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Preparing Your Net in Emerging Markets:
A Look at Two Success Stories

Charlie Zhang, Jack Zhang

To the outside observer, the Sino-American
Pharmaceutical Association - Greater Philadelphia
(SAPA-GP) 9th Annual Conference seems like a
social gathering of predominately American Chinese
pharmacologists, all of whom sport clean shirts or
dresses, as well as a healthy interest in their work
with medicine. Thus was our initial impression upon
entering Villanova University’s Conference Hall, the
venue for SAPA-GP’s 9th Annual Conference.
However, our perspective on these fellow members
of the SAPA-GP community quickly changed as we
proceeded to interview two speakers at the
conference: Doctors Ruiping Dong and Jun Wu.
These two speakers are both examples of success in
today’s competitive world, both examples of how
hard work can prevail against possible hardships.
Although both men are highly successful today, their
paths to their current positions are radically different,
a testament to their versatility.

Our first report was with Dr. Ruiping Dong.
Upon meeting him, we were immediately told of his
exalted position in Merck, Co. as the Senior Vice
President, Head of Emerging Market (EM) R&D.
An amiable, friendly man, Dr. Dong explained to us
his role in Merck and what it means, essentially, to
belong to the emerging markets. “In today’s
pharmaceutical market,” Dr. Dong explained,
“almost 90% of a company’s growth comes from
emerging markets, so this is a very important part for

Pharm to keep focusing EM” Dr. Dong continued to
explain that emerging markets were nations or areas
that are currently developing with huge unmet
medical needs and are areas into which large
pharmaceutical companies are currently expanding
into. Dr. Dong told us of BRIC nations, namely
Brazil, Russia, India, and China, as current

important areas of “expansion.”

iping Dong (middle), S

. resident,
Head of Emerging Market R&D of Merck, Co.

Beyond this basic knowledge, Dr. Dong also
gave us insight into the challenges that companies
face in these emerging markets. Nations that
constitute these new areas often have low incomes,
which make the access of innovative drugs much
more difficult. “In developed countries insurance
would usually cover the costs,” Dr. Dong said, “but
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oftentimes insurance isn’t widely available in EM.”
After posing for a photo with him, we learned that
he has served as the Head of R&D Japan & China at
BMS, and he had in the pharmaceutical R&D for a
long time. Dr. Dong represented the paragon of hard
work and dedication, of how maintaining the same
area leads to promotion and great success. However,
this persistence is not the only way one can make a
mark in today’s pharmaceutical world.

Our next interviewee was Dr. Jun Wu, the
Chairman and founding partner of Cenova Ventures,
which as the company name implies, deals with
venture capital. We met with Dr. Wu, and the first
impression we had gotten was that this man certainly
had an intelligent air about him. When we sat down
for the interview, Dr. Wu immediately dove into his
life story, using it to weave a message about career
opportunities and preparing for life. He told us of
the hardships he had endured when first came to
USA in 1987. Dr. Wu told us that in a month, all of
his fees and expenses added up to only $36,
something that he had described as “unimaginable
for today’s generation.” From there, he was able to
receive his Ph. D. from the University of California
at San Francisco, thus beginning his career as a
Research Scientist. However, unlike most, he
decided to combine his knowledge of medicine with
a novel area: business. Thus, with government and
private funding, he co-founded Shanghai Genomics,
and it grew to become one of the flagships among
the  Chinese  biopharmaceutical ~ companies
established by returnees. After that, he founded
Cenova Ventures, a life science specific RMB
venture fund in China.

Throughout the interview, Dr. Wu told us about
his more sentimental values that he held, how his
experiences with lung fibrosis patients inspired him
to develop new medicine. Dr. Wu then explained to
us his work on Pirfenidone, the world’s 1st anti-
fibrotic drug created with his prior venture company,
a potential “billion-dollar drug.” Dr. Wu’s story

represents the power of changing decisions, and
being prepared to make changes in one’s career path.

4 S—

‘ = -
Interviewing Dr. Jun Wu (left), the Chairman and
founding partner of Cenova Ventures

Perhaps the most memorable aspect of both
interviews was the mention of how life is like a net.
“In life, you study and prepare yourself for the world.
That is like making the holes in your nets,” Dr. Wu
explained. “The opportunities available and the jobs
that come up are like the fish swimming in the ocean.
However, only a dense net can properly catch all the
fish that pass through your net. Thus, by preparing
yourselves for the future in many possible ways, you
are weaving your net to catch those fish later on in
your lives.”

By attending SAPA-GP’s conference, we most
certainly have.

About the Authors:

Both Charlie Zhang and Jack Zhang attended
9th SAPA-GP annual conference (2011) as student
volunteers. Charlie is a junior at Wissahickon High
School in Ambler, PA; in addition to having an
interest in the life sciences, Charlie also is the
Student Council President for 2011-2012. Jack, a
freshman at Wissahickon High School, enjoys and
values academics and has high aspirations for the
future.
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How to Effectively Interact with the FDA:
Formal Meetings

Andrew Jiang

Throughout the pharmaceutical product
development and post-marketing compliance, there
are many opportunities for direct interaction between
FDA and the Sponsor, including formal meetings,
inspections, telephone/email contact and dispute
resolution, etc. Successful meetings with FDA are
one of the most critical factors in moving your new
drug through the development and approval process,
and getting you on the right track to commercial
success. Too often, meetings with the FDA are
unproductive and unsuccessful, leaving both parties
frustrated and causing delays to your development
program that can cost your company significant time
and money. In this article, a brief introduction about
the formal meetings with the FDA is provided.

In February 2000, FDA published the Guidance
for Industry: Formal Meetings with Sponsors and
Applicants for PDUFA Products. This guidance was
later revised and is entitled Guidance for Industry:
Formal Meetings between the FDA and Sponsors or
Applicants (May 2009, Revision 1). This guidance
provides recommendations to industry on formal
meetings  between the Food and Drug
Administration (FDA) and sponsors or applicants
relating to the development and review of drug or
biological drug products (hereafter products)
regulated by the Center for Drug Evaluation and
Research (CDER) and the Center for Biologics
Evaluation and Research (CBER). This guidance
does not apply to abbreviated new drug applications.
The following three types of meetings are listed in
this guidance:

Type A meeting: a meeting needed to help an
otherwise stalled product development program
proceed. Examples of a Type A meeting include:
dispute resolution meetings, meetings to discuss
clinical holds, and special protocol assessment
meetings. Type A meetings should be scheduled to
occur within 30 days of FDA receipt of a written
meeting request.

Type B meeting: Type B meetings are (1) pre-
IND meetings, (2) certain end of Phase 1 meetings,
(3) end of Phase 2/pre-Phase 3 meetings, and (4)
pre-NDA/BLA meetings. Generally, FDA will not
grant more than one of each of the Type B meetings
for each potential application. Type B meetings
should be scheduled to occur 60 days of FDA receipt
of a written meeting request.

Type C meeting: any meeting other than a
Type A or Type B meeting between CBER or CDER
and a sponsor or applicant regarding the
development and review of a product.

Type C meetings should be scheduled to occur
within 75 days of FDA receipt of the written
meeting request.

The sponsor or applicant needs to request
meetings in accordance with the requirements listed
in the guidance. Certain information on the
requested meeting and development program will
need to be submitted in the meeting request. The
CBER or CDER division director or designee who
receives a meeting request will determine whether to
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hold the meeting and will respond to the sponsor or
applicant by granting or denying the meeting within
14 days of receipt of the request for Type A
meetings and within 21 days for Type B and Type C
meetings.  Generally speaking, based on my
professional experience, Type A and Type B
meetings are often granted, if the meeting is
requested in accordance with the FDA’s guideline;
Type C meeting, however, can sometimes be
rejected, often due to the large workload of the
review division.

If a meeting request is granted by CDER or
CBER, the sponsor or applicant will need to prepare
and submit meeting packages within specified time
frame. The meeting package should generally
contain the following information:

1. Product name and application number (if
applicable).

2. Chemical name and structure.

3. Proposed indication.

4. Dosage form, route of administration, and
dosing regimen (frequency and duration).

5. An updated list of sponsor or applicant
attendees, affiliations, and titles.

6. A background section that
following:

a. A brief history of the development program
and the events leading up to the meeting.

b. The status of product development (e.g., the
target indication for use).

7. A brief statement summarizing the purpose of
the meeting.

8. A proposed agenda.

9. A list of the final questions for discussion
grouped by discipline and with a brief summary for
each question to explain the need or context for the
guestion.

includes the

10. Data to support discussion organized by
discipline and question.

Meetings will be chaired by an FDA staff
member. The length of meetings is generally one (1)
hour. Documentation of meeting outcomes,
agreements, disagreements, and action items is
critical to ensuring that this information is preserved
for meeting attendees and future reference. FDA
minutes are the official record of the meeting. The
official, finalized minutes will be issued to all FDA
attendees (with copies to appropriate files) and to the
sponsor or applicant within 30 days of the meeting.

In order to have a productive meeting with the
FDA, pre-meeting preparation is critical. The
sponsor or applicant should think carefully about
how to best communicate product information
truthfully and effectively. Experts who will speak at
the meeting should be clearly designated. The key to
a successful meeting is rehearsal, rehearsal and
rehearsal!

About the Author:

| RER 1Y)

Andrew Jiang is the president of Aleon Pharma
International, LLC, an international consulting firm
that provides strategic regulatory and product
development solutions to clients in the
pharmaceutical and biotechnology industries. He has
extensive experience interacting with the FDA and
other major health authorities. Previously he worked
for Bayer, Novartis, Wyeth and other pharmaceutical
companies in the field of regulatory affairs.
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SAPA 19" Annual Conference

—Transforming Pharma/ Biotech Industries through Innovation and Partnership

Nora Xu, Tycho Heimbach

The SAPA 19" Annual Conference was held
on Saturday, August 6th at Rutgers University in
Piscataway, NJ. Pharmaceutical industry
professionals and executives gathered at this day-
long event to exchange ideas. Designed to inform
attendees about Transforming Pharma/ Biotech
Industries through Innovation and Partnerships, the
invited industry leaders discussed approaches to
increase innovation and productivity in the industry
and spoke about current trends in the emerging
markets.

The event was hugely popular, attracting over
500 guests from the pharma/ biotech industries. The
first plenary session convened at 8:45 a.m., followed
by two concurrent parallel symposiums occurring
from 3:10 p.m. to 5:30 p.m. Guests were treated to a
dinner banquet in the evening at the Doubletree
Somerset Hotel, which was sponsored by the
Nantong Economic & Technological Development
Area (NETDA).

The attendees were greeted by an opening
remark from the 2010-2011 SAPA President Dr.
Jianji Wang, followed by a welcoming address from
Mr. Xinghua Zhu, Consul of the Consulate General
of the P.R. China in New York. Mr. Zhu applauded
SAPA’s contributions to the community and
discussed the growth of the pharma/ biotech
industries in China.

d, \Yom S |
Photo 2: Dr. Baoguo Huang, 2011-2012 SAPA President

The first plenary session took place during the
morning and early afternoon and featured

presentations from the following experts:

E
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Photo 3: Dr. Mark GelberrSVP, Global R&D, Pfizer
Consumer Healthcare

.
Photo 4: Dr. Jerome M. Zeldis, CEO, Celgene Global
Health, & CMO, Celgene Corporation

Photo 5: Mr. John Oyler, C—éo, Beigene & Former CEO,
BioDuro, Inc.

1. Dr. Mark Gelbert (SVP, Global R&D, Pfizer
Consumer Healthcare), Innovation in Consumer
Healthcare: A Recipe for Success

2. Dr. Jingwu Zang (SVP, GlaxoSmithKline
(China) R&D Company Ltd.), Moving from ‘Made
in China’ to ‘Discovered in China’

3. Dr. Danny Howard (VP and Global Head,
PK/PD-DMPK, Novartis), Who Cares About
Personalized Medicine?

4. Dr. Ruiping Dong (SVP, Emerging Markets
R&D, Merck), Can an MNC in China Address the
Challenges of Global R&D?

5. Dr. Jerome M. Zeldis (CEO, Celgene Global
Health; CMO, Celgene Corporation), The Evolution
of Celgene: China, The New Frontier

6. Dr. Jacky Vonderscher (SVP and Global
Head, Translational Research Sciences, Hoffmann-
La-Roche Inc.), How Roche has Transformed its
R&D Model Through Innovation and Partnerships

7. Dr. Frank Jiang (VP and Head, Asia-Pacific
R&D, Sanofi), Improving R&D Productivity
Through External Partnerships

8. Mr. John Oyler (CEO, Beigene; Former

CEO, BioDuro, Inc.), Future of New Drug
Discovery in China
Dr. Gelbert and Dr. Zhang discussed

innovation in the consumer healthcare and
pharmaceutical industries. Dr. Gelbert emphasized
innovation as the most important factor in driving
the success of consumer healthcare products. He
provided different avenues through which existing
brands e.g. Listerine, can still be seen as fresh and
innovative, through new forms of delivery, new
flavors, personalization based on age group, and
improved active ingredients. Dr. Zhang briefed the
audience on China’s capability to originate
innovation, espousing a culture of entrepreneurship.
This innovation, he said, needs to focus on China’s
changing demographics, the changes in lifestyle, and
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diseases which are prevalent in the population,
specifically tuberculosis, hepatitis, and lung cancer.
Dr. Zhang also provided an overview of GSK’s
R&D development capabilities in China focusing in
the field of neurosciences, which has led to success
and now several drug candidates are in Phase I-11
trials.

Dr. Howard described the evolution of
personalized medicines in the pharmaceutical
industry since the human genome was sequenced ca.
10 years ago. Recent legislative challenges include
the direct-to-consumer online marketing of some
genetic and genomic tests, which led to a
“personalized medicine bill” by Congressman
Patrick Kennedy to address the barriers to the
rapidly evolving field: regulation, reimbursement,
and translational research. The Genomics and
Personalized Medicine Act would address several
issues that have arisen with the increased prevalence
of genetic testing, including coverage and
reimbursement of personalized medicine products,
and provide oversight of genetic tests including the

direct marketing by the consumer genomics industry.

Dr. Howard also touched on the use of genomic
testing in design of clinical trials leading to
optimized therapies with increased efficacy through
effective individualized treatments.

Dr. Dong, Dr. Zeldis, and Mr. Oyler spoke

about the strategic advantages of China’s market. Dr.

Dong cited China’s talent pool, government
regulations, and cost competitiveness. Mr. Oyler
spoke about the potential for untapped research in
China. Dr. Zeldis followed suit by speaking about
China as the new Silicon Valley of the
pharmaceutical industry, and described Celgene’s
highly challenging development and approval of
Thalomid, which involved the innovative creation of
the S.T.E.P.S. (System for Thalidomide Education
and Prescribing Safety).

Dr. Vonderscher and Dr. Jiang discussed
approaches to counter the challenges faced by
pharma in the past decade. To confront decreasing

productivity, high attrition rate, and increasing
development costs, Roche has relied on innovative
concepts such as Personalized Healthcare and
partnerships with Academic groups and small
Biotechs, said Dr. Vonderscher. The importance of
internal collaborations and effective teamwork
between various departments such as DMPK,
Modeling and Simulation, Translational Sciences
(M&S and TS) in MNC’s was also stressed. Dr.
Jiang said the decline in R&D productivity must be
countered by breakthrough R&D innovations and
discussed the importance of external partnerships in
Asia.

Photo 6: Keynote speakers with SAPA leadership team
members (from left to right: Mark Gelbert, Ruiping Dong,
Jingwu Zang. Jianji Wang, Xinghua Zhu, Jerome Zeldis,
Danny Howard, Baoguo Huang, Kevin Chen)

Before lunch the election results for the 2011-
2012 Executive Council members were announced
by Dr. Baoguo Huang, the 2011-2012 SAPA
President. Dr. Handan He is the new president-elect.
Dr. He is currently the Director and Head of
Nonclinical Pharmacokinetics and
Pharmacodynamics (PK/PD) at Novartis
Pharmaceuticals Corporation and has been a SAPA
Executive Council member for more than 5 years.
Dr. Min Chen of Novartis is the President-Elect of
SAPA NE (New England) Chapter, and Dr. Sean
Zhang of Bristol-Myers Squibb is the President-
Elect of SAPA GP (Great Philadelphia) Chapter.
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The first plenary session was followed by two
concurrent parallel symposiums, occurring from
3:10PM to 5:30 PM.

The first parallel symposium discussed seizing
opportunities in the emerging markets and was co-
chaired by Drs. Kevin Chen, Cai Li, Kun Liu, and
Ning Yan. Presentations were given by the
following experts:

1. Dr. Dan Guo (Executive Director, Emerging
Markets, Bristol-Myers Squibb), Strategy for Next-
Generation BioPharma Company in China

2. Dr. Richard Soll (SVP, Integrated Services,
WuXi AppTec), A Global Perspective of Recent
Initiatives across the Value Chain of Drug Discovery
and Development

3. Dr. Ben Ni (Senior Director & Head,
Partnering & External Innovation (China), Sanofi
China), Creating Value through Partnerships

The subsequent panel discussion examined the
state of business development in China and included
experts Dr. Robert Wenslow from Crystal
Pharmatech, Inc., Dr. Zhaoyin Wang from Beta
Pharma, Dr. Wenzhi Tian from HuaBo Biopharma
Co., Ltd., Dr. Maximillian Yeh from Waterstone
Pharmaceuticals ,.

The second parallel symposium focused on
revitalizing productivity in the pharma/ biotech
industries. It was co-chaired by Drs. Handan He,
Jiwen Chen, Yan Xia, and Mingde Xia.
Presentations were given by:

1. Dr. Hequn Yin (Director, Oncology Clinical
Pharmacology, Novartis), 3-Years of Data Points:
Witnessing the Infancy of Innovative Drug R&D in
China

2. Dr. F. George Njoroge (Director, Medicinal
Chemistry, Merck), Nurturing the Spirit of Invention
and Innovation in Biopharma for Enhanced
Productivity

3. Ms. Sammy Jiang (Vice General Manager,
BlOasis, Shandong International Biotechnology
Park Development Co., Ltd.), BlOasis Brief
Introduction

4. Ms. Tina Cheng (International BD Manager,
Luye Pharma Group Ltd.), Introduction to Luye
Pharma

The second panel discussion included Dr.
Tianmin Zhu from Zhejiang Hisun Pharmaceutical
Co., Dr. Jay Dr. Yuguang Wang from ChemPartner,
W. Mason from Spaulding Clinical, Ms. Kristy Hua
from Shenzhen (NAROS) China, Mr. and , Dr
Nenad Sarapa from Roche. The parallel
symposiums were followed by an award ceremony
in which outstanding individuals and corporations
were recognized by the SAPA Service Excellence
Award, SAPA Scholarship and Excellence in
Education Program scholarship, Eli Lilly Asia
Outstanding Graduate Thesis Award, Johnson &
Johnson Asia Outstanding Graduate Thesis in Bio-
tech, and SAPA Corporate Excellence Award.

The SAPA Executive Council presented the
SAPA Service Excellence Award to the following
individuals for their contributions to the
advancement of SAPA through their participation
and leadership: Xiaole Shen, John Qiang Tan, Li
Chen, Harry Zhang, Kevin Chen, Yan Xia, Handan
He, and Xin Du and to the SAPA Newsletter Team,
Jiwen Chen, Xing Li, Su-Fen Pu, Huayi Tong,
Guosheng Wu, and Dapeng Chen.

The 2011 SAPA Scholarship was presented to
three outstanding high school graduates who will
continue to pursue an education in the life sciences.
They were selected from an applicant pool of over
50 talented students from across the country. Louis
Li graduated from Monte Vista High School in
Danville, CA and will study Molecular and Cellular
Biology and pursue his research interests at Harvard
University. David Zhao is from Skillman, New
Jersey and will major in chemistry at Princeton
University. Benjamin Altman graduated as the
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valedictorian of Danbury High School in Danbury,
Connecticut and will pursue a dual degree in
Engineering and Finance as part of the Jermone
Fisher Management and Technology program at the
University of Pennsylvania.

The 2011 Eli Lilly Asia Outstanding Graduate
Thesis Award and Johnson & Johnson Asia
Outstanding Graduate Thesis Award in Bio-tech
were administered by SAPA. The Eli Lilly Asia
Outstanding Graduate Thesis Award was awarded to
twenty-one  graduate students from eleven
universities in greater China who have made
outstanding contributions to the life sciences in the
field of chemistry. The Johnson & Johnson Asia
Outstanding Graduate Thesis Award in Bio-tech
recognized thirty graduate students from greater
China, Taiwan and Singapore who have advanced
the field of biotechnology.

The SAPA Corporate Excellence Award was
presented by the Executive Board to the following
companies: Johnson & Johnson, Novartis, Roche,
Celgene, Yangtze River Pharma, and Shangdong
International Biotechnology (BlOasis) and Luye
Pharma. The Award honored these organizations for
their contribution to the advancement of SAPA.

The conference was sponsored by the following
corporations: Roche, Nantong Economic and

Technological Development Area (NETDA),
Novartis, Johnson & Johnson, Yangtze River
Pharma, Luye Pharma, Shandong International
Biotechnology (BlOasis) Park, SANOFI, Wuxi
AppTec, Bristol-Myers Squibb, Celgene, Crystal
Pharmatech, Cactus, Fox Rothschild LLP, J&W
PharmalLab, Huahai US Inc., Sundia, Beta Pharma,
Hisun Pharmaceuticals, Spaulding Clinical, North
American Representative Office of Shenzhen
(NAROS), Pharma Consulting Services, Bioduro,
Waterstone Pharma, Wuhan Biolake, Medicilon,
Ken Clark International, EIli Lilly, GenScript,
Asymchem, BPBC, Pharmaron, Shang-Pharma
ChemPartner, Millipore Corp, and Primera.

About the Authors

Nora Xu is currently a scientist in the clinical
supplies group at Forest Laboratories. She graduated
in May from Rice University with a bachelor's
degree in Chemical Engineering

Dr. Tycho Heimbach is currently a Senior
Investigator 1l in Nonclinical Pharmacokinetics and
Pharmacodynamics (PK/PD) at Novartis
Pharmaceuticals Corporation. He also serves as the
elected Vice-Chair for the AAPS Physical Pharmacy
and Biopharmaceutics (PPB) Section.
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