremely grateful that many more members are stepping
up to help serve our CABA community. We now have 32 executive committee members and over 35 coordinators in
addition to a dedicated legal council and 19 distinguished advisors, and we always welcome volunteers! With your active
participation and support, together we can definitely build an even stronger CABA community!

Sincerely yours,

Chlaoysrng Dés, ¢, 2bibeorg Cler, oh.o.

CABA President 2010-2011 CABA President 2011-2012
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Report on CABA 2011 Annual Conference

Biomedical Today: East Gomplements West

Reported By Shengfang Jin, Ph.D., Director of Biology, Agios Pharmaceuticals Inc.

The Chinese-American BioMedical Association (CABA) held its 2011 Annual Conference at the MIT Faculty
Club on April 16, 2011, a sunny Spring day in New England with beautiful flowers blooming everywhere. It was
an exceptional and timely conference considering the rapid redirection and exciting progress in Biotech and
Pharmaceutical development worldwide. The program composed of diverse representations of the
stakeholders, with key topics highlighted by examples from across the globe. Much to the credit of the annual
conference organizers led by the Conference Chair and the President Elect, Dr. Zhihong Chen of Eisai
Pharmaceuticals, and CABA President Dr. Chaoyang Dai, the invited speakers and guests represented
prominent global players from biotechnology, health care, contract research organizations, academia,
government agency, and pharmaceutical enterprises.

Titled “Innovation as the driving force”, the first session of the conference was co-hosted by Drs. Shengfang
Jin and Jinbo Lee. Energizing and inspiring participants in discussion, it set an exciting tone for the entire day.
Mr. Duncan Higgons, Chief Operating Officer of Agios Pharmaceuticals, described Agios corporate strategy in
his talk “Two PRCs — A New Strategic Axis”. Extensive R&D collaborations were exemplified between
Cambridge (People’s Republic of Cambridge, PRC) based biotech and pharmaceutical companies and many
P.R. China-based (PRC) organizations and institutions. The intimate and productive interactions between the
two PRCs have completely transformed the way drug discovery is conducted today in the leading and fastest
growing R&D hub of Boston. Going one step further on top of Mr Higgon’s comments, Dr. Peter Mueller, the
Chief Scientific Officer and EVP of Global Research and Development of Vertex Pharmaceuticals Inc., gave an
outstanding lecture on “Chinnovation, an eye towards a future East-West health innovation network”. Peter
cited Chinese President Hu Jin-Tao’s 2007 remarks “Innovation is the core of our national development
strategy”, and further explained that “Chinnovation = Value Innovation, ... is applying changes in technology
and business strategy to have new and better ways to create value for both customers and the corporation”.
Peter gave intriguing examples of how Vertex’s Chinese collaborators have revolutionized Vertex’s global
strategic R&D networks in research areas including cystic fibrosis, tuberculosis, antibacterial and infectious
diseases, as well as drug manufacturing. Peter delivered a striking concept of East-West innovation that has
an impact on Global Health solutions. The idea resonated strongly with the participants. Vertex’s Chinese
collaborators and CRO partners played an : =

instrumental role in advancing its recently
approved anti-Hepatitis C drug telaprevir (INCIVEK
™), “Global Collaboration” has clearly become the
norm in modern R&D, for which the second
session, co-hosted by Drs. Qingling Che and Kevin
Fang, provided a rich discussion of the key players
and their transforming roles in the pharmaceutical
industry. Richard Soll, Ph.D. SVP of Integrated
Services, of Wuxi AppTech (Shanghai, China) talked
about the “evolution of outsourcing from fringe
activity to core, strategic partnership”. He carefully

depicted the important roles that oursourcing
services provided to the mainstream pharma-
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ceutical companies. During the coffee break, Richard remarked mm.
that with his second attendance to a CABA annual conference, pu..
he was “astonished by the seamlessly orchestrated activity o
throughout the day, the high quality speakers and diverse
topics in line with mainstream R&D business”. Richard’s
positive remarks were shared by several participants during
the break, including Brad Prosek, Senior Director, Corporate
Development of Cubist Pharmaceuticals, who highlighted the
trend of traditional Chinese medicine entering the
FDA-regulated clinical development process.

Considerable effort is underway for drugs that target the
emerging market of China, with the mantra of “made in China
and for China”, including the development of liver cancer drugs. This is highly relevant to the fact that China
is on track to become the world’s third-largest Pharmaceutical market in 2011. In the first afternoon session
“Research and Development Strategy”, co-hosted by Dr. Yihan Wang and Ms. Ellen Fan, Pierre F. Dodion, MD,
MBA, SVP, Business Development of ARIAD Pharmaceuticals spoke about the collaborative and strategic
partnering opportunities between US- and China-based companies. He shared his experience in
multi-centered phase 3 clinical trials in China. Afterwards an important update on the emerging strategy of
applying disease biomarkers to facilitate patient selection and drug approval was highlighted in an interesting
speech given by Joseph Eder, M.D. Senior Director, Clinical Discovery from AstraZeneca.

To access the drug market in China to the fullest extent, drug makers must list their products on the country's
National Reimbursement Drug List, subject to Chinese FDA (sFDA) regulations. sFDA is largely regarded as still
in its infancy in new drug approval and is heavily geared towards generic drug evaluation for historical
reasons. One of the afternoon sessions touched upon the topic on “healthcare reform, emerging market, and
SFDA regulation”, co-hosted by Dr. Zhiyong Yang and Shiwen Lin. An sFDA Section Review Director and
Visiting Research Scientist at the Harvard School of Public Health, Dr. Long Cheng gave a presentation entitled
“regulation about clinical trial and registration of innovative drug in China” that highlighted the drug approval
process from the vantage point of the under-staffed and heavily over-worked Chinese Regulatory agency.
Clearly, the sFDA is beginning to reform its policy and process of conducting new drug approval. How will the
healthcare reform in U.S. impact the Biotech/Pharmaceutical industry? Meredith B. Rosenthal, Ph.D,
professor of Health Economics and Policy in the Department of Health Policy and Management at the
Harvard School of Public Health, described the current status of health care reform measures and new
directions. Meredith talked about the Patient Protection and Affordable Care Act (ACA) of 2010, which
aspires to extend health insurance coverage to most U.S. citizens and legal residents, its coverage and
delivery reforms. She projected new pressure for cost control from the Republicans and others as a result of
the already huge and still rapidly growing national debt. All of these policies will impact the pharmaceutical
industry to a great extent into the future.

The conference ended with an exciting session hosted by Dr. Zhao-Kui (ZK) Wan. The keynote presentation
by Dr. Morten Sogaard, Executive Director & Head of Biotechnology, External R&D Innovation, Pfizer, was
about “Pfizer External R&D - Towards the R&D Eco-System of the Future”. Morten led an extraordinary
discussion about the fast pace of change in the pharmaceutical world. He inspired the audience with facts
and projections on important trends in the pharmaceutical industry, and shared his vision of better strategies
for R&D in the future.

In addition to the stimulating presentations, the Annual Conference featured vendor shows, career fairs by
US and Chinese corporations, and lunch and dinner networking events. Suvit Thaisrivongs, Ph.D, VP of
Chemistry at Pfizer, remarked at dinner “this conference demonstrated tremendous organizational skills of
the CABA society and the professionalism throughout the Association”. His view is also shared by many
participants at dinner discussions, including Chen Chen, Ph.D. SVP, of Sundia MediTech and Declan Ryan,
Ph.D., Executive Director, Business Development of ChemPartner.

All participants agreed that the CABA 2011 Conference was an extraordinary success, covering the most
important issues faced by many stakeholders in the pharmaceutical development and approval process. It
provided an incredible networking platform for participants. We were all grateful to the speakers and our
fantastic CABA organizing committee for putting together such a successful and rewarding event.

2010- 2011 www.cabaweb.org 5
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CABA Special Symposium

2010 CABA Investment Symposium and Hunan Biotechnology
Innovation and International Exchange Conference

Reported By Phil Zhang, Ph.D., J.D.

The 2010 CABA Investment, Technology & Entrepreneurship Symposium & Hunan Biotechnology Innovation
and International Exchange Conference was successfully held on November 20, 2011. It was a milestone
event in the greater Boston area: the first time a signature community event was co-organized and held
alongside a high-level business conference of a Chinese provincial government. Many dignitaries, guests and
friends from both sides of the Pacific Ocean attended the event, including Dr. Ziying Fu, Vice Ministry of
China’s Ministry of Commerce and Dr. Lin Gan, Vice Governor of Hunan Province.

The event was attended by over 250 dlstmgwshed guests representing entrepreneurs, scientists, engineers,

- business executives, academics, professionals from
financial and investment communities, and
government policy makers. Distinguished speakers
included Mr. McQuilken, Vice President of
Massachusetts Life Science Center; Douglas Jensen,
Ph.D., President & CEO, Spring Bank Pharma; William Li,
Ph.D., President, Angiogenesis Foundation; John
Piwinski, Ph.D., Site Head, Merck, Cambridge; Imran
Nasrullah, CBO, MassBio; Tim Clackson, Ph.D,,
M President/CSO of Ariad Pharmaceuticals; and Canwen
? Jiang, Ph.D., VP, Genzyme China.

The event also marked the fourth annual CABA
Investment, Technology & Entrepreneurship
Symposium, which over the years has become a major
conference in the New England professional Chinese
community.

6 www.cabaweb.org 2010 - 2011
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CABA Special Symposium

2010 Medical Device & Diagnostics Symposium

Reported By Ji Shi, MS; Wei Zhang, Ph.D.

The CABA 2010 Medical Device & Diagnostic Industry (MDDI) Symposium was held on Saturday, December
4, 2010 at IBM Innovation Center in Waltham, MA. The theme of the event was "Bridging U.S. and China's
Medical Device and Diagnostic Industry". More than 100 participants from the New England region attended
the event.

As the second annual MDDI symposium, the event continued to function as an exciting platform for
scholars, physicians, industry executives, entrepreneurs, consultants and legal experts to review industry
trends/product innovations and discuss investment/start-up opportunities both in U.S. and in China.
Compared to the pharmaceutical industry, products in the MDDI industry typically requires less up-front
investment and shorter R&D period. Demand for medical device/diagnostics products are booming globally,
especially in China.

The event was organized into three sessions, including Marketing/Business Perspectives, chaired by Ru
Zheng from NECINA; Innovative Technology, chaired by Dr. Wei Zhang from CABA; and Panel Discussion
chaired by Dr. Zhihong Chen form CABA. Speakers and panelist at this event included Xuan Kong, Ph.D., Vice
President of Research, NeuroMetrix, Phil Zhang, Ph.D., J.D., Co-Founder and Co-Managing Principal, Milstein
Zhang & Wu, Chris McFadden, MBA, Global Technology Program Director, Boston Scientific, Michael Drues,
Ph.D., President, Vascular Sciences, Chao-Min Cheng, Ph.D., Post-Doctoral Research Fellow, the Whitesides
Laboratory, Harvard University, William Lee, Ph.D., Director, R&D, AST Products, Inc., Steven Wu, MD,
Director of Interventional Nephrology, Massachusetts General Hospital, Harvard Medical School, Jerry Zhu,
Ph.D. M.D. Harvard Medical School, Jamie Li, Ph.D, Director, Urology/Women’s Health R/D, Boston Scientific
Corporation and Ji Shi, Senior Market Research Analyst, Boston Biomedical Consultants.

To cater to a broader spectrum of audiences in the region, the 2010 MDDI symposium was jointly organized
by the New England Chinese Information and Networking Association (NECINA) and the American Chinese
Medical Association (ACMA). Committee of the event consisted of CABA-members Dr. Wei Zhang, Dr.
Zhihong Chen and Ji Shi; NECINA members Ru Zheng and John Xiaofeng Zhu (NECINA), and Dr. Jerry Zhu
from ACMA.

2010- 2011 www.cabaweb.org 7
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CABA China Report

CABA delegation to 2011 Wuhan Huachuanghui

Reported By Zhaokui Wan, Ph.D.

As one of a few high profile conferences, the Wuhan Huachuanghui has long established its brand in China.

This year conference was held between June 26 — 28, 2011.

We were particularly attracted to the session of Biomedicine. In
retrospect, this session in Huachuanghui was started by CABA
and Wuhan sFDA in 2008. Most credits go to Drs. Yihan Wang
and Shiwen Lin and Ms. Yan Li, Director of Wuhan sFDA for this
significant initiative. Its rising influence has since gained much
more attention from the field of China biomedical research as
well as the oversea pharmaceutical communities as evidenced
by the largest audience when compared to other sessions in the
conference. For 2011 CABA delegation, it was led by Dr. Yihan
Wang, Chairman of the Board.

For three years in a row, the Biomedicine Session filled in with
many exciting presentations. Three seminars were chosen from
CABA and its alliances this year. They were: Dr. Yihan Wang,
Chairman of Board of Director, CABA, on “Review of Recent
Progress for Targeted Therapy for Non-Small Cell Lung Cancer;
Dr. Phil Zhang, Executive Director, CABA, on “Interface of FDA
Regulatory Framework and Patent Law; and Dr. Wen Luo,
President, SABAPA, on “Personalized Medicine and New Drug
Discovery Platform”.

In conjunction of Wuhan Huachuanghui, a CABA delegation, also
led by Drs. Yihan Wang and Zhihong Chen, was invited to visit a
few Chinese cities where biomedical research has become
emerging. The cities visited are Shaoxing and Huzhou of Zhejiang

Province, Wuxi of Jiangsu Province and Shanghai Lingang District.

A Drs. Zhaokui Wan and Yihan Wang with
Shanghai Linggang director Mi Shengjin.

<« Drs. Zhaokui Wan, Yihan Wang, Zhihong
Chen, Sue Ma visited Shaoxing, Zhejiang.

IERISEMELSSIFEID
2011 Wuhan Hua-Chuang-Hui
Bioforum

20115F6H26-28H
REBILERIXT
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CABA China Report

CABA-Beijing Club Estahlished on April 12*, 2011

The CABA — Beijing Club was recently established in Beijing to better serve CABA members who in recent
years moved from the US to the Beijing area. 20 CABA members and guests attended the commencement
meeting on April 12, 2011 in Beijing while CABA leader Drs. Yihan Wang, Chaoyang Dai, Zhao-Kui Wan, and
Zhihong Chen participated in the live teleconference from Boston.

As a natural extension of the CABA organization, the CABA — Beijing club adheres to the missions of CABA to
serve as a platform for our members in the Beijing area to meet their career development and professional
networking needs and as a bridge to connect biomedical research, development, and business in the Beijing
area and the US and other areas of China. The Club is under the leadership of CABA Board and its Executive
Committee.

The CABA — Beijing Club members include Yueming Wang of Beijing Tide Pharmaceuticals, Eric Zhang of
Beijing PharmacSciences, Lixin Jiang of Staidson (Beijing) Pharmaceutical Co. Ltd. and other “returnees”
from the US. The club will host meetings, workshops, and social events to facilitate interactions among
CABA members in Beijing. China clubs in other major biomedical hubs of China will be established
accordingly.

31 BENING CLUB(CBc) COMMENCENENT WEThe

SDA BEIJING APRIL 12, 2011

2010- 2011 www.cabaweb.org 9
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Inclustry Trends and Updotes

US Healthcare Reform, Generics and Biosimilars and the Affect on the
Pharmaceutical, Biotech and Medical Devices Industries

Regina Au

Principal, Strategic Marketing Consultant, BioMarketing Insight

About the Author: Regina Au is a
strategic marketing consultant for
BioMarketing Insight specializing in the
biotechnology, pharmaceutical and
medical device industries. She helps
companies evaluate their technology
upfront to de-risk the product
development process. Prior to
BioMarketing Insight she worked for
companies such as Merck & Co,,
Genzyme Corp., The Clinipad Corp. and
NMT Medical. She had P&L
responsibility in managing a number of
multimillion dollar product lines and has
experience in Product Development,
Market Development, Marketing
Strategies, and Product Launch. Her
background includes an MBA in
Marketing from the University of
Connecticut, a Microbiology degree from
the University of Michigan and a Masters
in International Management from
Thunderbird School of Global
Management.

PART I. Pharmaceutical and Biotechnology

The proposed Healthcare reform for biosimilars will have a major negative
impact on the pharma and biotech industry because biologics are more
costly, time consuming and requires a longer lead time in commercializing a
product than pharmaceutical drugs.

Generic drugs are approved on equivalent bioavailability and not efficacy
since the chemistry is straightforward. The big debate is the FDA regulatory
pathway for biosimilars. Some argue that “because the biologics are made
from living cells, and the manufacturing processes are so complicated, new
clinical trials are needed to ensure purity, potency, and safety.”

Three Critical Challenges for the Pharmaceutical and Biotech Industry

Generics drugs have always been a “thorn in the side” of the pharma industry
because of revenue loss and pressure to launch new products to make up for
this revenue loss. Pharma companies have expanded to include biologics in
their product portfolio which are more costly and time consuming than
drugs.

Right now the pharma industry is in a quandary because a number of billion
dollar blockbuster drugs and biologics are going off patent and there are few
new products in the near future. The proposed healthcare reform on
biosimilars is yet another thorn for current and pipeline products.

The EU has already decided to have two separate regulatory pathways, one
for generics and one for biosimilars and each type of biosimilar will be
considered separately.

Two critical pieces of the proposed US regulatory requirements will
determine whether the pharma or biotech companies will be able to survive
in this industry.

1) Is it twelve years of data or market exclusivity or both?

President Obama signed the Patient Protection and Affordability Act that
granted manufacturers of brand name biologics 12 years of exclusivity before
biosimilars can enter the market.

The heated debate according to the Wall Street Journal is between the
healthcare payers and the drug developers on the definition of exclusivity.
Payers interpret the exclusivity as 4 years of data exclusivity and 12 years of

www.cabaweb.org 2010 - 2011




CABA Connect

Volume 3 Issue 1

market exclusivity allowing generic companies early access
to the developer's data in preparation of launch in year 12.

Drug developers interpret the bill as 12 year data exclusivity
where generic companies would not have access to their
data until year 12 thereby delaying generic entry. This
would also allow developers time to recoup their R&D
costs. “Congress intended data exclusivity to be an
incentive for innovation,” said Amgen, which makes several
top-selling biologics.

The lawmakers are split between the two parties. Three
Democratic senators, Sherrod Brown of Ohio, Tom Harkin
of lowa and Charles Schumer of New York, and Republican
Sen. John McCain of Arizona agree with the generic drug
makers and healthcare payers.

The principal authors of the bill who were striving to
“balance incentive for innovation” and agree with the drug
developers, created the approval pathway for 12 year data
exclusivity. “In a letter sent last month, Reps. Anna Eshoo
(D-Calif)), Jay Inslee (D-Wash.), and Joe Barton (R-Texas)...
“express concern that FDA officials are confused about the
12-year period of data exclusivity that was granted to
manufacturers of brand biologics when President Barack
Obama signed the Patient Protection and Affordable Care
Act into law last year.”

“Who's right? Neither side, generic drug lawyer Kurt Karst
of Hyman Phelps & McNamara PC tells the WS).” The law
doesn't specify and Congress will have to settle yet another
biosimilar debate.

2) Will clinical trials be required to demonstrate safety
and efficacy?

“What makes biologics different and more expensive?”
Anna Eshoo (D-Calif), the principal author of the bill
comments “Biological products are fundamentally
different. A biologic is a large, complex molecule, which is
'grown' in living systems such as a microorganism, a plant
or animal cell. The resulting protein is unique to the cell
lines and the specific process used to produce it, and even
slight differences in the manufacturing of a biologic can
alter its nature. As a result, biologics are difficult,
sometimes impossible to characterize, and laboratory
analysis of the finished product is insufficient to ensure its
safety and efficacy.”

“Even if a biosimilar is proven to be safe and effective, it will
likely still have different properties than the original
innovative product. There may be differences in dosing,
different side affects or safety profiles, and differences in
effectiveness for certain diseases or patient groups,” said
Anna Eshoo.

“What differentiates this market is that it's a much more
expensive process to make Dbiologics.  You need

bioreactors, cell banks, lots of specialized equipment,” said
Don Ware, the Boston-based co-chair of the life sciences
division at law firm Foley Hoag LLP.

Generic companies are currently targeting blockbuster
monoclonal antibodies (biologics) developed by the top
biopharma companies. “But it won't be cheap. The
research group Collins Stewart has estimated that
developers will need to budget $100 million for the kinds of
clinical trials that will be required to gain an approval. And
once they hit the market, the follow-ons are expected to
offer discounts of 10 to 15 percent.”

3) How did a biosimilar get approved through the
current regulatory pathway?

Momenta/Sandoz Pharmacueticals, the generic arm of
Novartis have cleverly figured out a way to obtain approval
for their biosimilar of Lovenox, made by Sanofi-Aventis
using an alternative regulatory pathway currently in place
for years. Pharma and Biotech companies are now
scrambling to figure this out how they did it and how to
protect themselves.

“Our advice (to companies with name-brand biologics) is to
think about creating a broad patent portfolio, not only to
cover the sequences of molecules, but more importantly,
also protecting the method of formulation, the dosing, the
delivery methods,” said Jonathan Sparks, a Boston-based
attorney in the life sciences practice at McCarter & English
LLP. “You need to create a picket fence around the product.”

Recommendations

There are three things that a company with a branded
biologic can do to slow the entry of biosimilars: 1) have a
broad patent that covers the sequences of molecules, but
more importantly, the method of formulation, the dosing,
the delivery methods according to McCarter & English LLP,
2) develop better biologics where sequence, methods of
formulation, and delivery methods are difficult and cost
prohibitive for generic companies to enter the market and
3) petition vigorously for 12 years of data exclusivity and
clinical trials to prove efficacy and safety.

“If you can't beat them, join them” seems to be the
sentiment since the US biosimilar regulatory pathway was
proposed, the implementation of biosimilars in the EU, and
the successful launch of a biosimilar for Lovenox by
Sandoz/Momenta. Many major pharma companies have
entered into the biosimilar market including, Pfizer, Merck,
Spectrum, and Endo in addition to “generic” companies
Teva and Watson that are not part of Big Pharma.

This allows Big Pharma with brand biologics to recoup
some revenue vs. no revenue when biosimilars are
purchased. It's easier for Big Pharma companies to enter
the biosimilar market if they already manufacturer a

2010-2011
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branded biologic. It's another source of revenue that only
requires about a tenth of the R&D budget of branded
products for those entering the market.

As companies enter the biosimilar market copying branded
biologics from other pharma companies, it's going to be an
enormous battle for market share. The gains are short term
because price is the only driver compared to name brand
biologics (before generics) that offer compelling benefits.
The companies that enter the US and EU market first
(projected discount of at least 10-15%) will have the biggest
rewards, but then they dramatically drop as each
competitor enters the market. The biosimilar market looks
very appealing, but 1 caution that the industry does not take
its focus away from innovation in regards to time and
money.

Biosimilars is another avenue of getting into the emerging
markets as mandatory discounts are at least 40% as
mentioned in my January newsletter. But the regulatory
pathway will determine whether it will be a worthwhile
venture. Many major pharma companies have already
made significant acquisitions of local pharma and generic
companies in penetrating these markets including Teva
Pharmaceuticals, a generic company that is aggressively
pursuing emerging markets.

PART II. Medical Device

The regulatory pathway for generics in the medical device
industry is simpler, barriers to entry are much lower, and
the resulting product is often of lower quality than brand
name devices. And now, to add insult to injury, the new
healthcare reform dictates four challenges that would allow
generics early market entry and discourage innovation.

Four Challenges for the Medical Device Industry

1) FDA 510(k) Approval Process

One of the methods the medical device industry has tried to
combat generic devices is to develop new devices or
improve the current device. But, one of the biggest
obstacles for the medical device industry is the lengthy
510(k) approval process for new or improved devices due to
the complex, cumbersome guidelines, closed
communication with the FDA and being understaffed.

The FDA has proposed to implement changes to deliver “a
smarter medical device program that supports innovation,
keeps jobs here at home and brings important, safe and
effective technologies to patients quickly,” said CDRH chief
Dr. Jeffrey Shuren.

On January 19, 2011, the “FDA reveals plans to implement 25
changes to its 510(k) medical device clearance program,

but will hold off on any major moves until after the release
of an Institute of Medicine report that is scheduled for this
summer.”

“The Center for Devices and Radiological Health said it
would also implement changes including streamlining the
“de novo” review process for lower-risk devices, clear
guidelines on when medical device manufacturers must
submit clinical data in a 510(k) submission and the creation
of external experts who can use their knowledge and
experience to help the agency address important scientific
issues regarding new medical device technologies by Sept.
15.”

“About half of the 55 changes the agency recommended in

August 2010 are still being discussed. Among those were
several of the most controversial elements, such as the
ability to revoke 510(K) clearances, increased post-market
surveillance, and the establishment of a new classification
(Class 11B) for medical devices that would require the
submission of clinical evidence. ”

2) Transparency

To bolster the safety of medical devices, the CDRH has
proposed the following:

1) “Establish a public database of important device
information, such as medical device photographs, labeling
and summaries of the basis for the FDA's decision to clear
specific devices. The database will be discussed at a public
meeting taking place April 7 and 8, 201.”

2) “Require a brief description of scientific information
regarding the safety and effectiveness known to the
manufacturer for select higher-risk devices on a
case-by-case basis through device-specific guidance.”

These proposals that require a public database for
transparency would allow competitors to copy the
inventor's device and discourage innovation. It's not
surprising that the medical device manufacturers are
having a negative reaction to it.

“Everything you submit - your CAD, your drawings, your
engineering, your indications for use, your clinical studies,
all the mistakes you've learned - will be disclosed for all the
world to see,” (Michael) Minogue, CEO of Abiomed said.
“This would really be detrimental to innovation and would
really punish the smaller companies. 1t will slow down
people investing in big bets and the learning curve will
basically be cut away from the innovators. And it will likely
be a great source for foreign companies to download and
look at everything we have on the road map. Transparency
might not be (what) they're looking for..when you really
think about what it could do to innovation in the States.”

3) Device Tax (2.3% tax) on revenue
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The healthcare reform has mandated a 2.3% tax on medical
devices in generating $20 billion dollars to help pay for
health insurance for all Americans. This tax will have a
detrimental impact on the industry leading to a loss in
revenue, loss of jobs, decrease R&D budget that discourages
innovation, decrease in employee benefits, and an increase
in outsourcing overseas.

“MDMA is very concerned about the impact ...on patient
care, innovation and small business.... Under the current
structure, many companies will owe more in taxes than
they generate in profits, requiring companies to layoff
employees, cut R&D budgets and slow the development of
new therapies that would have improved the quality of care
for all Americans...” said Mark Leahey, president and CEO
of the Medical Device Manufacturers Association.

On January 27, 2011, four Senate Republicans revealed a bill
that would eliminate the medical device tax scheduled to go
into effect in 2013. “A $20 billion tax hike on medical device
manufacturers to fund Obamacare will cripple an
important engine of opportunity, job growth and
innovation, while hurting the advancement of technologies
essential to improving patient care,” Senate Finance
Committee ranking member Orrin Hatch (R-Utah) said in a
statement.

4) Decreased CMS reimbursement

The healthcare reform includes reducing the budget for
CMS  (Medicare/Medicaid).  The 2010 fee schedule
dramatically reduced payment to device manufactures in
several therapeutic areas. A few examples are:

1. Cardiac device: 30-40% fee reduction
2. Pelvic CT: 48% reduction in nonhospital setting
3. Chest Spine: MRIs 46% reduction

The 201 fee schedule updates are currently not available.
But if the dramatic reduction in reimbursement continues,
this will definitely discourage innovation in the US,
encourage innovation to be outsourced overseas or
encourage innovation for emerging markets.

Recommendations

The best method for device companies with brand name
products to protect themselves is to have a broad patent
that not only covers the design of the product but all
applications.

The device industry has multiple obstacles with the
existing cumbersome and lengthy 510(k) regulatory
process, proposed transparency, tax on device and
significant decrease in reimbursement.  The device
industry must continue to aggressively lobby for a

streamlined 510(k) process, an elimination of transparency
and device tax, and a stabilization of reimbursement in
order to survive this current economic environment.

If reimbursement continues to be significantly decreased,
the medical device companies will stop innovating for the
uS. 1t will drive devices manufacturers to emerging
markets where low technology devices are needed since the
infrastructure can not accommodate sophisticated
technology and trained professionals are needed to
perform or interpret this technology. The requirements to
consider when developing low technology for emerging
markets: 1) its inexpensive, 2) no assemble required, 3) very
easy to use, 4) easy to transport regardless of the climate
conditions, and 5) no interpretation required for results.

Discussion of innovation going overseas has already started
as the US healthcare industry announced at the end of
January that it will “work more closely with its Chinese
counterpart under an initiative launched to improve
innovation of drugs and devices in both countries through
public-private partnerships. The initiative was part of
Chinese President Hu Jintao's state visit to the U.S., which
included 12 U.S. companies, six supporting organizations,
and government agencies from both countries.
Pharmaceutical and device companies that will participate
include Abbott, )&), and Pfizer.”

For more information or questions regarding this article, you can

contact Regina Au at regina@biomarketinginsight.com or for
additional articles on the current trends and activities in the industry,

visit http://www.biomarketinginsight.com/News.htm

BioMarketing Insight helps companies de-risking their product
development process by evaluating their technology upfront. We
conduct the business due diligence to ensure that it is the right
product for the right market and the market potential for the product
meets the business goals of the company. We can then develop
marketing strategies to drive adoption for the product.
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CABA Leadership Team Update
2011-2012 CABA Executive Committee and Key Team

President

Zhihong Chen, Ph.D.

Sr. Research Investigator, Eisai
Research Institute,

Andover, MA

Vice Presidents

Zhiyong Yang, Ph.D.
Principal Scientist, Pfizer
BioTherapeutics Research,
Cambridge, MA

Qinglin Che, Ph.D.
Research Scientist, Synta
Pharmaceuticals Corp.,
Lexington, MA

Sue Ma, M. D.

Scientist I, Novartis Institute of
BioMedical Research,
Cambridge, MA

Execulive Committee Members

Ellen Fan
Scientist I, Arsenal Medical Inc.
Watertown, MA

Kevin Fang, Ph.D.

Sr. Director/ Medicinal
Chemistry, Sunovion
Pharmaceuticals Inc.,
Marlborough, MA

Fred Hu, Ph.D.
Sr. Principal Scientist, Pfizer Inc.,
Cambridge, MA

Jia Huang, Ph.D.
Scientist, Allergan Inc.,

Jinbo Lee, Ph.D.
President, Sage Partner
International Inc.,
Cambridge, MA

Shengfang Jin, Ph.D.
Director/Cell Biology, Agios
Pharmaceuticals, Inc.,
Cambridge, MA

Susan Qu, Ph.D., MBA
Principal Project Manager
Genzyme Corporation, a
division of Sanofi,
Framingham, MA

Ji Shi

Senior Market Research
Analyst, Boston Biomedical
Consultants,

Waltham, MA

Shallwei Sun

General Manager, Callisyn
Biomedical, Inc,

North Andover, MA

Ze Tian, Ph.D.

Instructor, Dana Farber Cancer
Institute /Harvard Medical
School,

Boston, MA

Yongzhong Wang, Ph.D.
Deputy General Manager,
Kanghong Biotechnology Co.
Ltd.,

Chengdu, China

Yueming Wang, MBA

Deputy General Manager, Tide
Pharmaceutical Co. Ltd.,
Beijing, China

Zhigang Wang, Ph.D.

Roger Xie, Ph.D.

President and CEO of Conform
Pharmaceuticals Inc,
Cambridge, MA

Yongwen (Tony) Yuan
Director, Scilligence,
Weston, MA

Philip Zhang, Ph.D.

Co-founder and Co-Managing
Principal, Milstein Zhang & Wu
LLC,

Newton, MA

Wei Zhang, Ph.D.

Staff Scientist, Siemens
Healthcare Diagnostics,
Norwood, MA

Welyi(Wendy) Zhang, Ph.D.
President, Boston Lincoln
International,

Lincoln, MA

Zhendong Zhu, Ph.D.
Principal Scientist, Avila
Therapeutics, Inc.,
Waltham, MA

Fushuang Liu

Executive Vice President, Wuxi
Howfond Biopharma Co., Ltd.
Wuxi, Jiangsu, China

Board of Directors
Chair

Yihan Wang, Ph.D.

Associate Director/Chemistry,
ARIAD Pharmaceuticals, Inc.,
Cambridge, MA

Medford, MA Principal Scientist, Avila Directors
Therapeutics,Inc. Bedford, MA
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Chaoyang Dai, Ph.D.

CABA President (2010-2011)
Vice President of Operations,
Acebright, Inc.

Bedford, MA

Jun Han, Ph.D.

CABA Founding President
CEOQO, SOTA International LLC.,
Boston, MA

Shiwen Lin, Ph.D.

Associate Director, Process &
Analytical Technologies,
Agenus, Inc.,

Lexington, MA

Lixin Shen, Ph.D.

President and CEO, Wuxi
Howfond Biopharma Co., Ltd.,
Wuxi, Jiangsu, China

Zhao-Kui Wan, Ph.D.
CABA President (2009-2010)

Sr. Principal Scientist, Pfizer Inc.,

Cambridge, MA

Erxi Wu, Ph.D.

Assistant Prof., North Dakota
State University,

Fargo, ND

Junjun Wu, Ph.D.

CABA President (2008-2009)
Principal Research Scientist,
Pfizer Inc.,

Cambridge, MA

CABA Adyvisors

Youssef Bennani, Ph.D.

Vice President Research &
Development, Vertex-Canada
at Vertex Pharmaceuticals

Tim Clackson, Ph.D.
President of Research &
Development and Chief
Scientific Officer, Ariad
Pharmaceuticals Inc.,
Cambridge, MA

Yuan-Hua Ding, Ph.D.

Senior Director & Head of
External R&D Innovation - Asia,
Pfizer

Pierre Dodion, M.D., MBA

Sr. VP/Corporate development,
Ariad Pharmaceuticals Inc.,
Cambridge, MA

Chen Li, Ph.D.

Chief Executive Officer, Hua
Medicine, Inc.,

Shanghai, China.

Shi Li, Ph.D.
CEOQ, Zerun Biotechnology,
Shanghai, China

Yuanli Liu, Ph.D.

Director of China Initiative, Sr.
Lecturer on International
Health, Harvard School of
Public Health

Dawei Ma, Ph.D.

Professor, Shanghai Institute of
Organic Chemistry,

Shanghai, China

Tarek Mansour, Ph.D.
EVP of Research &

Development, Xenon
Pharmaceuticals Inc.,
Vancouver, Canada

Tse Ping

Chairman, Sino
Biopharmaceutical Ltd.,
Beijing, China

John Piwinski, Ph.D.
Principal, JJPiwinski Pharma
Consulting, LLC,

New York, NY

Steve Projan, Ph.D.

Sr. V.P. R&D, Innovative
Medicines Head of Infectious
Diseases & Vaccines,
Medimmune,

Gaithersburg, MD

Tomi Sawyer, Ph.D.

Chief Scientific Officer and
Senior Vice-President Discovery
& Innovative Technologies,
Aileron Therapeutics,
Cambridge, MA

Liming Shao, Ph.D.
Senior Director/Medicinal
Chemistry, Sunovion Inc.,
Marlborough, MA

Suvit Thaisrivongs, Ph.D.
Vice President, Pfizer, Inc.,
Cambridge, MA

Roger Tung, Ph.D.

CEO and President, Concert
Pharmaceuticals,

Lexington, MA

Yibin Xiang, Ph.D.

Senior Director/Medicinal
Chemistry, Genzyme
Corporation, a division of
Sanofi,

Cambridge, MA

Gangfeng Xu, Ph.D.
Divisional Vice President,
Corporate Licensing &
Acquisitions at Abbott
Laboratories

Steve Yang, Ph.D.
Head of R&D, Asia & Emerging
Markets, AstraZeneca

Howard Yuwen, Ph.D.

Sr. Director, Regulatory Affairs,
Shire Shire Human Genetics
Therapies,

Cambridge, MA

CABA Legal Council

Fred Gilman

Attorney at Law, Lynch,
DeSimone & Nylen, LLP,
Boston, MA

2010-2011

www.cabaweb.org

25




Volume 3 Issue 1 CABA Connect

CABA Sponsors Update
2010-2011 CABA Annual Sponsors and Event Sponsors

Annual Sponsors

Y,
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Simcere Pharmaceutical Group: Living up to the Patient Expectations

Simcere Pharmaceutical Group was incorporated on March 28,
1995. In the sixteen years since its inception and with over
4,000 employees nationwide, Simcere has become a fully
integrated pharmaceutical enterprise with a leading R&D
organization, six GMP manufacturing facilities and strong sales
and marketing capabilities.

On April 20, 2007, Simcere successfully debuted on the NYSE
(ticker: SCR) as the first NYSE-listed biopharmaceutical
company from mainland China.

On July 21, 2011, Simcere made yet another pioneering
strategic move by signing a framework agreement with Merck
& Co. to form a joint venture in China to develop, manufacture,
and commercialize branded generic drugs. By combining the
strength of a multinational pharmaceutical company and a local
leading player, this first-of-its-kind partnership aims to broaden
market access to quality medicine for Chinese patients.

Simcere’s product portfolio includes more than 45
differentiated products covering the therapeutic areas of
oncology, cerebrovascular diseases, cardiovascular diseases,
infection and inflammation. Among its in-line portfolio,
Endostar is a novel recombinant human endostatin approved
for treatment of lung cancer. Bicun (Edaravone Injection)was
the first anti-stroke drug launched in China and is widely used
as s standard treatment in after-stroke management. It is
recognized as a ‘Well-known Chinese Trademark’.. Moreover,
Yingtaiging and Zailin are also recognized as ‘Well-known
Chinese Trademarks’. In 2009, Yingtaiging became a promotion
partner of the NBA in the China market. Furthermore,
Simcere’s generic diosmectite marketed under the brand name
“Bigi” for the treatment of diahrrea has passed EU-GMP
inspection for both its formulation and APl manufacturing in
2011 and is authorized to market and sell in the EU countries.

Simcere’s Research and Development Institute was established
in 2004. Its capabilities include early stage discovery, medicinal
chemistry, antibody discovery, preclinical development, CMC
and process development, clinical operations and regulatory
affairs. Since 2007, Simcere R&D has filed for 60 patent
applications, including 6 PCT applications. In addition, Simcere
R&D has obtained 18 NDA approvals and 26 IND approvals. In

2011, Simcere revealed its expanded R&D Center at its
headquarters in Nanjing, and the new facility has over
twenty-six thousand square meters and houses the most
advanced pharmaceutical research and development
technologies.

Simcere’s R&D strategy is focused on developing innovative and
first-to-market medicine for diseases with high mortality and
morbidity. The key objective of Simcere’s research and
development efforts is to deliver medicine to meet the high
unmet medical needs in the therapeutic areas of oncology,
neuroscience, cardiovascular and metabolic disease, infectious
disease and inflammation. There are currently over twenty
programs under development in Simcere’s R&D pipeline, five of
which entered Class | IND filing last year and are expected to
enter the clinic later this year. In August, 2011, Simcere
received the approval from the SFDA to manufacture and
market Iremod (iguratimod tablet) for the treatment of
rheumatoid arthritis. It is a first-to-market drug independently
developed by Simcere, and clinical studies demonstrate that
Iremod can significantly alleviate symptoms caused by active
rheumatoid arthritis.

Externalization is a critical part of Simcere’s R&D strategy. In
2009, Simcere entered a licensing and co-development
partnership with Epitomics, a biotech company based in San
Francisco, U.S. to develop a novel rabbit-based monoclonal
antibodies.. In the same year, Simcere entered an agreement
with OSI, leading biotech company in the U.S., to develop a
novel chemical compound for oncology indications. Last year,
Simcere further expanded its R&D collaboration network by
entering into a strategic partnership with Bristol-Myers Squibb
Co. Ltd. (BMS) to develop a novel oncology compound. Under
this partnership, Simcere will be granted the exclusive rights in
China to develop and commercialize a compound developed by
BMS.

Simcere’s mission is to lead the development of innovative
medicine in China, to provide effective treatment to serious
disease, and to better the lives of the Chinese people. We are
committed to serve our patients, physicians, and communities
with pride, compliance, and the utmost integrity.
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