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Greeting Message from  
the SAPA President  
 
Dear SAPA members and friends, 

Welcome to the 28th Sino-American Pharmaceutical Professionals Association (SAPA) Annual 
Conference.  This year’s event occurs during a time of great significance to us: humanity is suffering 
through the coronavirus disease (COVID-19) pandemic.  As the world anxiously awaits the emergence 
of effective therapy and vaccines, the pharmaceutical and biotechnology industries have become a 
center of attention like never before.  It is because of our industries’ vital roles and responsibilities in 
saving human lives that the burden falling on our shoulders has never been heavier.  In this critical 
time, SAPA proudly brings you this annual conference, featuring the theme: “Unprecedented 
Challenges and Opportunities – Unique Roles of Pharma and Biotech in the New Era.” 
 
In its 27-year history, SAPA annual conferences have been a great platform for participants to share 
their knowledge, wisdom, and viewpoints on important issues and current trends in pharma and biotech.  
In this year’s annual conference, we will address the responsibilities and opportunities of our industries 
in tackling not only the unprecedented challenges brought about by the ongoing pandemic but also 
numerous other unmet medical needs.  Further, we will explore a whole range of important topics such 
as turning innovative ideas and basic sciences into treatments patients need, as well as social equity, 
diversity, and inclusion.  We are fortunate to have eminent industry leaders including Dr. P. Roy 
Vagelos and Mr. Kenneth C. Frazier, distinguished academic researchers including Professor Virginia 
Man-Yee Lee, and nearly 70 other outstanding speakers and panelists from industry, academia, and 
government.  Together we celebrate and honor great achievements and leadership in saving human 
lives and improving human health. 
 
Although COVID-19 has severely curbed human mobility and activities, SAPA has continuously grown 
in 2020 to meet its missions, thanks to tremendous efforts from volunteers.  In January, SAPA made 
its successful début at the 2020 J.P. Morgan Healthcare Conference by hosting the SAPA–Fox 
Rothschild Investment Forum in San Francisco, CA, which was attended by people from all over the 
world, well exceeding our expectations.  From February to May, SAPA actively joined community 
efforts in the fight against COVID-19, through fundraising activities and procuring and delivering 
urgently needed medical supplies and personal protection equipment to medical professionals in both 
China and the U.S.  SAPA also hosted a timely series of educational webinars given by leading 
academic researchers on topics from public healthcare protection to development of vaccines and anti-
viral treatments.  In the subsequent months, despite the pandemic, by taking advantage of new 
technology, SAPA successfully held its inaugural SAPA Day and its flagship annual events including 
Career Development Workshop, Healthcare Investment Forum and Roadshow, and Scientific 
Symposium online.  These activities not only provided opportunities for SAPA members and friends to 
learn, communicate, and collaborate, but also brought the community together in a time of despair as 
social distancing became the norm.  Through these activities, SAPA has continuously grown in 2020 
to fulfill its mission of furthering “science, education, collaboration, and career.” 
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The year 2020 marks the 100th anniversary of the ratification of the 19th Amendment to the United 
States Constitution, guaranteeing women’s right to vote.  In celebration of this historic milestone, it is 
most opportune for us to start the plenary sessions of the conference with a powerful Women 
Professionals panel comprised of women leaders in the industry.  They will discuss important issues 
surrounding women professionals’ career challenges, opportunities, and leadership, as well as gender 
equity, diversity, and inclusion in the workplace.  I believe this panel can also serve as a timely tribute 
to the Honorable Supreme Court Justice Ruth Bader Ginsburg, a pioneer in women’s rights, who 
recently passed away.  We are proud to hold this panel in collaboration with BioNJ, the representative 
body of New Jersey’s life sciences industry, and fortunate to have it be moderated by Ms. Debbie Hart, 
President & CEO of BioNJ.  This collaboration shall also mark the start of SAPA’s formal partnership 
with BioNJ in furtherance of the common missions of the two organizations to serve our members and 
help sustain the prosperity of pharma and biotech industries.  
 
As an ongoing devastating public health threat, the COVID-19 pandemic has awakened the recognition 
of humanity’s need of basic scientific research, sound public policy and regulatory framework, and 
close cooperation between all parties of industry, academia, government, and the community in 
tackling such a calamity.  Therefore, while dedicating one session to searching for the cures and 
vaccines of COVID-19 and other infectious diseases, this conference will also include a number of 
parallel sessions to cover a wide gamut of current topics in pharmaceutical development.  They include, 
for example, chemistry, manufacture, and control (CMC); data sciences and artificial intelligence; 
precision medicine; and innovative programs from FDA Oncology Center of Excellence.  To promote 
business cooperation, this conference will include our signature CEO Forum and a dedicated business 
development session, in which business leaders and professionals will share their experiences and 
views on entrepreneurship, business collaborations, and cross-border transactions.  They will also 
discuss the potential impact of the current political climate and evolving U.S.–China relationship on 
business activities. 
 
In addition, the conference will include Part Two of the SAPA Healthcare Investment Forum and 
Roadshow that was held in June, which will be comprised of a new Entrepreneurship Crash Course, 
the second part of investment roadshow, and further 1:1 partnership meetings.  Building on the 
successful experience in implementing the 1:1 meeting platform from the Investment Forum, we are 
gladly expanding the service to all conference attendees for convenient business partnerships, 
networking, or simply catching up with old friends during this extended social distancing period. 
 
I again welcome you and hope you will enjoy the conference.  Lastly, I want to take this opportunity to 
thank all the SAPA Executive Council members and countless volunteers for all their hard work to 
make this conference and all the previous events great successes, the SAPA Board of Directors and 
Advisory Committee for guidance, and thank all the SAPA members, friends, and sponsors for the 
continuing support.  In this difficult time, wish you and your family stay safe and in good health.  
Together, we will prevail! 
 
Wansheng Jerry Liu, JD, PhD 
SAPA President & 2020 SAPA Annual Conference Chair 
Partner & Chair of China Practice Group, Fox Rothschild LLP 
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Program at a Glance 
 

Friday, October 2, 2020  

9:00 am – 12:00 pm Parallel Session A:  SAPA CEO Forum 

9:00 am – 12:00 pm Parallel Session B:  Precision Medicine in the Horizon of Drug Discovery and 
Development 

9:00 am – 12:00 pm Parallel Session C:  Data Driven and Informed Decisions 

1:00 pm – 4:10 pm Plenary Session 1 (P1):  Celebrate Leadership and Innovation, Embrace Diversity, 
Foster Career 

4:15 pm – 6:15 pm Parallel Session D:  Career Skillset Development: Story Telling 

4:15 pm – 5:15 pm Additional Parallel Interactive Network Sessions 

8:00 pm – 10:00 pm Parallel Session E:  Business Development (BD) Forum: Cross-Border 
Transactions In the Midst of COVID-19 

 

Saturday, October 3, 2020  

9:00 am – 12:00 pm Plenary Session 2 (P2):  Promote Science, Advocate Compliance, Cooperation, and 
Service 

1:00 pm – 4:00 pm Parallel Session F:  Innovative Programs from FDA Oncology Center of Excellence:  
Expediting Drug Development and Regulatory Review 

1:00 pm – 4:00 pm Parallel Session G:  Technical and Strategic Innovations in CMC Development 

1:00 pm – 4:00 pm Parallel Session H:  Toward a COVID-19 Cure: Infectious Disease Drug and Vaccine 

4:00 pm – 5:00 pm Additional Parallel Interactive Network Sessions 

8:00 pm – 11:00 pm Parallel Session I:  From Roadshow to Bell: A Crash Course in Entrepreneurship 

 

 
 

 

Sunday, October 4, 2020  

9:00 am – 12:00 pm Parallel Session J:  SAPA Healthcare Innovation Roadshow 

Individually 
Scheduled 

Parallel Session K:  Private! Direct communication! Convenient One-on-One 

Session！ 
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About SAPA 
 

 

 

SAPA Mission 

 To promote advancement of pharmaceutical science and 
biotechnology 

 To make contributions benefiting public health education 

 To promote scientific exchange and business cooperation  

 To foster career growth of pharmaceutical and biomedical 
professionals 

Introduction to SAPA 

SAPA was founded in 1993 in the US as a non-profit 
organization and since then has grown rapidly and become one 
of the most active and well-recognized professional 
organizations in the US with a membership base of over 6,000. 
SAPA is headquartered in the Greater New York area 
(NJ/NY/CT) with six US regional chapters (SAPA-NE in New 
England, SAPA-GP in Greater Philadelphia, SAPA-CT in 
Connecticut, SAPA-DC in Greater Washington DC area, 
SAPA-MW in Midwest area, and SAPA-West in West Coast), 
and one chapter in China. SAPA members are engaged in drug 
discovery, pre-clinical & clinical development, manufacturing, 
regulation, marketing, and distribution of pharmaceuticals and 
biotech therapeutic products. To fulfill its missions, each year 
SAPA and its regional chapters organize and sponsor many 
events including annual conferences, scientific symposia, 
seminars, workshops, and social activities both in the US and 
China. These events have been supported and sponsored by 
many organizations, including major pharmaceutical, biotech 
and CRO companies as well as many Bio-Parks and 
Development Zones in China. 

 

SAPA Organization 
Structure 

 SAPA Executive Council (EC): President, President-

Elect, Immediate-Past-President, Executive Vice 
President, Vice Presidents, General Secretary, EC 
Members, and Standing Department Heads. Conducting 
SAPA daily operations, organizing SAPA events and 
activities. 

 SAPA Board of Directors (BD):  BD Chair and BD 

Members including SAPA President and Immediate-
Past-President. Setting up policies and regulations, 
nominating and approving SAPA officers, and guiding 
SAPA direction. 

 SAPA Advisory Committee (AC):  Chaired by SAPA 

Immediate-Past-President and over 20 AC Members.  
Advising, guiding and supporting. 

SAPA Locations 

 SAPA Headquarters: New Jersey, USA 

 SAPA-CT (Connecticut Chapter): Connecticut, USA  

 SAPA-DC (Greater Washington DC Chapter): Greater 
Washington DC areas, USA 

 SAPA-GP (Greater Philadelphia Chapter): Philadelphia 
and other Pennsylvania areas, USA 

 SAPA-MW (Mid-West Chapter): Illinois and Indiana 
areas, USA 

 SAPA-NE (New England Chapter): Boston and New 
England areas, USA 

 SAPA-WEST (West Chapter): California, USA 
SAPA-China: China  

 

美中醫藥開發協會 

Sino-American Pharmaceutical 
Professionals Association  
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President   Wansheng Jerry Liu, JD, PhD  

President-Elect  John Sun, PhD, MBA 

Immediate-Past President Xiaole Shen, PhD 

Vice Presidents and   Jasmine Cui, PhD, Jing Yang, PhD, Haipeng Cheng, PhD, Vince Deng, PhD, 
Chapter Presidents  Qiying Hu, PhD, and Yan Yan, MD, PhD 

 

Executive Council (EC) Members (2019 – 2020) 

Xiang Cao, PhD 

Long Chen, PhD 

Xiaodong Chen*, PhD 

Haipeng Cheng, PhD 

Mangeng Cheng, PhD 

David Cragin, PhD 

Haifeng Cui, PhD 

Jisong Cui, PhD 

Lingquan Deng, PhD 

Wei Ding, PhD 

Tuochuan Dong, PhD 

Haixia Feng*  

Yong Guo*, PhD 

Qingying Hu, PhD 

Lisa Huang, PhD 

Yanming Jiang, PhD 

Changhui Li, PhD 

Jerry Jing Li, PhD 

Kejie Li, PhD 

Alan Lin, PhD 

Lynn Lin, PhD 

Alicia Liu, PhD 

Haiying Liu, PhD 

Ling Liu, PhD 

Xiuling Lu, PhD 

Bo Qu, PhD 

Li Ren, PhD 

Eric Rong 

Yongchao Su, PhD 

Xin Tao, PhD 

Li Wan, PhD 

Jansen Wang, PhD 

Xiaowen Wang, PhD 

Zhiyun Wang, PhD 

Shifeng Wei, PhD 

Jack Wu*, PhD 

Yan Yan, MD, PhD 

Dexi Yang, PhD 

Fred Yang, PhD 

Guangyao Yang*, MS 

Jing Yang, PhD 

Xiaoyong Yang, PhD 

Xiaowei Zang, PhD 

Aming Zhang, PhD 

Chen Zhao 

Yiming Zhao*, PhD

*Department Directors 

 

Board of Directors (2019 – 2021) 

Min Chen, PhD 

Weiguo Dai, PhD 

Amanda Fu, PhD 

Handan He, PhD 

Jun-Yan Hong, PhD 

Jiangbin (John) Hu, 
PhD 

Baoguo Huang, PhD* 

Huo Li, PhD 

Min Li, PhD 

Yongmei Li, PhD 

Jian Liu, PhD 

Wansheng (Jerry) Liu, 
PhD, JD 

Xiaole Shen, PhD 

Lei Tang, PhD 

Huayi Tong, PhD 

Charles Wang, PhD 

Jianji Wang, PhD 

Yusheng Wu, PhD 

Zhenhua Wu, PhD 

Mingde Xia, PhD 

Zhi-Xin (Rick) Xu, 
PhD  

Steven Yu, PhD 

Hancheng Zhang, 
PhD 

Xiangyang (Sean) 
Zhang, MD 

*Chair of the Board of Directors 

Advisory Committee Members 

Jiwen Chen, PhD* 

Li Chen, PhD 

Xin Du, PhD 

Junning Lee, PhD 

Jian Li, PhD 

Kechun Li, PhD              

Puchun Liu, PhD 

Li Shi, PhD 

Tony Tong, PhD 

Jin Wang, PhD 

Jingsong Wang, PhD 

Shifeng Wei, PhD 

Li Yan, PhD 

Dan Zhang, PhD

*Chair of the Advisory Committee 
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Former SAPA Presidents 

Xiucai Liu, PhD  1993-94 

Guohua Zhang, PhD 1994-95 

Jun-Yan Hong, PhD 1995-96 

Bill S. Wei, PhD  1996-97 

Puchun Liu, PhD  1997-98 

Junning Lee, PhD  1998-99 

Lihu Yang, PhD  1999-00 

Rick Z-X Xu, PhD  2000-01 

Li Chen, PhD  2001-02 

Jianzhong Guo, PhD 2002-03 

Min Li, PhD  2003-04 

John J. Hu, PhD  2004-05 

Yusheng Wu, PhD 2005-06 

Charles Ying Wang, PhD 2006-07 

Hancheng Zhang, PhD 2007-08 

Mingde Xia, PhD  2008-09 

Jisong Cui, PhD  2009-10 

Jianji Wang, PhD  2010-11 

Baoguo Huang, PhD 2011-12 

Handan He, PhD  2012-13 

Jiwen Chen, PhD  2013-14 

Ning Yan, PhD  2014-15 

Weiguo Dai, PhD  2015-16 

Lei Tang, PhD  2016-17 

Jian Liu, PhD  2017-18 

Xiaole Shen, PhD  2018-19 

 

2020 SAPA Annual Conference  
Organizing Committee 

Conference Chair: Wansheng Jerry Liu, JD, PhD 

Conference Co-Chair: John Sun, PhD, MBA 

 
Xiang Cao, PhD  

Jiangchao Chen, PhD 

Serena Shan Chen 

Veronica Chen, PhD 

Xiaodong Chen, PhD 

Yvonne Cheng, MS 

Weiguo Dai, PhD 

Wei Ding, PhD 

Tuochuan Dong, PhD 

Helena Feng 

Frank Gan, PharmD 

Chenchao Gao, PhD 

Jiawei Gong, PhD 

Yong Guo, PhD 

Andy Han, MS 

Baoguo Huang, PhD 

Lisa Huang, PhD 

Yanming Brian Jiang 

Jerry J. Li, PhD 

Alicia Liu, PhD 

James Liu, PhD, MBA 

Jian Liu, PhD  

Ling Liu, PhD 

Jiajun Mei, PhD 

Li Ren, PhD 

Eric Rong 

Su-Fen Pu, MD, PhD 

Xiaole Shen, PhD 

Siqing (Sherry) Song, 
PhD 

Jessica Tang, PhD 

Mark Tang 

Li Wan, PhD 

Jin Wang, PhD 

Wenyan Wang, PhD 

Xiaowen Wang, PhD 

Hongye Wei, MS 

Jack Wu, PhD 

Aiguo Xu, PhD 

Jun (Stephen) Xue, MS 

Xiaojiao Xue, PhD 

Yan Yan, MD, PhD 

Dexi Yang, PhD 

Guangyao Yang, MS 

Xiaowei Zang, PhD 

Aming Zhang, PhD 

Yulan Zhang, MS 

Tianhao Zhao 

Yiming Zhao, PhD 
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SAPA Events – A year in review 
2019-2020 
 

Date Chapter Event Location 

Sep 27-28, 2019 SAPA-HQ 27th SAPA Annual Conference focused on 
“Connecting the Dots-Pharmaceutical R&D, 
Regulation, and Beyond”  

Somerset, NJ 

Oct 5, 2019 SAPA-DC 4th Annual Conference “Seeing the Full Picture: 
Integrating Global Resources to Deliver Better 
Medicine” 

Washington, DC 

Oct 19, 2019 SAPA-CT 6th SAPA-CT Annual Conference, 
Advancements in Bio-Pharma   

New Haven, CT 

Oct 26, 2019 SAPA-NE Scientific Symposium - “Leap Forward to Cure” 
the 3rd Gene Therapy Symposium  

Cambridge, MA  

May 23, 2020 SAPA-NE Face Shield by Teens-Supporting Medical 

Professionals 
Boston, MA 

May 28, 2020 SAPA-NE Webinar: Road to IPO in Hong Kong Online 

Sept 23, 2020 SAPA-NE Webinar: Prepare for a successful Biotech IPO 
in US 

Online 

Nov 23, 2019 SAPA-HQ 2019 Med-allied CSSA x SAPA Career 
Symposium 

New York, NY 

Dec 6, 2019 SAPA-HQ 2019 SAPA Distinguished Achievement Award 
Speech-Dr. Xiaodong Wang 

Princeton, NJ 

Dec 7, 2019 SAPA-GP 2019 Philadelphia Pharmaceutical Symposium Philadelphia, PA 

Dec 14, 2019 SAPA-GP SAPA-GP Career Development Workshop Philadelphia, PA 

Jan 13, 2020  SAPA-HQ  2020 SAPA-Fox Rothschild Investment Forum 

at 38th J.P. Morgan Healthcare Conference 
San Francisco, CA 

Feb 5, 2020 SAPA-HQ SAPA-Webinar for COVID-19 1: Talk with Dr. 

David Ho for COVID-19 
Online 

Feb 13, 2020  SAPA-HQ & DC SAPA-Webinar for COVID-19 2: Talk with Dr. 
Wilbur Chen for Vaccine Development for 

Emerging Pathogens 

Online 

Feb 22, 2020  SAPA-MW The Midwest Antibody Forum-Key Knowledge 
to the Antibody CMC & Pharmacology 

Skokie, IL 
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Feb 25, 2020  SAPA-HQ & MW SAPA-Webinar for COVID-19 3: Talk with Dr. 

Lijun Rong for Drug Development for COVID-19 
Online 

Apr 22, 2020 SAPA-HQ & CT SAPA-Webinar for COVID-19 4: Talk with Dr. 
Xiaobo Zhong for Medication in the Time of 

COVID-19 

Online 

May 30, 2020 SAPA-HQ 2020 SAPA Day- Celebrating Volunteerism and 

Community Network 
Online 

Jun 20, 2020 SAPA-HQ with 
all chapters 

2020 SAPA Healthcare Investment Forum & 
Roadshow 

Online 

Jun 25-26, 2020 SAPA-GP SAPA-GP Webinar Series: Dr. Hangwen Li: 
Creative Vaccine Development Strategies Amid 
the COVID-19 Outbreak 

Online 

Jul 9, 2020 SAPA-GP SAPA-GP Webinar Series: Career Workshop Online 

Jul 18, 2020 SAPA-HQ & CT SAPA Online Career Development Workshop: 
Addressing Pain Points 

Online 

Jul 23, 2020 SAPA-GP SAPA-GP Webinar Series: Buckle up for a 
bumpy ride-capital market update and exit 
strategy planning under the global pandemic 

Online 

Aug 5, 2020 SAPA-GP SAPA-GP Webinar Series: Career Workshop-

accent reduction 
Online 

Aug 15, 2020 SAPA-HQ Scientific Symposium: Driving Transformation 

in Biomedical Innovation 
Online 

Aug 20, 2020 SAPA-GP SAPA-GP Webinar Series: Legal and 
Regulatory 

Online 

Sep 10, 2020 SAPA-GP SAPA-GP Webinar Series: Control Your Own 
Destiny 

Online 

Sep 24, 2020 SAPA-GP SAPA-GP Webinar Series: The Chinese 
American Experience Evolving Tension in US-
China Relations 

Online 

Oct 2-4, 2020 SAPA-HQ 28th SAPA Annual Conference: Unprecedented 
Challenges and Opportunities - Unique Roles of 
Pharma and Biotech in the New Era 

Online 
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Conference Program 
Friday, October 2, 2020 
 
Friday, October 2, 2020, 9:00 am – 12:00 pm                         

  

Session A:  SAPA CEO Forum 

 
Session Moderators:  Yiming Zhao, PhD, Aming Zhang, PhD, Tuochuan Dong, PhD, and 

Ling Liu, PhD 
 

The SAPA CEO Forum is a unique platform for education, discussion, and debate around current and future 
challenges and opportunities in the pharmaceutical industry. This roundtable discussion will depict industry 
trends and provide insights into future growth and development. It will also offer strategy, as portfolios 
continue to advance and evolve. Topics will include entrepreneurship, innovation, healthcare policy, 
regulatory reform, production and quality, financing in the US and China, current challenges in recruitment 
and talent development, and opportunities for unique and beneficial partnership structures. You will hear live 
stories, opinions, and solutions from successful CEOs from both the US and China. You might find answers 
and career advice from these distinguished leaders. 

 

9:00 – 10:30 am 
 
 

 Lars Birgerson, MD, PhD, CEO, Adlai Nortye US 

 Atul Deshpande, PhD, MBA, Chief Strategy Officer, Head of U.S. 

Operations; Harbour BioMed 

 Jian Liu, PhD, CSO and Site Head, Eternity Bioscience, Inc. 

 Zhinuan Yu, PhD, CVP, Biometrics and Regulatory Enabling 
Functions, Antengene Corporation 
 

10:30 am – 12:00 pm 
 
 

 John Gregg, CEO, BalinBac Therapeutics, Inc. 

 Ken Horne, President & COO, Teon Therapeutics, Inc. 

 Liang Schweizer, PhD, Co-Founder and CEO, HiFiBiO Therapeutics 

 Vipula Tailor, CEO, Azure8  

 

Friday, October 2, 2020, 9:00 am – 12:00 pm                         

  

Session B:  Precision Medicine in the Horizon of Drug 
Discovery and Development 

 
Session Moderators:  Lisa Huang, PhD and Wei Ding, PhD 

 

Precision medicine is a medical model that proposes the customization of healthcare.  Rather than a one-
drug-fits-all model, medical decisions, treatments, practices, or products will be tailored to a subgroup of 
patients.  This session will focus on current trends and potential applications of precision medicine within the 
context of drug discovery and development. 
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9:00 – 9:05 am Session Opening Remarks 

Lisa Huang, PhD, Director, BGI Americas 

Wei Ding, PhD, Head of R&D/Bioinformatics, Admera Health/Admera Health  

   China 

9:05 – 9:45 am Artificial Intelligence’s Role in Adoption of Precision Medicine 
Innovation 

Kamala K. Maddali DVM, PhD, Global VP, Deep Lens 

The talk will focus on the following: 
1) Advancements in Precision Medicine-overview of diagnostics and therapies. 
2) Industry overview on clinical trials in Precision Medicine. 
3) Challenges in adoption of approved treatments, current trials, and diagnostics. 
4) Role of Artificial Intelligence in adoption of Precision Medicine Innovation from trials to therapies. 
5) Case studies and prospects. 

 

9:45 – 10:25 am Regulatory Perspective on the Rise of Companion Diagnostics 

Eunice Lee, PhD, Executive Director, Global Regulatory Affairs, Merck & Co., 

Inc. 

In recent years, precision medicine has been propelled by advances in technologies and clinical science. 
This has allowed for healthcare management and treatment decisions to be tailored to patients. The growing 
impact of biomarker testing on the oncology market demonstrates the essential role that diagnostics play to 
enable the successful development and delivery of effective biomarker-driven medicines to patients. This 
presentation will provide an overview of the regulatory framework for companion diagnostics and discuss the 
increasing regulatory complexities over the last couple decades.  In addition, the challenges, end-to-end 
considerations, and best practices for the coordinated development of a drug and diagnostic will be reviewed. 
 

10:25 – 10:35 am Coffee Breaks 

10:35 – 11:15 am Challenges of Patient Selection Based on the Molecular Profile in 
Oncology Clinical Development 
Jerry Huang, MD, PhD, President, MG BioPharma Consulting, LLC 
 
Precision medicine often refers to “the right patient with the right drug at the right dose at the right time.” 
Advances in genomics/genetics, computational biology, and data mining, together with the growth of the 
pharmaceutical/biotech and medical device industries, have created the opportunity to bring personalized 
treatments for cancer patients. However, selecting patients with the oncogenic driver and the specific genetic 
aberration using the appropriate detection methodology remains a challenge in oncology drug development. 
EGFR mutations in NSCLC and FGFR2 fusions in cholangiocarcinoma are two examples. Whether RT-PCR, 
FISH or NGS should be utilized to identify the abnormality in patient selection and when companion 
diagnostics should be developed during clinical development will be discussed. 
 

11:15 – 11:55 am Bioanalytical Strategies for Gene and Cell Therapy 

Jim McNally, PhD, CSO from BioAgilytix 

Novel biotherapeutics such as cell and gene therapy have unique challenges for bioanalysis. 
Pharmacokinetics and immunogenicity testing take on different forms and timing for implementation as 
compared to “standard” large molecule biotherapeutics. There are a number of different platforms and 
strategies utilized which will be discussed in this presentation. Emphasis on the unique aspects of bioanalysis 
with these therapies will be given. 
 

11:55 am – 12:00 
pm 

Session Closing Remarks 

Lisa Huang, PhD, Director, BGI Americas 

Wei Ding, PhD, Head of R&D/Bioinformatics, Admera Health/Admera Health  

   China 
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Friday, October 2, 2020, 9:00 am – 12:00 pm                         

  

Session C:  Data Driven and Informed Decisions 

 
Session Moderators:  Yanming Brian Jiang, MS, Yan Yan, MD, PhD, and Jerry J. Li, PhD 

 

Statistics and data science have become increasingly critical to drug development. Statisticians play 
important roles throughout the process from study design, trial monitoring, data analysis, to regulatory 
submission. Statistical reviewers at regulatory agencies ensure the design rigor and data integrity. As with 
other aspects of our modern life, data sciences, especially artificial intelligence, are starting to revolutionize 
drug development. In this session distinguished speakers from industry and health authorities will share their 
perspectives on how data sciences and statistics are instrumental in the drug development and review 
process. 

 
 

9:00 – 9:05 am 
 
 

Session Opening Remarks 
Yanming Brian Jiang, MS, IT Lead, Regeneron 

Yan Yan, MD, PhD, Associate Director, CRISPR Therapeutics 
Jerry J. Li, PhD, Principal Scientist, BARDS, Global Clinical Development, 
Merck & Co, Inc. 
 

9:05 – 9:30 am 
 
 

FDA NDA/BLA Review Case Studies 
Kun He, PhD, Chief Statistician, R&G US Inc. 

In this presentation several NDA/BLA and IND review examples will be discussed to illustrate the dynamics 
of the reviewing process covering the regulatory, clinical and statistical considerations in decision making. 

 

9:30 – 9:55 am 
 

Evolution of the Role of Statistician in the Era of Data Science 
Toshio Kimura, Senior Director, Medical Analytics, Regeneron 
Pharmaceuticals 

Traditionally, roles and responsibilities of research teams have been defined by specialization and follow an 
ordered process of deliverables. First the medical director defines the research question, then the statistician 
performs the statistical analysis, and finally the publication manager or medical writer authors the report. This 
partitioning of responsibilities worked during the previous generation of clinical research; however, this model 
may not be optimal in the modern era of data science. The definition of the research question can now be 
chosen by data-driven approaches which utilize advanced data analysis methods, such as machine learning. 
Use of these methods require expertise, necessitating the involvement of the statistician in the process of 
defining the research question. Furthermore, the use of novel data analysis methods may be more clearly 
explained by the statistician leading to involvement in writing the methods, interpretation and discussion of 
results. For an organization to fully leverage the available data and the changing landscape of clinical 
research towards data-driven decision-making, the role of the statistician must evolve as a cross-functional 
team member who can provide valuable input in each stage of the research process. 

 

9:55 – 10:20 am 
 

Decentralization of Clinical Investigations – The New Normal?  
How do Operationalize and Ensure Benefits for All Stakeholders 

Mohammed Ali, Global Head Digital Trials, Global Clinical Operations, 

Boehringer Ingelheim Pharma GmbH & Co. KG 

This discussion will look at the current history of DCTs and their adoption, as well as examine the overarching 
issues for scale within the stakeholders necessary for execution and success. 
 

10:20 – 10:30 am Coffee Break 
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10:30 – 10:55 am Vaccine Development at Warp Speed 
Jonathan Hartzel, PhD, Executive Director, Head of Vaccine Statistics, Late 
Development Statistics, BARDS, Merck & Co., Inc. 

Vaccine development is a long and complicated process with a high rate of failure.  Development often spans 
more than 10 years with fewer than 10% of vaccine candidates ever-achieving approval.  Yet, we find 
ourselves in the midst of a pandemic with hopes riding on finding a vaccine to help prevent or reduce COVID-
19 disease.  Over 100 vaccine candidates are in various phases of development with the lofty goal of 
developing a vaccine in 6 to 12 months that is both safe and efficacious. In this talk we will review the 
development phases of a vaccine and the challenges that are faced when the development timeline is 
constrained.  Examples from both successful and unsuccessful vaccine programs will be presented to 
highlight ways in which these challenges may be overcome. 
 
 

10:55 – 11:20 am Depth Importance in Precision Medicine (DIPM):  A Tree and Forest 
Based Method for Right-Censored Survival Outcomes 
Heping Zhang, PhD, Susan Dwight Bliss Professor of Statistics, Yale 
University 

Many clinical trials have been conducted to compare right-censored survival outcomes between 
interventions. Such comparisons are made based on the entire group receiving one intervention. To identify 
subgroups which the preferential treatment may differ from overall group, we propose Depth Importance in 
Precision Medicine (DIPM) method for such data within the precision medicine framework. The approach 
modifies split criteria of traditional classification tree to fit precision medicine setting. Then, a random forest 
of trees is constructed at each node. The forest is used to calculate depth variable importance scores for 
each candidate split variable. The variable with the highest score is identified as the best variable to split the 
node. The importance score is flexible and simply constructed measure that makes use of the observation 
that more important variables tend to be selected closer to the root nodes of trees. The DIPM method is 
primarily designed for analysis of clinical data with two treatment groups. We present extension to the case 
of more than two treatment groups. We use simulation studies to demonstrate accuracy and provide results 
of applications to two real-world datasets. In case of one dataset, DIPM method outperforms an existing 
method, and a primary motivation of this paper is the ability of DIPM method to address shortcomings of this 
existing method. Altogether, DIPM method yields promising results that demonstrate its capacity to guide 
personalized treatment decisions in cases with right-censored survival outcomes. Joint work with Victoria 
Chen. 

 

11:20 – 11:45 am Towards Multi-Sourced Data Integration: Building Graph 
Convolutional Networks for In-silico Drug Discovery 
Mu Zhou, PhD, Senior Manager, SenseBrain Technology 

Mining disease and drug association and their interactions are essential for developing computational models 
in drug repurposing and understanding underlying biological mechanisms. Recently, large-scale biological 
databases are increasingly available for pharmaceutical research, allowing for deep characterization for 
molecular informatics and drug discovery. In this talk, I will discuss novel graph convolution network (GCN) 
models that integrate multi-scale pharmaceutical information. Especially the introduction of protein nodes 
serve as a bridge of message passing, which provides insights into the protein-protein interaction (PPI) 
network for improved in-silico drug repositioning assessment. In addition, I will present how GCN models can 
be applied to achieve accurate prediction of cancer drug response integrating multiple omics profiles from 
cancer tissues. 
 

11:45 am – 12:00 
pm 

Open Discussion and Session Closing Remarks 
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Friday, October 2, 2020, 1:00 pm – 4:00 pm                         

  

Plenary Session 1 (P1):  Celebrate Leadership and 
Innovation, Embrace Diversity, 
Foster Career 

 
Session Moderators:  Wansheng Jerry Liu, JD, PhD, Xiaole Shen, PhD, and  

John Sun, PhD, MBA 
 

This session will start with a powerful Women Professionals panel discussion in collaboration with BioNJ.  
Prominent women leaders will share their experience and views on the topics related to leadership, gender 
equality, and career advancement of female professionals, as well as diversity and inclusion in the workplace.  
 
The world is facing unprecedented challenges from the COVID-19 pandemic.  People everywhere are 
anxiously awaiting the emergence of effective vaccines and better therapies.  The pharmaceutical and 
biotech industry have therefore become ever more vital. This session will feature our keynote speaker, Mr. 
Kenneth Frazier, Chairman, President and CEO of Merck, and other industry leaders, who will share their 
experience, viewpoints, and visions on the war between virus and humans.  We will take the opportunity to 
honor and celebrate the great achievements of Dr. Roy Vagelos, Chairman of the Board at Regeneron, the 
retired Chairman and CEO of Merck, and a renowned philanthropist, who led the way in conquering prior 
viruses and saved millions of lives, and Dr. Virginia M.-Y. Lee, Professor at the University of Pennsylvania, 
the Laureate of 2020 Breakthrough Prize in Life Sciences, whose research in understanding how misfolded 
proteins can spread through cells has laid a foundation for development of therapies for treatment of diseases 
such as Alzheimer’s, Parkinson’s, and Lou Gehrig's, among others. With them, we celebrate science, 
innovation, and humanity, and showcase our industry’s unique role and great promise for promoting health 
and saving lives in the new era. 

 
 

1:00 – 1:10 pm 
 
 

Opening Remarks 
Wansheng Jerry Liu, JD, PhD, SAPA President 2019-2020, Partner & Chair 
of China Practice, Fox Rothschild LLP 
 

1:10 – 2:00 pm 
In partnership with 

 

Panel Discussion – Women Professionals: Career Advancement, 
Leadership, and Diversity and Inclusion in Workplace 

Moderator: 
Debbie Hart, MS, CAE, APR, President & CEO, BioNJ 
 
Panelists: 

 Kimberly Gatling, JD, Partner and Chief Diversity/Inclusion Officer, Fox 

Rothschild LLP 

 Caroline McGregor, PhD, Vice President, Analytical R&D, Merck & Co., 

Inc. 

 Tint Tint Yap, Vice President, Integration, Separation and Transition, 

Bayer 

 Litao Zhang, PhD, Global Head of Discovery Technology and Molecular 

Pharmacology (DTMP), Janssen Pharmaceuticals (Johnson & Johnson) 
 

2:00 – 2:25 pm SAPA Lifetime Achievement Awardee Presentation 
Transmission of Misfolded Proteins in Neurodegenerative 
Disorders: A Common Mechanism of Disease Progression 

Virginia Man-Yee Lee, PhD, John H. Ware 3rd Professor in Alzheimer’s 
Research, Director of the Center for Neurodegenerative Disease Research and 
Co-Director of the Marian S. Ware Alzheimer Drug Discovery Program, 
University of Pennsylvania 

The formation of misfolded pathological protein aggregates by disease-specific proteins is a common feature 
of many neurodegenerative diseases and are believed to cause neuronal dysfunction directly or indirectly. 
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Recent studies have strongly implicated cell-to-cell transmission of misfolded proteins through templated 
recruitment as a common mechanism for the onset and progression of various neurodegenerative disorders. 
Emerging evidence also suggests the presence of conformationally diverse “strains” for each type of disease 
protein, which may be another shared feature of pathological aggregates, accounting for the tremendous 
heterogeneity within each category of diseases. In Alzheimer’s disease and other age-related tauopathies, 
the normally soluble tau protein accumulates as insoluble neurofibrillary tangles (NFTs), whereas in 
Parkinson’s disease and other related synucleinopathies, the highly soluble α-synuclein protein are converted 
to aggregated Lewy bodies (LBs) in neuron and glia and finally TDP-43 forms cytoplasmic inclusions in 
frontotemporal dementia (FTLD-TDP) and amyotrophic lateral sclerosis (ALS).  We have developed in vivo 
transmission models of tauopathies, synucleinopathies and TDP-43 proteinopathies and have used them to 
test the “transmission” hypothesis and the “strain” hypothesis in order to elucidate mechanisms of progressive 
spread of NFTs, LBs and TDP-43 aggregates as well as to explore the molecular basis of strain heterogeneity.   
 

2:25 – 2:35 pm Coffee Break 

2:35 – 3:00 pm SAPA Lifetime Achievement Awardee Presentation 

Can a Single Company Impact a Global Health Problem? 

P. Roy Vagelos, MD, Retired Chairman & CEO, Merck & Co, Inc., Chairman of 

the Board, Regeneron Pharmaceuticals, Inc. 

Merck researchers faced two global problems that required interesting novel solutions.  The stories behind 
the treatment for River Blindness in Africa and the hepatitis B vaccine in China. 
 

3:00 – 3:25 pm Keynote Speech: Moral Leadership 

Kenneth C. Frazier, Chairman and Chief Executive Officer, Merck & Co., Inc. 

SAPA presented SAPA Award for Distinguished Leadership in Life Science and Healthcare to Mr. Kenneth 
C. Frazier.  
 

3:25 – 3:40 pm CEO Fireside Chat (Q&A Format) 
Kenneth C. Frazier, Chairman and Chief Executive Officer, Merck & Co., Inc. 

P. Roy Vagelos, MD, Retired Chairman & CEO, Merck & Co, Inc., Chairman of 

the Board, Regeneron Pharmaceuticals, Inc. 

3:40 – 4:10 pm Beyond COVID-19:  Modernizing Clinical Trial Conduct 
Simon Trowell, VP, Quality & Risk Management, Clinical Operations, 
Pharmaceutical R&D, GSK; Chair of TransCelerate Clinical Oversight 
Committee 

The COVID-19 pandemic required swift implementation of innovative solutions to protect participant safety 
and enable clinical trial continuity.  The pandemic catalyzed the expansion and acceleration of existing 
continuity solutions as well as establishment of new ones.  These continuity solutions should be evaluated 
for extension beyond the pandemic to retain the benefits for trial participants and modernize clinical trials. 
This presentation is based on the TransCelerate whitepaper which describes the broad categories of 
continuity solutions utilized, the challenges related to their use, and the factors that made implementation 
successful. 

 
 

Friday, October 2, 2020, 4:15 pm – 6:15 pm                         

  

Session D:  Career Skillset Development: Story Telling 

 
Session Moderators:  Yong Guo, PhD, Sara Gao, MS,  Li Ren, PhD, and  

Xiaowen Wang, PhD 
 

No doubt about it, the best speakers are good storytellers. The best writers are good storytellers. The best 
leaders are good storytellers. The best teachers and trainers and coaches are good storytellers. It might even 
be said that the best parents are good storytellers. Storytelling is one of humanity's oldest — and most 
important — art forms. For thousands of years, we have told stories to entertain and educate, to share ideas 
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from person to person and from generation to generation, and to make sense of the world around us. In this 
year's SAPA annual conference career development session, we will share with the audience a few basic 
elements every good story should have — so you can start to tell your own powerful, authentic stories. Be 
prepared to come to an interactive session.  Be ready to practice what you learn on the spot.  By learning to 
meld left-brain data-based information into a good story, you will enhance your power to move others to 
action.  

 

Friday, October 2, 2020, 4:15 pm – 5:15 pm                         

  

Additional Parallel Interactive Network Sessions 
 

These additional parallel network sessions provide the conference participants more opportunities to interact 
with the speakers, panelists, and other attendees.  These sessions are designed to align with the respective 
formal sessions so participants can ask more questions and address the hot topics and subjects in these 
areas. 

 

Virtual Room #F1:  CEO Forum 

 
Virtual Room #F2:  Precision Medicine 

 
Virtual Room #F3:  Data Science and Biostatistics 

 
Virtual Room #F4:  Business Development 
 

Friday, October 2, 2020, 4:15 pm – 5:15 pm                         

  

Sponsor Company Virtual Booths 
 
We are grateful for our sponsor companies to set up virtual booths to showcase their companies and recruit 
new talents.  You are welcome to visit these sessions. 

 

Virtual Room #F5: BMS Virtual Career Fairs 
This virtual booth is for meeting attendees who are interested in BMS positions. There will be talent 
acquisition partner and representatives to meet you at breakout rooms. 

 
Session Moderators: Michael Wu, Business Continuity Lead, Bristol Myers Squibb 

Panelists: 

• Caroline Rendle, Senior Talent Acquisition Partner, Talent Strategy & Acquisition, 
Bristol Myers Squibb 

• Anju Shukla, Senior Scientist, Process Analytics, Bristol Myers Squibb 
• Chun Shao, Senior Scientist I, BPD Analytical Development, Bristol Myers Squibb 
• Zhen Tong, Manager MS&T Upstream, Bristol Myers Squibb 

Meeting Link (Microsoft Teams):  please click here to join 

Or join Microsoft Teams Meeting  

• +1 908-409-1059   United States, Elizabeth (Toll)  
• (833) 733-5876   United States (Toll-free)  
• Conference ID: 674 784 498# 

https://teams.microsoft.com/l/meetup-join/19%3ameeting_ZDkxMDMyY2YtYjc4Zi00NWI0LWE0NzItYzE2OGYwYWI1MDE5%40thread.v2/0?context=%7b%22Tid%22%3a%2271e34cb8-3a56-4fd5-a259-4acadab6e4ac%22%2c%22Oid%22%3a%2211e3cb11-590f-4fa7-812b-1c54b07ce1f7%22%7d
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Virtual Room #F6: CR Medlcon Virtual Career Fairs 
 

https://zoom.us/j/7181457097 

• Meeting ID: 718 145 7097 

One tap mobile: 
• +19292056099,,7181457097# US (New York) 
• +13017158592,,7181457097# US (Germantown) 

Dial by your location: 
• +1 929 205 6099 US (New York) 
• +1 301 715 8592 US (Germantown) 
• +1 312 626 6799 US (Chicago) 
• +1 669 900 6833 US (San Jose) 
• +1 253 215 8782 US (Tacoma) 
• +1 346 248 7799 US (Houston) 
Meeting ID: 718 145 7097 

Find your local number: https://zoom.us/u/ax5OzCeqg  

 
Virtual Room #F7: Deloitte Virtual Career Fairs 

 

https://deloitte.zoom.us/j/96794384920?pwd=WkN3aVFlM2FLQy9UUjJwUjdhSU9vUT09 

• Meeting ID:        967 9438 4920 
• Password:          678985 

Virtual Room #F8a: Shanghai Medicilon Virtual Fairs 
 
https://zoom.com.cn/j/8257317963?pwd=TldQNitKYWxnKzRDc3p6KzJBcytWZz09 

• Meeting ID: 825 731 7963 
• Passcode: med123456 

One tap mobile 

• +13017158592,,8257317963#,,,,,,0#,,316669# US (Germantown) 
• +13126266799,,8257317963#,,,,,,0#,,316669# US (Chicago) 

Dial by your location 

• +1 301 715 8592 US (Germantown) 
• +1 312 626 6799 US (Chicago) 
• +1 646 558 8656 US (New York) 
• +1 346 248 7799 US (Houston) 
• +1 720 707 2699 US (Denver) 
• +1 8186657236(Voxbone) US (Los Angeles) 
• +1 253 215 8782 US (Tacoma) 
• +852 5803 3730 Hong Kong SAR 
• +852 5803 3731 Hong Kong SAR 
• +852 5808 6088 Hong Kong SAR 

 
• Meeting ID: 825 731 7963 
• Passcode: 316669 

https://zoom.us/j/7181457097
https://zoom.us/u/ax5OzCeqg
https://deloitte.zoom.us/j/96794384920?pwd=WkN3aVFlM2FLQy9UUjJwUjdhSU9vUT09
https://zoom.com.cn/j/8257317963?pwd=TldQNitKYWxnKzRDc3p6KzJBcytWZz09
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• Find your local number: https://zoom.com.cn/u/ieRUTd9gk 

Virtual Room #F8b: Shanghai Medicilon Virtual Fairs 
 

https://zoom.com.cn/j/8257317963?pwd=TldQNitKYWxnKzRDc3p6KzJBcytWZz09 

• Meeting ID: 825 731 7963 
• Passcode: med123456 

One tap mobile: 
• +13017158592,,8257317963#,,,,,,0#,,316669# US (Germantown) 
• +13126266799,,8257317963#,,,,,,0#,,316669# US (Chicago) 

Dial by your location: 
• +1 301 715 8592 US (Germantown) 
• +1 312 626 6799 US (Chicago) 
• +1 646 558 8656 US (New York) 
• +1 346 248 7799 US (Houston) 
• +1 720 707 2699 US (Denver) 
• +1 8186657236(Voxbone) US (Los Angeles) 
• +1 253 215 8782 US (Tacoma) 
• +852 5803 3730 Hong Kong SAR 
• +852 5803 3731 Hong Kong SAR 
• +852 5808 6088 Hong Kong SAR 

 
• Meeting ID: 825 731 7963 
• Passcode: 316669 
• Find your local number: https://zoom.com.cn/u/ieRUTd9gk 

 
Virtual Room #F9: WWC CPA Virtual Fairs 

 
https://zoom.us/j/97841960468?pwd=aHRIMTFiUUE0NlpLbGU1SENIWTQ3QT09 

• Meeting ID: 978 4196 0468 
• Passcode: 806322 

One tap mobile: 

• +19292056099,,97841960468# US (New York) 

Find your local number: https://zoom.us/u/a1AIAEYJf 

 
 
 
 
 
 
 
 
 
 
 
 
 

https://zoom.com.cn/u/ieRUTd9gk
https://zoom.com.cn/j/8257317963?pwd=TldQNitKYWxnKzRDc3p6KzJBcytWZz09
https://zoom.com.cn/u/ieRUTd9gk
https://zoom.us/j/97841960468?pwd=aHRIMTFiUUE0NlpLbGU1SENIWTQ3QT09
https://zoom.us/u/a1AIAEYJf
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Friday, October 2, 2020, 8:00 pm – 10:00 pm                         

  

Session E:  Business Development (BD) Forum: Cross-
Border Transactions In the Midst of COVID-19 

 
Session Moderators:  Jack Wu, PhD, Lisa Huang, PhD, and Guangyao Yang, MS 

 

In the first half of 2020, healthcare section has shown exceptionally strong growth and activities in venture 
fundraising and IPOs despite the pandemic of COVID-19. For deal-making, one would expect the imposed 
travel restrictions and social distance may hinder business development process, especially for cross-border 
transactions.  Transactions are built on mutual trust. How to develop the relationship, conduct virtual 
negotiation and due diligence to execute the deals? In this session, our BD&L experts from the US and China 
will share their experience and suggestions on cross-border transactions and successful BD cases. 

 

8:00 – 8:05 pm Opening Remarks 
Jack Wu, PhD, Head of Global Business Development, Antengene 
 

8:05 – 8:25 pm The Emergence and Transformation of China in Biotechnology – 
Partnering with China 
Jimmy Zhang, PhD, MBA, Founder, Chairman and CEO, AccuGen Group 

The China biotech industry is booming, amid government’s strong support owing to its recognition that biotech 
plays critical roles in human health, aging Chinese society and increasing level of pollution, returning of 
Chinese students from overseas and home-grown talents, ever-increasing funding and investment.  The 
intellectual property protection is progressively strengthening.  Recent regulatory reform at NMPA has been 
sending fresh air and excitements to the China biotech industry to advance innovative drug clinical trials and 
registration.  The U.S. biotech and pharma companies need to take advantage of these new progresses to 
accelerate the development and entry of their innovative drugs to China, to compete with potential “me-
too/better’s” and “fast follow-on’s” and capture the full value of their products in China.  However, the pricing 
and reimbursement of innovative drugs are still uncertain at this time.  New measures from the newly 
established State Medical Insurance Administration would clarify and improve the situation. 
 
Entrepreneurs and U.S. biotech companies should take advantage of the vast CRO resources and deep 
pockets of Chinese investors to advance their innovative technologies and drug candidates more rapidly and 
efficiently.  However, CFIUS reviews and export control might significantly hinder U.S. biotech companies to 
receive investments from Chinese investors and to establish collaboration and licensing deals with Chinese 
companies. 
 

8:25 – 8:50 pm Case Studies:  Recent Cross-Border Deals by Chinese Biopharma 
Companies and Significance in Value Creation 

Bing Yuan, PhD, MBA, Chief Strategy and Business Officer; CStone 

Pharmaceuticals 

The China biotech industry is booming, amid government’s strong support owing to its recognition that biotech 
plays critical roles in human health, aging Chinese society and increasing level of pollution, returning of 
Chinese students from overseas and home-grown talents, ever-increasing funding and investment.  The 
intellectual property protection is progressively strengthening.  Recent regulatory reform at NMPA has been 
sending fresh air and excitements to the China biotech industry to advance innovative drug clinical trials and 
registration.  The U.S. biotech and pharma companies need to take advantage of these new progresses to 
accelerate the development and entry of their innovative drugs to China, to compete with potential “me-
too/better’s” and “fast follow-on’s” and capture the full value of their products in China.  However, the pricing 
and reimbursement of innovative drugs are still uncertain at this time.  New measures from the newly 
established State Medical Insurance Administration would clarify and improve the situation. 
 
Entrepreneurs and U.S. biotech companies should take advantage of the vast CRO resources and deep 
pockets of Chinese investors to advance their innovative technologies and drug candidates more rapidly and 
efficiently.  However, CFIUS reviews and export control might significantly hinder U.S. biotech companies to 
receive investments from Chinese investors and to establish collaboration and licensing deals with Chinese 
companies. 
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8:50 – 9:10 pm Partnering in China from the US Biotech’s Perspective 

Eric Risser, MBA, Senior Vice President, Business Development & Portfolio 

Management and Chief Business Officer, Macrogenics 

Discussion of MacroGenics’ experience in executing regional and global partnerships, and a review of 
considerations for structuring, executing, and supporting transactions with Chinese regional partners. 

 

9:10 – 10:00 pm Panel Discussion: 

 Wansheng Jerry Liu, JD, PhD, SAPA President 2019-2020, Partner & 
Chair of China Practice, Fox Rothschild LLP 

 Eric Risser, MBA, Senior Vice President, Business Development & 
Portfolio Management and Chief Business Officer, Macrogenics 

 Bing Yuan, PhD, MBA, Chief Strategy & Business Officer, CStone 

Pharmaceuticals 

 Jimmy Zhang, PhD, MBA, Founder, Chairman and CEO, AccuGen Group 
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Saturday, October 3, 2020 
 
Saturday, October 3, 2020, 9:00 am – 12:00 pm                         

  

Plenary Session 2 (P2):  Promote Science, Advocate 
Compliance, Cooperation, and 
Service 

 
Session Moderators:  John Sun, PhD, MBA, Xiaodong Chen, PhD, Yan Yan, MD, PhD, 

Wansheng Jerry Liu, JD, PhD, and Yong Guo, PhD, MBA 
 

One virus, 23 million infected people, and 800,000 deaths in just eight short months. The COVID-19 
pandemic has been and continues to be a devastating public health threat.  Yet, it has awakened a 
recognition of humanity’s need of science, coupled with sound public policy within a regulatory framework, 
for tackling such a calamity.  This pandemic illustrated the vital need for the cooperation of government, the 
community, industry, academia, basic sciences, and applied technologies to solve a monumental problem.   
 
In plenary session II, you will hear prominent leaders from academia, industry, and regulatory authorities, 
including the two 2020 SAPA Distinguished Achievement Awardees, to share their knowledge and views on 
topics ranging from basic sciences to pharmaceutical development to regulatory approval processes.  In 
addition, this session will also include celebration and recognition of SAPA volunteerism and contributions 
and support from SAPA members and sponsors. 

 
 

9:00 – 9:05 am 
 
 

Opening Remarks 
John Sun, PhD, MBA, SAPA President, 2020-2021, Global Program Lead, 
Global Development Operations, Novartis 
 

9:05 – 9:35 am Catalysts in Cell Therapies for the Next Decade 

Usman “Oz” Azam, MD, President & CEO, Tmunity 

The age of curative cell therapies in cancer has arrived, but how will the world of immune oncology change 
in the next decade, particularly the way we will discover and develop new therapies and target solid tumors? 
 

9:35 – 10:05 am COVID-19 Vaccines: Progress and Impact 
Shan Lu, MD, PhD, Professor, University of Massachusetts Medical School 

There is unprecedented global effort in developing vaccines to control the COVID-19 pandemic. The 
approaches are very diverse and several programs are already in Phase III clinical trials with the aim of 
licensing in the near future.  The basic principles of these approaches will be analyzed.  Their safety profile 
and efficacy expectations will be discussed.  More importantly, the roles of vaccines to fully control COVID 
pandemic will be re-evaluated in light of the current epidemic setting.   
 

10:05 – 10:35 am Research and Early Development at the New BMS! 
Rupert Vessey, PhD, EVP and President, Research and Early Development, 

Bristol Myers Squibb 

This presentation will cover our organization and approach to research and early development including our 
approach to innovative external research. Scientific highlights will include our protein homeostasis and cell 
therapy platforms as well as our extensive use of translational medicine and computational research. 
 

10:35 – 10:45 am Coffee Break 
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10:45 – 11:05 am SAPA Distinguished Achievement Awardee  
Diversifying Your Career Portfolio to Create Higher Return of 
Investments 
Binodh DeSilva, PhD, Vice President, Leads Development & Optimization, 

Bristol Myers Squibb 

I hope to take you on a journey where my motto to be a life long learner has helped me navigate my life and 
career through many different avenues. These experiences both small and significant have enriched my life 
in ways that are beyond my imagination. I am a strong believer of paying forward and creating a community 
where we can uplift each other to be the best they can be.  As all of you have a diversified financial portfolio 
why not create a similar goal for your professional career? 
 

11:05 – 11:25 am SAPA Distinguished Achievement Awardee Presentation: 
Finding Efficacy in ‘Incurable’ Cancers: Emerging Strategies for 
Treating Metastasis 
Yibin Kang, PhD, Warner-Lambert/Parke-Davis Professor of Molecular 

Biology, Princeton University; Associate Director, Rutgers Cancer Institute of 

New Jersey; President, Chinese Biological Investigator Society 

The systemic spread of cancer cells into vital organs is the ultimate cause of a majority of deaths from cancer 
and a leading indicator that conventional treatments will be futile. The metastatic process is complex, 
consisting of a series of potential bottlenecks that may yield numerous therapeutic opportunities to prevent 
or interrupt the metastatic process. However, few successful therapeutic strategies have emerged that 
specifically target metastatic cells or the metastatic process, the closest thus far are the immune activating 
therapies. As many patients present with advanced/metastatic disease, therapies that are effective in treating 
established metastases are urgently needed to meaningfully reduce deaths from late-stage cancers. With 
recent advance in our understanding of tumor-intrinsic pathways and stroma-mediated mechanisms driving 
metastatic colonization and therapeutic resistance, promising strategies are emerging with potential to 
become innovative treatments for metastatic cancers. 
 

11:25 am – 12:00 
pm 

SAPA Membership Update: Service Awards and Election Results 
Yong Guo, PhD, MBA, Professor of Pharmaceutical Sciences, Fairleigh 
Dickinson University 
Baoguo Huang, PhD, Chairman of SAPA Board of Director, Head of US CMC 
External Collaborations, Sanofi 
Wansheng Jerry Liu, JD, PhD, SAPA President 2019-2020, Partner & Chair 
of China Practice, Fox Rothschild LLP 
John Sun, PhD, MBA, SAPA President, 2020-2021, Global Program Lead, 
Global Development Operations, Novartis 

The SAPA President Office and senior leaders will present important update and report to the SAPA 
membership and community: 

 Remark from the Chairman of the SAPA Board of Director. 

 Showcase SAPA strategic partnership with BioNJ. 

 Present the awardees of the SAPA 2020 Scholarship & Excellence in Education for Life Sciences. 

 Year-in-Review of the 2019 – 2020 term for major events and achievement. 

 Celebrate the volunteerism and present SAPA Service Excellence Awards and SAPA Special 
Recognition Awards. 

 Share the main focus and plan for the coming year. 

 Announcing election results for the newly elected SAPA President-Elect and members of SAPA 
Executive Council. 
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Saturday, October 3, 2020, 12:00 pm – 1:00 pm                         

  

Special Feature:  BMS Lunch Connection 

 
Session Moderators  Jennifer Sheng, PhD 
 

Leaders from different function units at BMS are invited to share their personal experiences working at BMS 
after integration and their insights on the future of the company. 
 

12:00 – 1:00 pm BMS Lunch Connection 

Moderator: 
Jennifer Sheng, PhD, Senior Director, Clin Pharm & Pharmaco-metrics 
Oncology, Bristol Myers Squibb 

Panelists: 

 Binodh Desilva, PhD, VP, Lead Discovery and Optimization, Bristol 

Myers Squibb 

 Hwei-Gene (Heidi) Wang, PhD,  Head, Oncology TA Strategy, Bristol 

Myers Squibb 

 Xiaole Shen, PhD, Principal Scientist, Drug Product Development, Bristol 

Myers Squibb 

 Otilia Koo, Executive Director, CTDO Strategy & Business Operations, 

Bristol Myers Squibb 

 Lorena Kuri, Head, Clinical Trial Diversity Strategy, Bristol Myers Squibb 

 Jing Yang, PhD, Lead, PBRG & PAN Asian network, Bristol Myers 

Squibb 

 

 

Saturday, October 3, 2020, 1:00 pm – 4:00 pm                         

  

Session F:  Innovative Programs from FDA Oncology 
Center of Excellence and China:  Expediting 
Drug Development and Regulatory Review 

 
Session Moderators:  Li Wan, PhD, Veronica Chen, PhD, and Chenchao Gao, PhD 
 

During this session, we will provide an overview of the Oncology Center for Excellence (OCE) innovative 
initiatives, including Real-Time Oncology Review (RTOR) and Project Orbis, which aim to bring life-saving 
breakthrough medicines to patients as early as possible. FDA and industry representatives will participate in 
discussions that focus on clinical development of innovative drugs.  Topics will include utilization of expedited 
pathways in combination with pilot programs, early heath authority-sponsor dialogues, concurrent 
submission, and review of oncology products among international partners.  

 

1:00 – 1:05 pm 
 
 

Opening Remarks 
Li Wan, PhD, Vice President, Head of Regulatory Affairs, Alphamab Oncology 

1:05 – 1:40 pm FDA OCE Regulatory Initiatives: Real-Time Oncology Review 
(RTOR) and Project Orbis 

R. Angelo De Claro, MD, Division Director (Acting), Division of Hematologic 

Malignancies, Associate Director for Global Clinical Sciences (Acting), 

Oncology Center of Excellence, U.S. Food and Drug Administration 
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The FDA Oncology Center of Excellence (OCE), established in January 2017, has launched multiple 
initiatives consistent with its mission of achieving patient-centered regulatory decision-making through 
innovation and collaboration. Two of the initiatives will be presented: Real-Time Oncology Review (RTOR) 
and Project Orbis. RTOR was initiated in February 2018 to facilitate earlier submission of topline results and 
datasets to support an earlier start to the FDA application review. The presentation will provide a 2-year 
summary of the OCE experience with the RTOR program. OCE started Project Orbis in May 2019 as a global 
collaborative review program with international regulatory agencies. Current Project Orbis partners include 
the regulatory health authorities of Australia, Brazil, Canada, Singapore, and Switzerland. The presentation 
will provide an overview of Project Orbis structure and processes. 
 

1:40 – 2:20 pm Case Study: First Project Orbis Approval: A Collaborative 
International Review of Pembrolizumab plus Lenvatinib for 
Endometrial Carcinoma 

Lynn Brown, PhD, Director, Global Regulatory Affairs, Merck & Co., Inc. 

Susan Mayer, Senior Director, Regulatory Strategy, Oncology, Eisai Inc. 

The first marketing application to be approved under the FDA’s pilot program, Project Orbis, was the 
September 17, 2019 accelerated approval of the combination of pembrolizumab plus lenvatinib for treatment 
of patients with advanced endometrial carcinoma that is not microsatellite instability high (MSI-H) or mismatch 
repair deficient (dMMR) and who have disease progression following prior systemic therapy but are not 
candidates for curative surgery or radiation. Project Orbis is an FDA Oncology Center of Excellence (OCE) 
initiative that allowed for simultaneous submission and review of this application by the FDA, the Australian 
Therapeutics Goods Administration, and Health Canada. Project Orbis is the latest initiative implemented by 
the FDA OCE in an increasing effort to make oncology drugs available to patients as rapidly as possible. This 
case study will provide participants with lessons learned from this first Project Orbis review so that future 
applicants can successfully plan for and navigate their own Project Orbis application review. 

 
2:20 – 2:50 pm Early Experience with the FDA Real-Time Oncology Review, 

Assesssment Aid and Project Orbis Pilots 

Kathleen Winson, Sr. Group Director, Regulatory, Genentech/Roche 

Real-Time Oncology Review (RTOR), the Assessment Aid (AA) and Project Orbis all represent pilots 
initiated by the FDA Oncology Center of Excellence in recent years to explore ways to more efficiently 
review Sponsor data to ensure effective treatments are available to patients as soon as possible and to 
enable earlier access to these therapies in other countries through a concurrent submission and review 
process.  This talk will focus on Genentech/Roche’s experience with these pilots over the past two years 
including our initial experience with RTOR and the AA together, as well as the challenges and opportunities 
identified when all three of these pilots were leveraged concurrently on a single program.  The presentation 
will highlight how our experience with these pilots has evolved even in the short time they have been 
available, describe some of the challenges that we have encountered based on our early experience and 
outline recommendations for Sponsors who are considering participating in these pilots to better maximize 
the potential of these programs to enable earlier access to new treatments. 
 

2:50 – 3:00 pm Coffee Break 
 

3:00 – 3:25 pm Expedite the Clinical Development and Review of Innovative 
Therapies in China 

Chang Lee, MD, MSHA, DrPH, Vice President, PAREXEL R&A APAC, 

PAREXEL International 

The Drug Registration Regulation (DRR) released by NMPA goes into effect on July 1, 2020.  The DRR 
brings significant changes in research and development of innovative medicines, their pre-market 
inspection, MAH system, risk management post marketing, and four regulatory pathways to accelerate the 
review and approval of certain marketing applications.   Those four fast approval categories are similar but 
not the same at FDA.  Comparing to 2018 NMPA guidance on “the "Technical Guidelines for Acceptance 
of Overseas Clinical Trial Data of Drugs" in 2018, the most recently CDE guideline, "Clinical Technical 
Requirements for Overseas Marketed and Domestic Unregistered Drugs (Draft for Comment)" is more 
enforceable.  The new guideline clearly defines that three of the four types of clinical trials that can be 
reduced or exempted are directly related to overseas original research drugs. 
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3:25 – 3:55 pm FDA-Industry Panel Discussion 

Moderator: 
Gideon Blumenthal, MD, VP, Global Regulatory Affairs in Oncology, Merck 
& Co., Inc. 

Panelists: 

 Lynn Brown, PhD, Director, Global Regulatory Affairs, Merck & Co., Inc. 

 R. Angelo De Claro, MD, Division Director (Acting), Division of 

Hematologic Malignancies, Associate Director for Global Clinical 

Sciences (Acting), Oncology Center of Excellence, U.S. Food and Drug 

Administration 

 Maria Garrigan, Vice President, Global Regulatory Strategy, Oncology, 

Eisai, Inc. 

 Chang Lee, MD, MSHA, DrPH, Vice President, PAREXEL R&A APAC, 

PAREXEL International 

 Susan Mayer, Senior Director, Regulatory Strategy, Oncology, Eisai Inc. 

 Heidi Wang, PhD, Vice President, Head of Oncology Global Regulatory 

Strategy & Policy, Bristol Myers Squibb 

 Kathleen Winson, Sr. Group Director, Regulatory, Genentech/Roche 

3:55 – 4:00 pm Closing Remarks 
Veronica Chen, PhD, Director, Global Regulatory Affairs, Merck & Co., Inc. 

 

Saturday, October 3, 2020, 1:00 pm – 4:00 pm                         

  

Session G:  Technical and Strategic Innovations in CMC 
Development 

 
Session Moderators:  Sean Cao, PhD, Eric Rong, and Yong Guo, PhD 

 

Chemistry, Manufacturing, and Control (CMC) development is an important part of drug development process 
and involves multiple functional areas, including process, formulation, analytical methods, supply chain, 
regulatory, quality assurance and control, etc. There have been cases of investigational drugs being denied 
for approval because of the product quality or manufacturing processes that did not meet regulatory 
standards. The recent growing new modalities (multiple specific antibodies, antibody-drug conjugates, gene 
and cell therapies, etc.) poses more challenges to CMC development due to the lack of platform approach 
and prior knowledge. Innovations in technology and strategy can increase the efficiency and speed of CMC 
development, while maintaining or even improving the product quality.  Since CMC development is resource 
and labor intensive, these innovations will greatly reduce the overall cost of drug development. In this session, 
we will highlight recent cases of technical and strategic innovations, spanning a variety of drug modalities. 
 
  

1:00 – 1:35 pm Stage-Appropriate Strategies for Comparability Studies 

Mike Nedved, PhD, Scientific Director, Janssen R&D, LLC 

Comparability studies are frequently performed in biopharmaceutical development due to the rapid nature of 
process changes and regulatory requirements to assess the impact of process changes to quality, safety, 
and efficacy. Stage-appropriate strategies for comparability are used based on the clinical stage and product 
knowledge. This presentation will review comparability strategies with respect to the data (release, 
characterization, and stability), test article type and number, test panel, and evaluation criteria that are used. 
Comparability study results for some monoclonal antibody case studies across the development timeline 
(Phase 1 through post-approval) will be presented.  
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1:35 – 2:10 pm A Chemist in Silicon Valley:  Linking Data to Chemistry, Biology 
and Quality 

Bingchuan Wei, PhD, Scientist, Genentech Inc., a member of Roche Group 

Abstract not available. 
 

2:10 – 2:45 pm Challenges in Chemistry, Manufacture and Control of Vaccines 
Rajesh K. Gupta, PhD, President and Principal Consultant, Biologics Quality & 

Regulatory Consultants, LLC 

Vaccines are important class of drugs and have been one of the most successful and cost-effective public 
health tools to control the infectious diseases. However, unlike most drugs that contain chemical substances 
with known structure and purity, vaccines are made or derived from biological sources, such as cells, and 
tissues from humans, animals, or microorganisms. As most vaccines are complex biological products, these 
cannot be characterized fully by physico-chemical methods that are routinely used to characterize most 
drugs. Inherent variability and complexity of biological products pose challenges in chemistry, manufacture, 
and control of vaccines. The challenges include dealing with a complex product along with large inherent 
variability for complex manufacturing process, handling starting and raw materials of biological origin with 
potential risk of adventitious agents, maintaining sterility during manufacture, dealing with unstable 
intermediates supporting microbial growth, using bioassays with large inherent variability as potency methods 
and implementing principles of Quality by Design (QbD). Additionally, potency test, sometimes, is not a 
surrogate marker for efficacy of the product. This presentation will provide an overview on these challenges, 
with details on appropriate potency test that is suitable for intended purpose and issues with QbD.  
 

2:45 – 2:55 pm Coffee Break 
 

2:55 – 3:30 pm Emerging Manufacturing and Advanced Characterization for 
Pharmaceutical Solid Products 

Qi (Tony) Zhou, PhD, Associate Professor, Purdue University 

Formulation and manufacturing of pharmaceutical solid dosage forms will inevitably involve particles and 
powders. The properties of these particles have significant impacts on the manufacturing efficiency (i.e. 
powder flow and fluidization) and formulation performance (i.e. dissolution and bioavailability). Our research 
focuses on achieving fundamental understanding on the relationships between particulate properties and 
manufacturing/formulation performance by advanced characterization techniques. In addition, new 
technologies have been exploited to engineer pharmaceutical solids with improved manufacturing/formulation 
performance. Results from our studies have demonstrated how particle engineering brings significant benefits 
to solid formulations and how advanced characterization techniques promote fundamental understanding in 
quality and performance of solid products.  
 

3:30 – 4:05 pm Emerging Trends in Pharmaceutical R&D and Commercialization, 
New Challenges and Opportunities to Analytical Chemistry 

Xiaoyi Gong, PhD, Director of Chemistry, Merck & Co., Inc. 

Advance of analytical chemistry has played a central role in driving discovery, development and 
manufacturing of novel medicines. Modern analytical tools including chromatography, spectroscopy, NMR, 
mass spectrometry have become essential today to pharmaceutical research, development and 
commercialization. In the last decade, new challenges have emerged in the pharmaceutical industry, due to 
evolving global biomedical needs, innovation in science and technologies, as well as the rapidly changing 
business and regulatory environment. These challenges have created new applications that demand 
improved analytical tools that can offer faster speed, higher resolution, and better sensitivity, as well as novel 
analytical techniques that can enable us to perform measurements that have not been possible to date. In 
many cases, these new applications have been under recognized or even misunderstood by the researchers 
and technology vendors in the field of analytical chemistry. In this presentation, some of these new 
applications and the opportunities to analytical chemistry will be explained in the context of pharmaceutical 
research, development and commercialization, with the call for attention of the academia and technology 
vendors to invest in research to meet these new challenges to analytical chemistry.  
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Saturday, October 3, 2020, 1:00 pm – 4:00 pm                         

  

Session H:  Toward a COVID-19 Cure: Infectious Disease 
Drug and Vaccine 

 
Session Moderators:  Dexi Yang, PhD, Aiguo Xu, PhD, Jian Liu, PhD, and  

Jiangchao Chen, PhD 

 

This session will focus on infectious disease drug and vaccine development. The history of infectious disease 
research and products will be reviewed, COVID-19 related drugs will be highlighted, with a case study of the 
most recently approved infectious drug, RecarbrioTM. The latest developments in drugs and vaccines for 
COVID-19 cure will also be discussed. 
 

 

1:00 – 1:05 pm Opening Remarks 

Session Moderators 

1:05 – 1:45 pm Recarbrio: History of a Novel Antibacterial Combination, and a 
Career 

Katherine Young, MS, Sr. Principal Scientist, Biology-Discovery, Clinical 

Microbiology & Virology, Merck & Co., Inc. 

The prevalence of antibiotic resistance is increasing, and multidrug-resistant Pseudomonas aeruginosa has 
been identified as a serious threat to human health. The production of β-lactamase is a key mechanism 
contributing to imipenem resistance in P. aeruginosa. Relebactam is a novel β-lactamase inhibitor, active 
against class A and C β-lactamases, that has been shown to restore imipenem susceptibility. This talk will 
focus on the discovery of Recarbrio. The history of infectious disease research and products will also be 
discussed. 
 

1:45 – 2:25 pm COVID-19 Drugs: Discovery, Mechanism of Action, and Synthesis 

Jie Jack Li, PhD, VP of Discovery Chemistry, ChemPartner 

COVID-19, an infectious disease caused by SARS-CoV-2, is now wreaking havoc in the US and around the 
world. Meanwhile, scientists are also making strides against the invisible enemy. Most notable are recent 
success of remdesivir and demethasone. This webinar, given from a chemist’s perspective, covers the 
discovery, mechanism of action, and synthesis of remdesivir and demethasone. It is most relevant to 
medicinal and process chemists. But anybody who is interested in drug discovery should find it informational 
as well. 
 

2:25 – 2:35 pm Coffee Break 
 

2:35 – 3:15 pm Selection, Characterization and Clinical Testing of a Fully-Human 
Antibody Cocktail Against SARS-CoV-2 That Safeguards Against 
Mutational Escape 
Christos Kyratsous, PhD, Vice President, Research, Regeneron 

Pharmaceuticals, Inc. 

An urgent global quest for effective therapies to prevent and treat COVID-19 disease is ongoing. Neutralizing 
antibodies have become an important tool in treating infectious diseases. We describe parallel efforts using 
both humanized mice and convalescent patients to generate antibodies against the SARS-CoV-2 spike 
protein, yielding a large collection of fully-human antibodies that were characterized for binding, neutralization 
and three dimensional structure. Based on these criteria, we selected pairs of highly-potent individual 
antibodies that simultaneously bind the receptor-binding domain of the spike protein, providing ideal partners 
for a therapeutic antibody cocktail that aims to decrease the potential for virus escape mutants that might 
arise in response to selective pressure from a single antibody treatment. The development of resistance 
against these antibodies was assessed. Additionally, we evaluate the in vivo efficacy of this antibody cocktail 
in both rhesus macaques and golden hamsters and demonstrate that our antibodies can greatly reduce virus 
load in lower and upper airway and decrease virus induced pathological sequalae when administered 
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prophylactically or therapeutically. Our results provide evidence of the therapeutic potential of this antibody 
cocktail. 
 

3:15 – 3:55 pm Discovery of ZEPATIER: A Combination Therapy for the Treatment 
of Hepatitis C Virus Infection 

John A. McCauley, PhD, Director, Medicinal Chemistry, Merck & Co., Inc. 

Hepatitis C virus (HCV) is a chronic liver infection that affects an estimated 130 million to 170 million people 
worldwide. Chronic infection with HCV leads to liver cirrhosis and fibrosis, can progress to liver cancer, and 
is the leading indication requiring liver transplantation. A revolution is taking place in the treatment of HCV, 
with all-oral therapies from MSD and other companies that exhibit cure rates of better than 90 percent, 
replacing less effective therapies that showed high rates of intolerable side effects and required difficult 
dosing regimens. Discovery of and access to these improved treatments may make the eradication of HCV 
a realistic and achievable goal.  ZEPATIER is a one-pill, once-a-day oral combination product containing two 
novel chemical entities: grazoprevir, an NS3 protease inhibitor, and elbasvir, an NS5a replication complex 
inhibitor. Data from Phase III studies demonstrated the outstanding efficacy of ZEPATIER, achieving cure 
rates of 94 percent to 97 percent in genotype 1 patients and 97 percent to 100 percent in genotype 4 patients. 
Because of its high efficacy and its favorable tolerability and safety profile, ZEPATIER offers a compelling 
treatment opportunity for a broad range of HCV-infected patients. The primary focus of the presentation will 
be the discovery of grazoprevir, the NS3 protease inhibitor component of the combination. 
 

3:55 – 4:00 pm Session Closing Remarks 

Session Moderators 

 

 

Saturday, October 3, 2020, 4:00 pm – 5:00 pm                         

  

Additional Parallel Interactive Network Sessions 
 

These additional parallel network sessions provide the conference participants more opportunities to interact 
with the speakers, panelists, and other attendees.  These sessions are designed to align with the respective 
formal sessions so participants can ask more questions and address the hot topics and subjects in these 
areas. 

 

Virtual Room #S1:  Clinical Development and Regulatory 
Affairs 

 
Virtual Room #S2:  Chemistry, Manufacturing, and Control 

(CMC) 

 
Virtual Room #S3:  Infectious Disease and Vaccine 

 
Virtual Room #S4:  Investment and Entrepreneurship  

 

Virtual Room #S5:  Getting Involved with SAPA  
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Saturday, October 3, 2020, 8:00 pm – 11:00 pm                         

  

2020 SAPA Investment Forum & Roadshow Part II 

Session I:  From Roadshow to Bell: A Crash Course in 
Entrepreneurship 

 
Session Moderators:  Stephen Xue, MS, Eric Rong, and May Huang 
 

Join SAPA 2020 Annual Conference investment forum online: From Roadshow to Bell Entrepreneur Crash 
Course. These 3-hour interactive sessions explore the business, HR, investment, accounting, tax, due 
diligence and exiting topics that all entrepreneurs planning an IPO should consider. SAPA collaborates with 
leading investment and law firms, plus other industry leaders and strategic partners to provide comprehensive 
guidance and cover key topics critical to a successful initial public offering. 

 

8:00 – 8:10 pm Opening Remarks 
Xiaodong Chen, PhD, Drug Product Development Team Lead, Bristol Myers 

Squibb 

Stephen Xue, MS, President, ASNS NJ Consulting, LLC. 
 

8:10 – 9:25 pm Build Up the Winner Team/CEO Perspective Sharing: From Ideas to 
Start-Up 
Liping Liu, PhD, MBA, Founder and CEO, HighTide Therapeutics Inc. 

• Identify Key Positions 
• Should I Have Co-Founders/Partners? 
• How to Build Up Company Culture at Early Stage? 
• How to Search/Attract/Hire Talent at Early Stage? 
• KOLs, Academic/Industry Tycoons as Advisors or Board Members? 

 

How to Attract VC and Work with Investors 
Hongjian Zhang, PhD, Managing Director, Morningside Ventures 晨兴创投 

Effective communication is a vital part of the fund raising process. Entrepreneurs and/or 

management team ought to use precise terms describing “who, what, where, when and 

how” during the introduction stage. While the “5 minute elevator pitch” does not always 

apply to ideas/projects in the life science industry, a logical presentation with practicality 

should help generate investors’ interests. The author anticipates that discussion on several 

key points would enhance the entrepreneur-investor communication. 

Startup Equity Setup 
Patrick Wong, CPA, Partner of WWC, P.C. Certified Public Accounts 

• Legal business entity choice 
• Cap Table overview 
• Founder equity 
• Employee equity 
• Investor equity 
• Preferred shares and voting right 
• Cash/Debt vs Equity 
 

9:25 – 9:35 pm Coffee Break 
 

9:35 – 10:55 pm The Fundamentals of Entity Structuring to Maximize Flexibility for 
Partnering, M&A or IPO  
Lillian Li, Managing Director, Deloitte Tax LLP 
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Lynn Yang, PhD, Managing Director, Deloitte Tax LLP 

During this session, participants will learn: 
• The importance of the initial structure set up; 
• The pros and cons of varying types of structures;  
• The implications of different structures affecting investors & founders;  
• The traps of the unwary on various international compliance; 
• The latest development of tax heaven economic substance rules; and  
• Trend on considerations affecting in/out license. 

Strategies in Developing and Marketing IP Assets 
Jin Zhu, PhD, Attorney, Fox Rothschild LLP 

Patent, copyright, trademark, and trade secret are critical IP instruments to build a powerful 
platform for innovation and brand recognition.  Patent rights, in particular, are the foundation 
of pharmaceutical and biotech industry.  Effective IP strategies on what, how, and when to 
patent an invention provide a patent owner market advantages as well as continued 
expansion opportunities.  Meanwhile, it is essential to understand competitors’ IP landscape 
in order to ensure freedom to operate and mitigate litigation risks. 
 

Round Table Clinics and Q&A 
 
 Lillian Li, Managing Director, Deloitte Tax LLP 

 Liping Liu, PhD, MBA, Founder and CEO, HighTide Therapeutics Inc. 

 Wansheng Jerry Liu, JD, PhD, SAPA President 2019-2020, Partner & 
Chair of China Practice, Fox Rothschild LLP 

 Patrick Wong, CPA, Partner of WWC, P.C. Certified Public Accounts 

 Lynn Yang, PhD, Managing Director, Deloitte Tax LLP 

 Hongjian Zhang, PhD, Managing Director, Morningside Ventures 晨兴创投 

 Jin Zhu, PhD, Attorney, Fox Rothschild LLP 
 

10:55 – 11:00 
pm 

Closing Remarks  
John Sun, PhD, MBA, SAPA President, 2020-2021, Global Program Lead, 

Global Development Operations, Novartis  

 

Sunday, October 4, 2020, 9:00 am – 12:00 pm                         

  

2020 SAPA Investment Forum & Roadshow Part II 

Session J:  SAPA Healthcare Innovation Roadshow 

 
Session Moderators:  Xiaodong Chen, PhD, Stephen Xue, MS, Xiaojiao Xue, PhD, and 

Andy Han, MS 
 

We aim to meet the needs of healthcare advancement and to bridge break-through science and capital 
investment.  The SAPA Investment Forum team has worked with many outstanding stakeholders to share 
their invaluable experience collected from various stages of entrepreneurship.  This is the Series II, following 
up on the Series I of the Investment Forum held on June 20th, 2020.  This roadshow session will take place 
in conjunction with the SAPA Annual Conference on Sunday, Oct 4th, 2020.  We look forward to your 
participation tin another impactful event! 

 

9:00 am – 12:00 
pm 

Roadshow Advisors and Judges 

 Daqing (Darren) Cai, PhD, Founder and Managing Partner, Sherpa 

Healthcare Partners 

 Praveen Kudithipudi, MD, MBA, Director of Business Development, Fannin 

Innovation 
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 Jin Wang, PhD, Managing Partner, Manhattan Capital Group 

 Mingde Xia, PhD, Senior Director, Global External Innovation, Johnson & 

Johnson 

 Hongjian Zhang, PhD, Managing Director, Morningside Ventures 

 

Individually Scheduled                         

 

2020 SAPA Investment Forum & Roadshow Part II 

Session K:  Private! Direct communication! Convenient  

One-on-One Session！ 

 
Session Moderators:  Guangyao Yang, MS, Andy Han, MS, and Stephen Xue, MS  

First introduced in 2018 at the first SAPA Investment Roadshow, the 1-on-1 meeting has become a signature 
session that effectively connects investors and entrepreneurs. By attending 1-on-1 meetings, many 
entrepreneurs have successfully built a steady relationship with investors and secured investments for their 
business.  During the pandemic, the 1-on-1 meeting has moved to a virtual format. Our goal is to build an 
open, online, 1-on-1 platform not only for investors and entrepreneurs, but also for SAPA members to build 
private connections and to enhance personal development via direct communication. 
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Biographies of Speakers and 
Panelists 
 

Mohammed Ali 
Global Head Digital Trials, Global 
Clinical Operations, Boehringer 
Ingelheim Pharma GmbH & Co. KG 
 
Mohammed (Mo) Ali, is the global head for digital 

development, Global Clinical Operations. He is responsible for the 
development and operational execution of the digital development 
strategy within medicine for Boehringer Ingelheim. He is passionate 
about digital health and is an evangelist for the advocacy of digital 
solutions within the patient care and drug development paradigm.  
His mission is help create alongside his industry peers a patient centric 
closed loop system of digital data driven drug development where the 
voice of the customer – the patient, the caretaker and the HCP takes 
center stage in ensuring the best point of care solutions are available 
for every part of the disease management lifecycle. Previously to 
joining Boehringer Ingelheim, he has held positions with increasing 
responsibilities within J&J, Novartis, Roche and Fresenius Healthcare. 
Mr. Ali has a background in pharmacology and lives with his family in 
NJ. 
 

Usman “Oz” Azam, MD 
President & CEO, Tmunity 
 
Dr. Azam was appointed President and CEO of 
Tmunity Therapeutics in Dec 2016. He has over 
20 years of extensive U.S., global and 

international pharmaceutical industry experiences and has held senior 
leadership roles in the areas of clinical development, regulatory and 
commercial.  Prior to joining Tmunity, Dr Azam was the founder and 
head of the cell & gene therapies business unit at Novartis 
Pharmaceuticals and was a member of the Pharmaceutical Executive 
Committee. Previous roles at Novartis included head of global medical 
affairs & HEOR, chief scientific officer and head of US clinical 
development, and global head regulatory affairs for the neurosciences 
& ophthalmic business franchise.  His previous life sciences 
experience include working in leadership roles at Aspreva 
Pharmaceutics Inc, Johnson & Johnson in Pharmaceutical Research 
& Development (JJ PRD) and Warner Lambert-Parke Davis in 1998.  
Dr Azam is an executive committee member of the Alliance of 
Regenerative Medicines (ARM) 
 
Dr Azam is a graduate of the University of Liverpool, United Kingdom, 
where he completed undergraduate studies in human biology & 
anatomy. He graduated from the University of Liverpool school of 
medicine & attained board certification as an Obstetrician & 
Gynecologist in the U.K 
 

Lars E. Birgerson, MD, PhD 
President & CEO, Adlai Nortye USA 
Inc.   

 
Dr. Lars Birgerson is a physician with more than 
25 years of biopharmaceutical industry 

experience in senior positions. He started in Drug Development where 
he filed several NDAs. After senior global positions in Business where 
he was responsible for global launches and in Business Development 
and Licensing he moved on to Medical. In this field he is a well-
recognized global authority and expert. He has built and led Global and 
US functions integrating Medical and Health Economics Outcomes 
Research for several leading companies Bristol-Myers Squibb, 
Genentech, Roche, and Pharmacia. Since 2018 he is Chief 
Development Officer for Adlai Nortye Ltd. and President & CEO for 
Adlai Nortye USA Inc. 

Gideon Blumenthal, MD 
Vice President, Global Regulatory 
Affairs in Oncology, Merck & Co., 
Inc. 

Dr Gideon Blumenthal is a hematologist 
oncologist who is currently Vice President, Global Regulatory Affairs in 
Oncology, Merck. Prior to joining Merck, Dr Blumenthal spent over a 
decade at the US Food and Drug Administration Oncology office, 
taking on increasing leadership responsibilities during his time at the 
Agency. He initially served as a medical reviewer, then clinical team 
leader, followed by Acting Deputy Director in the Office of Hematology 
Oncology Products and Associate Director for Precision Oncology, and 
most recently served as the Deputy Center Director of the Oncology 
Center for Excellence. Dr Blumenthal did his internal medicine training 
at the University of Maryland School of Medicine, followed by a 
hematology oncology fellowship at the National Cancer Institute. He 
was an attending physician in the NCI thoracic oncology clinic. He 
received numerous awards, including the 2018 American Society for 
Clinical Oncology Public Service Award. He has co-authored over 90 
articles in the Oncology and Drug Development peer reviewed 
literature and has authored 3 book chapters. 

Lynn Brown, PhD 
Director-Global Regulatory Affairs, 
Merck & Co., Inc. 

 
Lynn May Brown, PhD is a Director in Global 
Regulatory Affairs in Oncology at Merck. She is 

the Global Regulatory Lead for development of KEYTRUDA 
(pembrolizumab) for gynecological cancers. She leads a cross-
functional regulatory team and provides strategic leadership to a 
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broader product development team to ensure rapid and effective global 
regulatory approvals for KEYTRUDA. Recent accomplishments 
include obtaining FDA approval for use of KEYTRUDA for the 
treatment of patients with cervical cancer and for the FDA, TGA, and 
Health Canada approvals under the first Project Orbis for the use of 
KEYTRUDA in combination with LENVATINIB for the treatment of 
endometrial carcinoma.  Dr. Brown has been responsible for the 
regulatory development of products in other therapeutic areas, 
including allergy and immunology, hepatitis, diabetes, and 
cardiovascular therapies. Her broad regulatory affairs experience 
includes CMC, international regulatory affairs, and biosimilar drug 
development. She started her pharmaceutical career in Merck 
technical operations supporting large-scale small molecule 
manufacturing and holds a PhD in organic chemistry from the 
University of California, Santa Barbara. 

Daqing (Darren) Cai, PhD 
Founder and Managing Partner, 
Sherpa Healthcare Partners 
 
Dr. Daqing (Darren) Cai is a founder/Managing 
Partner of Sherpa Healthcare Partners.  Before 

establishing Sherpa Healthcare Partners, he was a Managing Director 
at Legend Capital and a leader of the Healthcare investment team. 

 Dr. Cai focuses on investment opportunities in the healthcare sector 
and he led LC's investments in companies including Berry Genomics 
(SZSE: 000710), Innovent (HKE: 1801B), New Horizon, Shenogen, 

BioHermes, Ribo, Axonics (NASDAQ: AXNX), BioNano (NASDAQ：
BNGO), Hemay, PegBio, Singular, T-Cure, Indi Molecular, NanoVision, 
Leto Labs, Memoray, Belief Bio, and many others. 

Dr. Cai received multiple awards for Top 10 Healthcare Investors in 
China. He was one of Forbes Best VC Investors in China in 2017. In 
2018, he was elected Co-Chairman of Healthcare Investors 50 (H50, a 
top Chinese Healthcare investor organization) for 2018-19. 

Prior to joining Legend Capital, Dr. Cai worked at SBI-SDJB, a joint 
venture fund of SBI Group and Beida Jadebird Group as a Managing 
Director. He also worked for SinoChem (Hong Kong) and Booz & Co. 
in senior management positions. He was a Board Director and CFO of 
Beijing Genomics Institute (300676.SZ) as well. 

Dr. Cai holds a Ph.D. degree from University of California, Berkeley; 
an MBA from Yale University; and a B.S. degree from University of 
Science and Technology of China. 

R. Angelo De Claro, MD 
Division Director (Acting), Division 
of Hematologic Malignancies, 
Associate Director for Global 
Clinical Sciences (Acting), Oncology 
Center of Excellence, U.S. Food 
and Drug Administration 

 
Dr. de Claro is currently the Associate Director (Acting) for Global 
Clinical Sciences with FDA Oncology Center of Excellence (OCE). In 
this role, he leads OCE efforts to advance cancer drug development 
and regulatory science across the globe, including direction of Project 
Orbis, a global collaborative review program started in 2019. Dr. de 
Claro is also the Division Director (Acting) for Division of Hematologic 
Malignancies I with Office of Oncologic Diseases. He provides 
leadership and scientific direction to staff engaged in the review and 
evaluation of applications for investigational new drugs and drug 

approvals. He is board certified in Internal Medicine, Hematology, and 
Medical Oncology. He completed his Hematology-Oncology fellowship 
at University of Washington and Internal Medicine residency at Baylor 
College of Medicine. He has been with FDA since 2010. 

 

Atul Deshpande, PhD MBA 
Chief Strategy Officer, Head of U.S. 
Operations, Harbour BioMed 
 
Atul Deshpande is the Chief Strategy Officer and 
Head, US Operations of Harbour BioMed (HBM). 

Atul is primarily responsible for building the company’s short- and long-
term strategy and portfolio along with a robust execution plan. In 
addition, he is also accountable for the HBM’s operations in both the 
US and EU to maintain HBM’s footprint across these 2 very important 
markets, along with managing key alliances in these regions.  

Before HBM, Atul served as the Global Operations Head for the 
Dupixent Franchise with Sanofi. He led the operations, including 
marketing, market access, supply chain, to launch Dupixent in 52 
markets across the world for Atopic Dermatitis and in major markets 
for Asthma. Prior to this, he led the operations for Sanofi’s Immunology 
R&D portfolio and was also responsible for new product planning and 
in-licensing evaluations. He spent 3 years in China as the Head of Asia 
Pacific R&D strategy to bring the global portfolio to China with minimal 
drug lag. Before Sanofi, Atul worked as a management consultant for 
9 years on projects across the value chain of pharma.  

Atul holds a Ph.D. from UC Irvine in Neuroscience and a post-doc from 
UCLA. 

Binodh DeSilva, PhD 
Vice President, Leads Development 
& Optimization, Bristol Myers 
Squibb 

 
Dr. DeSilva received her Bachelor’s in Analytical 

Chemistry from the University Of Colombo, Sri Lanka in 1987, and a 
Ph.D. in Chemistry (Bioanalytical) from the University of Kansas, in 
1994. Binodh joined BMS in 2010 to lead the Immunochemistry and 
Biomarker Development group. She moved to Global Product Supply 
in 2016 to serve as the head of Analytical Strategy and Operations. 
Currently, she is the Vice President of Leads Discovery and 
Optimization (LDO).  Prior to joining BMS, Dr. DeSilva led the 
bioanalytical teams at Procter & Gamble Pharmaceuticals (New York) 
and Amgen (California).  

Binodh is a recognized scientific leader within BMS and externally. She 
has been an active participant in developing bioanalytical guidance and 
has represented North America as a member of the Steering 
Committee of the Global Bioanalytical Consortium. Dr. DeSilva was the 
President of American Association of Pharmaceutical Scientists (AAPS; 
2017).   Among her numerous awards, Binodh was most recently 
designated as a 2018 Luminary by the Healthcare Business Women’s 
Association.  She has been named the 2017 CPSA Distinguished 
Scientists and “International Mentor of the Year” by Wisdom Share in 
2016. 

Binodh is an active, dedicated mentor and coach, and is passionate 
about supporting others in the field.  
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Kenneth Frazier  
Chairman and Chief Executive 
Officer, Merck & Co., Inc. 

Kenneth C. Frazier has served as the Chairman 
of the Board and Chief Executive Officer of Merck 

& Co., Inc. since 2011.  

Under Ken’s leadership, Merck is delivering innovative lifesaving 
medicines and vaccines as well as long-term and sustainable value to 
its multiple stakeholders.  Ken has substantially increased Merck’s 
investment in research, including early research, while refocusing the 
organization on the launch and growth of key products that provide 
benefit to society.  He has also led the formation of philanthropic and 
other initiatives that build on Merck’s 125-year plus legacy. 

Ken joined the company in 1992 and has held positions of increasing 
responsibility including General Counsel and President.  Prior to joining 
Merck, Ken was a partner with the Philadelphia law firm of Drinker 
Biddle & Reath.  Ken’s contributions, especially in the legal, business 
and humanitarian fields, have been widely recognized. He sits on the 
boards of PhRMA, Weill Cornell Medicine, Exxon Mobil Corporation, 
and Cornerstone Christian Academy in Philadelphia, PA.  He also is a 
member of the American Academy of Arts and Sciences, the American 
Philosophical Society, The Business Council, the Council of the 
American Law Institute, and the American Bar Association.  
Additionally, Ken is co-chair of the Legal Services Corporation’s 
Leaders Council. 

Ken received his bachelor’s degree from The Pennsylvania State 
University and holds a J.D. from Harvard Law School. 

Tong-Ming Fu, MD, PhD 
Head of Vaccine Research North 
America, Sanofi Pasteur 

Tong-Ming Fu earned his MD from Beijing 
Medical University in China, and PhD from The 

Pennsylvania State University in the US. He has spent more than 
twenty years at Merck and Co., Inc. focusing on vaccine research, and 
has experience in variety of areas including vaccine design, immune 
assays, animal models and early clinical development. He has 
publication records on HIV-1, influenza virus, cytomegalovirus, PD-1 
blockade, and adjuvant. He is currently the head of North America 
Vaccine Research Unit of Sanofi Pasteur, located in Cambridge, MA. 

Maria Garrigan 
Vice President, Global Regulatory 
Strategy, Oncology, Eisai, Inc. 
 
Maria Garrigan joined Eisai, Inc., in May 2016 as 
Vice President, Global Regulatory Strategy, in the 

Oncology Business Group (OBG), and has over 25 years of global 
regulatory experience in the pharmaceutical industry. At Eisai, Ms. 
Garrigan is leading the Oncology Regulatory Affairs teams in the 
United States and United Kingdom. She works work closely with the 
company's commercial and OBG strategy organization on the 
development, planning and management of global regulatory 
strategies and activities for Eisai's oncology projects. During her career, 
Ms. Garrigan has been responsible for the development and 
implementation of the global regulatory strategies for products in a 
number of therapeutic areas, including oncology, cardiovascular and 
gastroenterology. She has led teams in the preparation, coordination 
and strategy of regulatory submissions to health authorities for the 
registration and maintenance of new and existing products in the 

United States and European Union. Prior to joining Eisai, Ms. Garrigan 
worked at Bayer HealthCare Pharmaceuticals, Inc., in Global 
Regulatory Affairs. She started her career as a diabetes research 
scientist at Sandoz, Inc., before joining Berlex, Inc. as a research 
scientist and then moving to Regulatory Affairs. 

Kimberly Gatling, JD 
Partner and Chief Diversity / 
Inclusion Officer, Fox Rothschild 
LLP 

 
Kimberly Bullock Gatling has built a reputation for 

her expertise in the field of intellectual property, licensing and litigation, 
while contributing to the growth of the legal profession in her role as 
partner and the first chief diversity & inclusion officer for one of the 
nation’s most prestigious law firms, Fox Rothschild LLP.   

Gatling assists provides comprehensive and global advice from a legal 
and business perspective. She prosecutes federal, state and 
international trademark applications and manages global trademark 
portfolios as a North Carolina State Bar Board Certified Specialist in 
Trademarks. She also prosecutes computer software, business 
method, mechanical, and design patent applications before the United 
States Patent and Trademark Office and routinely assists clients with 
protection of copyrights. 

In her role as chief diversity & inclusion officer, Gatling develops and 
implements programs and policies that support the firm’s goals of 
increasing and promoting a diverse workforce and inclusive 
environment at all levels throughout the firm. 

Gatling generously shares her knowledge and energies with several 
philanthropic causes across the community. She serves on the boards 
of the United Way of Greater Greensboro and the Cone Health 
Foundation, and she is a supporter of her alma mater, North Carolina 
A&T State University, where she serves on the Board of Trustees. She 
previously held leadership positions with the American Cancer Society, 
Habitat for Humanity, Jack and Jill of America, Inc., and The Links, 
Incorporated - Greensboro Chapter. 

A native of Hampton, Virginia, Gatling earned her Bachelor of Science 
in Electrical Engineering from North Carolina A&T State University and 
her Juris Doctor from George Washington University Law School. She 
and her husband are the proud parents of three sons. 

Xiaoyi Gong, PhD 
Director of Chemistry, Merck and 
Co., Inc. 
 
Xiaoyi Gong is Director of Analytical Chemistry in 
Merck Manufacturing Division of Merck Sharp and 

Dohme Corp. (MSD). He leads a team of analytical chemists 
supporting development, registration and commercialization of novel 
drug products. He is a recognized expert of international regulatory 
guidelines for pharmaceutical development. Currently he serves as the 
chair of the Working Group of ICH Q3D Guideline for Elemental 
Impurities for International Consortium for Innovation & Quality in 
Pharmaceutical Development (IQ), and is member of multiple drug 
development oversight committees internally at Merck.  Xiaoyi is also 
a leading expert of new analytical technologies in the pharmaceutical 
industry. He has led multiple technical functions focusing on applying 
state-of-art analytical techniques for analytical method screening and 
development, high-throughput analysis, elemental analysis, labelled 
compound analysis, and structural characterization of metabolites. He 
pioneered the development and implementation of a number of new 
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analytical technologies across these fields. Xiaoyi chaired the 
Analytical Workgroup of the New Technologies Review & Licensing 
Committee at Merck that coordinates acquisition, evaluation, and 
implementation of new analytical technologies for the global Merck 
organization. Xiaoyi obtained a PhD in Analytical Chemistry from Iowa 
State University in 2000. His research interests are in modern 
analytical instrumentation, detection techniques, separation science, 
chirality, high-throughput analysis, and elemental analysis. In addition 
to over 50 publications in peer reviewed scientific journals and multiple 
patents, Xiaoyi has been recognized with the following distinctions: 
R&D 100 Award (2000); Inventors Award, Iowa State University (2011); 
Merck Presidential Award for Green Chemistry (2011) for promoting 
SFC technologies at Merck; Special Achievement Awards, Merck 
Research Laboratories (2012, 2014) for championing new analytical 
technology evaluation and implementation, and global deployment of 
next generation HPLC technology at Merck. 

John, Gregg, MBA, CLP 
CEO, BalinBac Therapeutics 
 
Start-up and pharmaceutical industry veteran, 
John M.H. Gregg, has extensive experience in 
forming and successfully exiting infectious 

disease companies.  His expertise is in worldwide clinical development 
and commercialization of microbiological products, new anti-infectives, 
and oncology drugs, most recently with an FDA approval in September 
2017 of Solosec (secnidazole).  He has spent much of his career 
directing the commercialization efforts for a large number of antibiotic, 
anti-protozoal, anti-fungal and anti-viral drugs as well as therapeutics 
in multiple other therapeutic areas, including immunology and 
oncology. He is an industry leader in biotech company development, 
serving as CEO of specialty infectious disease start-ups like his current 
company, BalinBac, now focused on developing direct antivirals for 
COVID-19.  Mr. Gregg established his reputation in senior marketing 
and new product planning roles at leading large drug companies 
including Pfizer, Novartis, Johnson & Johnson, and Bristol-Myers 
Squibb. In big pharma, Mr. Gregg led global development planning 
teams for pipeline compounds, including respiratory antivirals, at all 
phases of development. 

Mr. Gregg holds a B.A. from the University of Chicago and an M.B.A. 
from New York University.  He is a member of the American Society of 
Microbiology, the American Chemical Society, and the American 
Association of Pharmaceutical Scientists. 

Rajesh K. Gupta, PhD 
President and Principal Consultant, 
Biologics Quality & Regulatory 
Consultants, LLC 
 
Rajesh K. Gupta has a Ph.D. in microbiology and 

is President and Principal Consultant at the Biologics Quality & 
Regulatory Consultants, LLC. He has more than 35 years’ experience 
in the development, production, testing, and regulation of vaccines, 
working at both the regulatory agencies and the industry. At the US 
FDA, CBER, he was the Deputy Director and Lab Chief in the Division 
of Biological Standards and Quality Control, managing lot release of 
biological products, regulatory reviews of analytical methods in the 
biologics license applications (BLA), generation of reference standards 
and development of new methods. In his previous jobs, he worked at 
the Biologics Consulting Group, Wyeth, Chiron, Massachusetts Public 
Health Labs and National Institutes of Health (NIH) in the USA and at 
National Institute of Immunology and Central Research Institute in 
India. His major accomplishments are in adjuvants and delivery 
systems for vaccines, polysaccharide-protein conjugate vaccines, 

combination vaccines and development and validation of analytical 
methods. In these areas, he has published more than 100 papers in 
peer reviewed journals and books and made numerous presentations 
at scientific and regulatory meetings. 
 

Debbie Hart, MS, CAE, APR    
President & CEO, BioNJ 

 
Debbie Hart worked alongside NJ’s biotechnology 
industry leaders to establish BioNJ in 1994 and 
has been dedicated to building NJ’s life sciences 

ecosystem ever since. Debbie was named by Governor Murphy to the 
New Jersey Commission on Science, Innovation and Technology 
where she serves as Vice Chair; as co-chair of the New Jersey Higher 
Education Strategic Plan Research, Innovation and Talent Working 
Group; and the New Jersey Commission on Higher Education and 
Business Partnership. Debbie served as chair of the bipartisan, 
bicameral New Jersey Biotechnology Task Force which was charged 
with making recommendations to the Legislature for fostering the 
growth of the biotechnology industry in New Jersey.  Debbie was 
named one of the world’s 100 Most Influential People in Biotechnology 
by Scientific American Worldview; to ROI-NJ’s 2019 Influencers Power 
List; to the 2020 NJBIZ Health Care Power 50 for the second year in a 
row, to the 2019 NJBIZ Manufacturing 50, to PharmaVOICE‘s 2019 
100 Most Inspiring People list; one of New Jersey’s top CEOs by 
COMMERCE Magazine and for the eighth time in 2020 to the NJBIZ 
Power 100, a listing of the 100 most influential people in New Jersey 
business. 

Jonathan Hartzel, PhD 
Executive Director, Head of Vaccine 
Statistics, Late Development 
Statistics, BARDS, Merck & Co., 
Inc. 

 
Jonathan Hartzel received his Ph.D. in Statistics from the University of 
Florida in 1999 and joined Merck at the end of 1999.  Over the past 20 
years he has worked as a Statistician in the Biostatistics and Research 
Decision Sciences organization within Merck in the development of 
vaccines.   He currently is the therapeutic area head for vaccines and 
oversees a group of Statisticians supporting vaccine development in 
Late Development Statistics at Merck. 

Kun He, PhD 
Chief Statistician, R&G US Inc. 

 
Kun He received a Ph.D. in Statistics from Cornell 
University. After serving on the faculties of the 
University of Minnesota and the University of 

Kansas, he joined FDA in 1999 and worked there until January of 2019, 
most recently serving as Associate Division Director of the Division of 
Biometrics V, supporting the Office of Hematology and Oncology 
Products. He currently is the chief statistician of R&G US Inc, a CRO 
providing service in biometrics (SAS programming and data 
management) and also service for supporting DMC and ODAC 
preparation. 

Ken Horne, MS 
President & COO, Teon 
Therapeutics 

 
Mr. Horne has over 20 years of experience in the 
life science industry as an executive, entrepreneur 

and investor. He joined Teon Therapeutics as President and COO in 
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2019. Previously, Mr. Horne was CEO of Symic Bio starting in 2014. 
Under his leadership Symic raised over $90M in funding and advanced 
two first-in-category drugs into phase 2 studies. Both assets have been 
partnered. Before Symic, Mr. Horne was a founding member of 
TauTona Group, an early stage life science venture capital fund. At 
TauTona, Mr. Horne founded Aline Aesthetics, a novel biomaterial 
company, where he led the company as General Manager until its 
acquisition by Allergan (AGN) in 2014. He also served as Vice 
President of Business Development for TauTona portfolio companies, 
which included acquisitions by LifeCell and Novadaq (NVDQ). 

Earlier in his career he worked extensively in cardiovascular research 
as part of The Foundry, and contributed to the development of Evalve’s 
MitraClip (acquired by Abbott Vascular). He has over 30 issued patents. 

Mr. Horne serves on the Board of Directors of Teon Therapeutics, 
Symic Bio, AfaSci, and is an advisory Partner at Advantary. He has a 
B.S. and M.S. degree from Stanford University in mechanical 
engineering and is a Kauffman Fellow. 

Jerry Huang, MD, PhD 
President, MG BioPharma 
Consulting, LLC 
 
Dr. Huang has over 19 years of pharmaceutical 
drug development experience in oncology. She is 

currently the president of MG BioPharma Consulting. Prior to that, Dr. 
Huang was a VP of the clinical program at Taiho Oncology and 
BeiGene, and a global program leader of Oncology Translation 
Medicine and global clinical leader at Novartis Oncology. In these roles, 
she led the early clinical development of multiple compounds through 
first-in-human to proof-of-concept studies and phase II/III registration 
studies. Dr. Huang is a member of the biomarker committee of the 
Chinese Society of Clinical Oncology (CSCO) and a member of ASCO, 
ESMO, SITC, AACR, and a lifetime member of the Chinese American 
Hematologist and Oncologist Network (CAHON). She earned her 
medical degree from Sun Yat-sen University of Medical Sciences, 
China, and her PhD in Biophysics at the Albert Einstein College of 
Medicine, United States. While a post-doctoral fellow in pathology at 
Montefiore Medical Center, New York, she earned her National 
Institutes of Health (NIH) sponsored master’s degree in Clinical 
Research Methods specifically designed for physician scientists. 

Yibin Kang, PhD 
Warner-Lambert/Parke-Davis 
Professor of Molecular Biology, 
Princeton University; Associate 
Director, Rutgers Cancer Institute of 
New Jersey; President, Chinese 
Biological Investigator Society 

 
Yibin Kang is a Warner-Lambert/Parke-Davis Professor of Molecular 
Biology at Princeton University and an Associate Director of Rutgers 
Cancer Institute of New Jersey. He graduated with a bachelor’s degree 
from Fudan University in Shanghai in 1995.  After completing his 
graduate study at Duke in 2000 and postdoctoral training at Memorial 
Sloan-Kettering Cancer Center, Dr. Kang joined the faculty of 
Princeton University as an Assistant Professor of Molecular Biology in 
2004.  He was promoted to Associate Professor with tenure in 2010 
and to Endowed Chair Full Professor in 2012. Dr. Kang has served as 
the President of the Metastasis Research Society (2016-2018), Chair 
of the American Association for Cancer Research (AACR) Tumor 
Microenvironment Working Group (2018-2019) and President of 
Chinese Biological Investigator Society (2018-2020). 

Dr. Kang’s research focuses on the molecular mechanisms of breast 
cancer metastasis. He has published over 170 original articles in 
leading journals including Science, Cancer Cell, and Nature Medicine. 
Dr. Kang's outstanding achievements have been recognized by many 
prestigious awards, including the 2011 Vicek Prize for Creative 
Promise in Biomedical Sciences (2011), and the AACR Award for 
Outstanding Achievements in Cancer Research (2012), and the AACR 
Outstanding Investigator Award in Breast Cancer Research (2014). 

Toshio Kimura, MS 
Senior Director, Medical Analytics, 
Regeneron Pharmaceuticals 

Toshio Kimura is the head of Medical Analytics 
at Regeneron with over 18 years of experience 

in the pharmaceutical industry.  He is responsible for statistics and 
statistical programming within Medical Affairs including support for 
Health Economics and Outcomes Research.  The Medical Analytics 
team applies innovative statistical methods including machine learning 
and data visualization to improve patient care and outcomes. 

Prior to Regeneron, he worked at Boehringer Ingelheim in Clinical 
Biostatistics and was the Global Head of Health Information and 
Analytics. Through a Global Management Development Program and 
an expatriate assignment, he spent half a year in Mumbai, India, and 2 
years in Germany at global headquarters. 

He completed his undergraduate studies at Princeton University and a 
master in biostatistics from Yale University. 

Praveen Kudithipudi, MD, MBA 
Director of Business Development, 
Fannin Innovation 
 

Dr. Praveen Kudithipudi is a medical doctor 
trained in Neuroscience in the United Kingdom and has over 15 years 
of expertise in Healthcare Investment Banking, Venture Capital, 
Investment Management, Business Development, Strategy and 
Entrepreneurial Initiatives.  

Dr. Kudithipudi serves as Director of Business Development at Fannin 
Innovation Studio, Houston, Texas supporting licensing of 
pharmaceutical drugs and establishing collaborations with 
Pharmaceutical companies and Academia. Fannin is an 
Incubator/Venture Capital firm and currently has 12+ technologies in 
the portfolio with investments exceeding $140+ Million. Dr. Kudithipudi 
also serves as a Senior Vice President in Healthcare Investment 
Banking at WestPark Capital, New York. 

Dr. Kudithipudi received a MBBS (MD) in Medicine from Manipal 
University, India and MBA in Finance from New York University, USA. 
He is the exclusive author of a medical book sold on Amazon. 

Christos Kyratsous, PhD 
Vice President, Research, 
Regeneron Pharmaceuticals, Inc. 

Christos Kyratsous, PhD, is the Vice President of 
Research, Infectious Disease and Viral Vector 

Technologies at Regeneron. In his role, he oversees preclinical 
research into a diverse portfolio of anti-pathogen fully-human 
monoclonal antibodies and novel gene and cell therapies. His team 
utilizes Regeneron’s key ‘rapid response’ technologies, including the 
company's proprietary VelocImmune® mice with genetically-modified 
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human immune systems, to dramatically accelerate the drug discovery 
and development process. Throughout his nine-year tenure at the 
company, Dr. Kyratsous has made a significant impact on global health, 
including leading the development of REGN-EB3, a drug candidate for 
the treatment of Ebola, and most recently, leading Regeneron’s efforts 
to develop novel antibodies against COVID-19. Prior to joining the 
Regeneron team in 2011, Dr. Kyratsous conducted his postdoctoral 
fellowship in Molecular Biology at New York University. He earned his 
BS in Pharmaceutical Sciences from Aristotle University of 
Thessaloniki in Greece, and received his MPhil, MA and PhD in 
Microbiology from Columbia University. 

Chang Lee, MD, MSHA, DrPH 
Vice President, PAREXEL R&A 
APAC, PAREXEL International 

Chang Lee is the Vice President, PAREXEL R&A 
APAC and responsible for region growth and 

strategy.   Formal FDA Medical Reviewer and former executive in many 
pharma companies.  Unique experience in the combination of FDA 
medical reviewer, CRO and pharmaceutical industries for overall 
regulatory and clinical strategies in new drug development and leading 
clinical research/operation, statistical analysis, data management, 
medical and regulatory.  Keep track of the new paradigm and best 
industry practices for new product development and risk management 
as well as working global regulatory authorities (USFDA, EMEA, 
MHRA, Health Canada, PMDA, and NMPA (China)). Licensed 
Physician and Board-certified pathologist in the US; Doctor of Public 
Health, and MS in Hospital Administration. 

Eunice Lee, PhD 
Executive Director, Global 
Regulatory Affairs, Merck & Co., 
Inc. 

Eunice Lee is Executive Director for Companion 
Diagnostics and In Vitro Diagnostics in the Global Regulatory Affairs 
group at Merck. Before joining Merck, Eunice spent nearly 8 years at 
the FDA. Her tenure included experience in the Center for Devices and 
Radiological Health as Chief of the Molecular Pathology and Cytology 
Branch and a Senior Scientific Reviewer in the Office of In Vitro 
Diagnostics and Radiological Health; and in the Office of the 
Commissioner as a Senior Advisor in the Office of Combination 
Products. Prior to the FDA, she was a Scientist at the National Cancer 
Institute at NIH, and she completed a post-doctoral fellowship at 
Stanford University. Eunice earned an A.B. in biology and physics from 
Bryn Mawr College and a Ph.D. in biology from MIT. 
 
 

Virginia Man-Yee Lee, PhD 
John H. Ware 3rd Professor in 
Alzheimer’s Research, Director of 
the Center for Neurodegenerative 
Disease Research and Co-Director 
of the Marian S. Ware Alzheimer 
Drug Discovery Program, University 
of Pennsylvania 

 
Dr. Virginia M.-Y. Lee is the John H. Ware 3rd Professor in Alzheimer’s 
Research, Director of the Center for Neurodegenerative Disease 
Research and Co-director of the Marian S. Ware Alzheimer Drug 
Discovery Program at the University of Pennsylvania. Her educational 
background includes MS in Biochemistry from the University of London 
(1968), PhD in Biochemistry from the University of California at San 

Francisco (1973) and MBA from the Wharton School, University of 
Pennsylvania (1984). 
 
Dr. Lee has received numerous awards including the 2018 Robert A. 
Pritzker award for Parkinson’s Disease Research from the Michael J. 
Fox Foundation and the 2019 Breakthrough Prize in Life Sciences. She 
was elected to the Institute of Medicine (2006) and the American 
Academy of Arts and Sciences (2013). 
 
Dr. Lee’s research focuses on disease proteins that form pathological 
inclusions in hereditary and sporadic Alzheimer’s disease (AD), 
Parkinson’s disease (PD), frontotemporal lobar degeneration (FTLD), 
amyotrophic lateral sclerosis (ALS) and related neurodegenerative 
disorders of aging. Significantly, Dr. Lee’s studies implicated the 
abnormal aggregation of tau, alpha-synuclein and TDP-43 in 
mechanisms that compromise neuronal viability. Most importantly, this 
research has opened up new avenues of research to identify targets 
for drug discovery to develop better treatments for these disorders. 

Jie Jack Li, PhD 
VP of Discovery Chemistry, 
ChemPartner 

 
Before joining ChemPartner as Vice President of 
Discovery Chemistry, Jie Jack Li practiced 

medicinal chemistry for over twenty years at Pfizer, BMS, and 
Revolution Medicines, respectively, with a four-year sojourn at the 
University of San Francisco as an Associate Professor, teaching 
medicinal and organic chemistry.  

He has published thirty books in organic chemistry, medicinal 
chemistry, and history of drug discovery. Chief among them are 
Medicinal Chemistry for Practitioners, and Name Reactions, now in the 

sixth edition. 

Lillian Li, LLM 
Managing Director 
Deloitte Tax LLP,  

 
Lillian has 19 years’ professional experience in the 
international tax area. Lillian assists multi-national 

clients with tax advantaged investment structuring, financing, 
strategies, repatriation techniques, international tax reporting and 
global tax minimization. She leads the international tax service teams 
of some of Deloitte’s largest clients, including several large asset 
management firms and financial institutions. She is a trusted advisor 
and has in-depth knowledge in analyzing the issues and opportunities 
relevant to investment funds, fund organizers, fund investors and their 
investment portfolios. 

Lillian is also a leader in Deloitte’s Chinese inbound tax services. She 
has extensive experience working with Chinese executives and 
assisting Chinese entities doing business in the US, especially with 
entrepreneurs in life sciences & health care industry. Lillian is very 
knowledgeable in intangible property planning, IPO positioning, and 
cross-border M&A. 

Lillian is a member of the New York State Bar Association. She 
graduated from Fudan University and received her LL.M. degree from 
New York University School of Law. 
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Jian Liu, PhD 
CSO and Site Head, Eternity 
Bioscience, Inc. 

Jian Liu, PhD, is currently the Chief Scientific 
Officer and Site Head at Eternity Bioscience, Inc. 

Previously Dr. Liu served as the Principal Scientist and External Lead 
in the External Discovery Chemistry Department at Merck. Dr. Liu has 
managed many projects on target validation, lead identification, and 
lead optimization in the discovery chemistry department, and has 
generated multiple clinical candidates that went into first-in-man, phase 
I, and phase II clinical trials. Dr. Liu is an expert in drug discovery for 
many therapeutic areas such as osteoporosis, obesity, diabetes, 
cardiovascular disease, rheumatoid arthritis, oncology, infectious 
disease, pain and neuro-degenerative diseases. Dr. Liu has also been 
in charge of outsourcing and collaborating with several external CRO 
companies. Based on his research work, Dr. Liu has published 31 peer 
reviewed papers, and obtained 48 US and international patents. Dr. Liu 
obtained a Ph.D. degree in organic chemistry from UCLA in 1998 and 
joined Merck in 2001. He is the 2017-2018 President of Sino-American 
Pharmaceutical Professionals Association (SAPA). Because of his 
significant contribution to the scientific research and community 
service, Dr. Liu was the proud recipient of the 2019 Outstanding 50 
Asian Americans Award by the Asian American Business Development 
Center. 

Liping Liu, PhD, MBA 
Founder and CEO, HighTide 
Therapeutics Inc. 

 
Liping Liu is the founder and chief executive 
officer of HighTide Therapeutics, a globally 

focused company to develop therapeutics for non-viral chronic liver 
diseases, gastrointestinal diseases and metabolic disorders with large 
and unsatisfied market needs.  

HighTide’s lead drug is a first-in-class new molecular entity, currently 
in Phase II trials for the treatment of primary sclerosing cholangitis 
(PSC), a rare disease with no approved therapy, and nonalcoholic 
steatohepatitis (NASH), an asymptomatic, silent disease emerging into 
a public health crisis worldwide. Both received fast track designations 
from US FDA, and PSC also received orphan drug designation from 
US FDA. 

Prior to founding HighTide, Dr. Liu held positions as the Director of 
R&D, Stealth Biotherapeutics Inc.; Head of Proteomics, ATCC; Senior 
Manager of R&D, MannKind Corp, and Director of Antigen Discovery, 
CTL ImmunoTherapies Corp. 

Dr. Liu received her doctoral degree from Nankai University, completed 
post-doctoral training in University of Toronto, and received MBA 
degree from Johns Hopkins University Carey Business School. 

Shan Lu, MD, PhD 
Professor, University of 
Massachusetts Medical School 

Prof. Lu is a physician scientist and a pioneer in 
gene based vaccines.  He is a tenured full 

professor at the University of Massachusetts Medical School and is a 
board certified physician in Internal Medicine.  His scientific research 
is in the induction of high quality antigen specific B cell responses and 
its applications to vaccine and monoclonal antibody development.  He 
is a pioneer in the discovery of DNA vaccines and has developed a 
polyvalent DNA prime-protein boost HIV vaccine which has 

demonstrated the most immunogenic responses in human studies 
among previous HIV vaccine candidates and is moving through clinical 
development.  He is a current board member and previous president 
of International Society for Vaccines (ISV).  He is the Editor-in-Chief of 
Emerging Microbes and Infections (EMI). He is a Fellow of American 
College of Physicians (FACP) and a Fellow of ISV (FISV).  Dr Lu is 
also an advisory member for WHO and CEPI. 

Kamala K. Maddali, DVM, PhD 
Global VP, Deep Lens  

Dr. Kamala Maddali is a biotech, pharma, 
diagnostics, and life sciences executive with over 
17 years of deep expertise in Precision Medicine. 

Prior to Deep Lens, Dr. Maddali served as a chief scientific and 
commercial executive for many notable Fortune 500 companies like 
Merck, Quintiles, and Quest Diagnostics in precision medicine. She 
also served as an executive advisor for several other healthcare 
technology companies focused on artificial intelligence, blockchain 
genomics, nutraceuticals, bioinformatics, biotechs focused on unique 
precision medicine driven solutions. Dr. Maddali has a Ph.D. in 
Pharmacology from University of Missouri-Columbia and a doctorate 
in Veterinary Medicine from Tirupati, India. She brings unique 
experience across precision medicine and education from her personal 
battle as a “Rare Disease patient” herself. She is an active leader in 
precision medicine and a patient advocate serving as a board member 
for several US/International based organizations focused on cancer, 
rare disease diagnosis and prevention. 
 

Susan Mayer 
Senior Director, Regulatory 
Strategy, Oncology Eisai Inc. 

Susan Mayer is a Senior Director Regulatory 
Strategy within the Oncology Business Group at 

Eisai Inc.  She is a regulatory professional with over 30 years in the 
pharmaceutical industry, 20 of which have been in developing and 
implementing U.S. and global regulatory strategies. Susan has 
supported clinical development and clinical quality assurance functions 
prior to her regulatory strategy roles.  In addition to supporting drug 
development in oncology, she has worked in therapeutic areas that 
include women’s health care, cardiovascular, and anesthesia products.  
Susan has been with Eisai Inc. for 13 years. 

Caroline McGregor, PhD 
Vice President, Analytical R&D, 
Merck & Co., Inc. 

Caroline McGregor is Vice President, Analytical 
Research & Development and has been in her 

current role since April 2018.  In this role, she leads a group of 
managers & scientists committed to effective execution on the Merck 
pipeline from Discovery through filing and launch by delivering 
integrated physical, analytical and bioanalytical solutions and through 
application of innovative technologies while leveraging critical network 
collaborations, and interactions with the external scientific and 
regulatory communities. This includes all modalities, small molecules, 
biologics & vaccines. 

Caroline's career with Merck began in 2001 as a preformulation 
scientist in Pharmaceutical Sciences with a focus on bringing 
pharmaceutical sciences and drug delivery expertise to Discovery and 
Early Development. She led teams covering all aspects of physical 
characterization to support salt and polymorph selection as well as 
development of formulations which optimize exposure and duration of 
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action for preclinical PK, efficacy and toxicology studies. She has held 
positions of increasing responsibility during her tenure. She was 
Director & Site Lead for Discovery Pharmaceutical Sciences in Boston 
for 5 years and was Executive Director Discovery Pharmaceutical 
Sciences for 2 years prior to moving to Process Research & 
Development in 2015. Initially the scope of this role was leading 
Analytical Chemistry with a focus on analytical development for small 
molecule active pharmaceutical ingredients which was then expanded 
her current scope in Analytical Research & Development.   

Caroline was educated at the University of Strathclyde in Glasgow, 
Scotland, where she graduated in 1998 with a BSc in Chemistry.  In 
2001, she received her PhD in Chemistry from the University of 
Cambridge for a thesis which focused on design of novel liposomal 
drug delivery systems for DNA and small molecules.  She is the author 
of various publications in the fields of characterization of 
pharmaceutical materials and drug delivery. 

Jim McNally, PhD 
Chief Scientific Officer, BioAgilytix 

Dr. McNally has an extensive background in 
bioanalytical assay development and program 
leadership spanning nearly 20 years working in 

the pharmaceutical and biotechnology industry. Prior to joining 
BioAgilytix, Dr. McNally was Executive Director at CRISPR 
Therapeutics, where he led a team of scientists to develop a portfolio 
of assays to support development of gene-based therapeutic 
candidates throughout their lifecycle. He has also previously held roles 
at Genzyme, Pfizer, EMD Serono, and Shire which have given him 
broad experience in the development of large molecule, gene therapy, 
and cell therapy biotherapeutics. He has a special interest in the 
immunogenicity of biotherapeutics and leads an industry-wide working 
group to address this issue. A key part of his role at BioAgilytix is 
advising on emerging scientific developments and providing scientific 
and regulatory guidance. Dr. McNally obtained his B.S. in Biology from 
Mississippi State University, his Ph.D. Viral Immunology from 
Louisiana State University School of Medicine in Shreveport, and his 
Post-Doc in Viral Immunology from University of Massachusetts 
Medical School. 

Mike Nedved, PhD 
Scientific Director, Janssen R&D, 
LLC 

Mike Nedved earned his Ph.D. in chemistry from 
the University of Delaware in 1995, where he 

focused on the analytical chemistry of de novo peptides designed to 
mimic DNA binding motifs. After a post-doctoral position at Cornell 
University involving the LC/MS method development for the analysis of 
small molecule combinatorial libraries, he joined Bristol-Myers Squibb 
in Princeton, NJ and worked on the development of multi-dimensional 
LC/MS methods for studying protein-drug interactions. In 1997, he 
joined the Analytical Development group at Centocor in Malvern, 
Pennsyvlania (now Janssen R&D as part of Johnson & Johnson) and 
has been involved in various roles in the development and 
commercialization of monoclonal antibodies and other protein-based 
biologics. He is currently an Scientific Director and leads a protein 
characterization group that supports comparability studies from early 
through late development and post approval. 

Eric Risser, MBA 
SVP & Chief Business Officer, 
Macrogenics 

Eric Risser has over 20 years of business 
development, strategy and portfolio management 

experience across both small biotechnology and large pharmaceutical 
companies. During his career, he has led multiple major transactions 
in the pharmaceuticals area, including company acquisitions, 
divestments, equity financings, product licenses and research 
collaborations. He currently leads the business development, program 
management and new product planning functions at MacroGenics, and 
was responsible for the execution of MacroGenics’ partnerships with I-
Mab, Zai Lab, Roche, Incyte, Janssen, Takeda, Gilead, Servier, Pfizer 
and Boehringer Ingelheim. Prior to joining MacroGenics, he served as 
Executive Director, Business Development at Johnson & Johnson 
Pharmaceuticals, which he joined in 2003. Before Johnson & Johnson, 
Mr. Risser started and built a successful consulting practice that 
provided counsel to emerging life science companies in the United 
States and Europe. He has also worked as a venture capitalist with 
BankAmerica Ventures and as an investment banker with Lehman 
Brothers, where he began his career in their New York and London 
offices. Mr. Risser holds an M.B.A. from Stanford University and a B.A. 
from Yale University. 

Liang Schweizer, PhD 
Co-Founder and CEO, HiFiBiO 
Therapeutics 

Liang Schweizer is the co-founder, President and 
CEO of HiFiBiO Therapeutics, an emerging 

multinational biotherapeutics company. Previously, she was a co-
founder and CSO for Harbour Biomed. Before launching her 
entrepreneurial career, Liang served as Head of Asian Cancer 
Research at Sanofi and Director of Leads Evaluation at Bristol-Myers 
Squibb Company.  
 
Liang Schweizer graduated from the University of Science and 
Technology of China (USTC) majoring in Biology. She received her 
Master’s degree in Microbial Engineering at the University of 
Minnesota. Liang earned her Ph.D. in Molecular Biology from the 
University in Zurich, Switzerland. Her postdoctoral training was with Dr. 
Harold Varmus, a Nobel Laureate, at Memorial Sloan Kettering Cancer 
Center (MSKCC), New York.  
 

Vipula Tailor 
CEO, Sonix Medical Devices, Inc. 

Pharma executive and entrepreneur with over 18 
years of international business development, 
licensing, R&D and commercialization experience 

in biotech, pharmaceuticals, medical devices/diagnostics and 
healthcare areas. Led and closed deals over $500MM with healthcare 
and pharma companies. Led healthcare global data acquisitions and 
M&A in medical devices space. Held leadership roles at Pfizer (Wyeth), 
GSK, Johnson and Johnson, Merck and Vertex. Vipula received Tata 
scholarship and was awarded Robert White fellowship by the Society 
of Immunology UK. She has received Trout Group Business Award, 
winner of 2017 The Venture Forum Annual ‘5-Minute Pitch’ Contest, 
recipient of Bluedoor AARP Award 2017 and 2018 International Life 
Sciences Award for Best Pharmaceutical Technology Provider and 
Most Inspirational Pharmaceutical Entrepreneur. Vipula has lived and 
worked in India, UK, Germany, Switzerland, Canada and USA. 
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Simon Trowell 
VP, Quality & Risk Management, 
Clinical Operations, Pharmaceutical 
R&D, GSK; Chair of TransCelerate 
Clinical Oversight  
Committee 

A Medicinal and Pharmaceutical Chemist by training, Simon joined 
GSK in 1994 and has worked in a variety of clinical development, 
learning and development and quality risk management roles within 
Pharmaceutical R&D. 
 
Simon leads the Quality & Risk Management function that oversees 
Clinical Documentation strategy and process; manages written 
standards for clinical development; ensures alignment of clinical 
development ways of working with current and emergent regulations; 
and, ensures a fit for purpose approach to quality culture and risk 
management. In addition to these functional accountabilities, Simon is 
the Risk Owner for the GSK enterprise risk of Research Practices and 
serves as GSK’s representative, and Chair, of the TransCelerate 
Clinical Oversight Committee.  
 
Simon is a member of the Clinical Operations Leadership Team and 
the R&D Compliance Board. 
 

P. Roy Vagelos, MD 
Retired Chairman & CEO, Merck & 
Co, Inc.; Chairman of the Board, 
Regeneron Pharmaceuticals, Inc. 
 
Roy Vagelos, M.D., retired Chairman and CEO of 

Merck & Co., Inc., received an A.B. in 1950 from the University of 
Pennsylvania and an M.D. in 1954 from Columbia University College 
of Physicians and Surgeons.  Following a residency at the 
Massachusetts General Hospital he did research at the National 
Institutes of Health from 1956 to 1966.  In 1966 he became Chairman 
of the Department of Biological Chemistry at Washington University 
School of Medicine in St. Louis.  In 1975 Dr. Vagelos joined the Merck 
Research Laboratories as President and then became the company’s 
Chairman and CEO (1985-1994).  
 
Dr. Vagelos is a member of the National Academy of Sciences, the 
National Academy of Medicine, the American Academy of Arts and 
Sciences and the American Philosophical Society.  He is Chairman of 
Regeneron Pharmaceuticals, Inc., a biotech company.  He is also 
Chairman of the Board of Advisors at Columbia University Medical 
Center, the Columbia Precision Medicine Council, the Columbia 
Climate Board of Advisors, and is Co-Chairman of the Columbia 
University Campaign Executive Committee.  He serves on a number of 
public policy and advisory boards. 
 

Rupert Vessey, PhD 
EVP and President, Research and 
Early Development, Bristol Myers 
Squibb 

Rupert Vessey leads Research and Early 
Development, overseeing the advancement of promising programs, 
technologies and assets across all therapeutic areas, from discovery 
through proof-of-concept. He also works closely with Business 
Development to identify external sources of innovation. 
 
Rupert joined BMS from Celgene, where he served as President of the 
company’s Research and Early Development organization. Prior to 

joining Celgene in 2015, Rupert spent ten years at Merck, where he 
was responsible for numerous drug development programs and held 
leadership roles in the company’s Early Development, Discovery 
Sciences, Drug Discovery and Informatics groups, as well as its 
respiratory and immunology franchise. Prior to his time at Merck, he 
spent five years at GlaxoSmithKline involved in drug discovery, 
experimental medicine and early clinical development of therapeutics 
for respiratory and immune diseases.  
 
Rupert graduated from Oxford University in the United Kingdom with 
degrees in Physiological Sciences (M.A.), Clinical Medicine (B.M., 
B.Ch.) and a Doctor of Philosophy (D.Phil.) in Molecular Immunology.  
He is an elected Fellow of the Royal College of Physicians London and 
a Visiting Professor of Rheumatology at Oxford University.   
 

Heidi Wang, PhD 
Vice President, Head of Oncology 
Global Regulatory Strategy & Policy, 
Bristol Myers Squibb 

Dr. Heidi Wang is the Vice President and Head of 
Oncology Global Regulatory Strategy and Policy at Bristol Myers 
Squibb Company (BMS). She had successfully led teams to obtain 4 
US FDA approvals for Opdivo and Yervoy new indications in 2020 to 
date. Prior to the current role, she was the Head of China Regulatory 
where she led the teams to obtain the first HCV direct acting agents 
(Daklinza and Sunvepra) approvals in 2017 and the first Immuno-
Oncology PD(L)-1 inhibitor (Opdivo) approval in 2018. Dr. Wang had 
20+ years of experience working at BMS, including conducting 
research in HIV and hepatitis B and C viruses and leading and guiding 
the teams on multiple regulatory submissions and approvals in the US 
and 30+ international markets, including China. 

Jin Wang, PhD 
Managing Partner, Manhattan 
Capital Group 

 Dr Wang is the Founding Partner of MCG Group, 
and former Asia/China Head of Paramount Capital 

VC Group. With over 20 years experience of biotech VC investment in 
US and China, he actively invested 30+ startups in biotech/ healthcare 
field since the late 1990s. Prior to his VC career, Dr Wang worked for 
Roche and academia research, after obtained his bachelor degree 
from Zhejiang University and graduated from WPI for his PhD. He is 
co-founder of the SAPA organization, co-founder and early investor of 
many companies including DXY company. 

Bingchuan Wei, PhD 
Scientist, Genentech Inc., a member 
of Roche Group 

Bingchuan is a scientist in Genentech Research 
and Early Development (gRED). He has extensive 

experiences in analytical development of small molecule and biological 
products. His current research interest is real time release and 
implement data science tools to link product quality with manufacturing 
process, product structure and function. He earned his B.S. in 
chemistry and mathematics from Peking University and Ph.D. in 
analytical chemistry from Purdue University. 
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Kathleen Winson 
Sr. Group director, Regulatory, 
Genentech/Roche 

Kathleen Winson is a Senior Group Director in 
Regulatory at Genentech, a member of the Roche 

Group, where she oversees regulatory strategy for the Oncology Lung 
and GU programs.  She has over 24 years of clinical research 
experience with a broad breadth of experience that includes 
pharmaceutical, biotech, community hospital and academic research 
as well as multiple therapeutic areas including cardiovascular, 
neuroscience, immunology, infectious disease and oncology.  She has 
worked at Genentech for the past 18 years, initially in Oncology Clinical 
Operations and then transitioning to Regulatory in 2008.  She has 
extensive US, EU and international filing experience and over the past 
decade and has participated in and led efforts to streamline and 
accelerate filings both internally and externally.  In addition to 
overseeing regulatory strategy, she is actively involved in or leading 
several cross-organizational efforts to advance innovative approaches 
to drug development including tissue agnostic approaches in clinical 
development, use of ctDNA in clinical research and as a drug 
development tool, advancing inclusive research and accelerating and 
expanding both de-centralized and platform trials in clinical research. 
 

Patrick Wong, CPA 
Partner of WWC, P.C. Certified 
Public Accounts 

 Patrick Wong is a Partner of WWC CPA P.C.   He 
specializes in auditing, IPOs and cross-border 

capital market transactions for companies in the United States and 
China. Patrick was the Chief Financial Officer of a technology company 
listed in the United States, and he held various senior roles in finance 
and sales with technology companies and financial institutions. He is a 
Chartered Accountant of Canada, and Certified Public Accountant of 
the United States, Hong Kong and Australia. 
 

Mingde Xia, PhD 
Senior Director, Global External 
Innovation Johnson & Johnson 

Dr. Mingde Xia is currently a Senior Director of 
WWDA, Johnson & Johnson Global External 

Innovation. He focuses on business partnership through investment, 
incubation, co-development, license and other collaboration vehicles. 
He has been working with Johnson & Johnson since 1999 after career 
track at China Pharmaceutical University and Yale University, and has 
successfully led / executed over 50 projects external collaboration for 
Johnson & Johnson three sectors (Pharm / Medical Device / 
Consumer). He is a guest / adjunct professor at the Chinese Academy 
of Sciences, a major inventor / author of over 60 patents / publications, 
a reviewer for a number of top quality international scientific journals, 
and an invited speaker for many international pharmaceutical 
conferences / forums. He received awards from American Chemical 
Society, Johnson & Johnson and different universities. He has actively 
involved in Sino-American Pharmaceutical Professionals Association 
(SAPA President 2008, Board of Directors 2008-present) and 
organized many international conferences in USA and Asia. 

 

Lynn Yang, PhD 
Managing Director 
Deloitte Tax LLP 

With 20 years of economic consulting and Big 4 experiences, Lynn 
specializes in assisting clients with global tax rationalization, transfer 
pricing planning, documentation, and audit defense. Lynn has been 
with Deloitte Tax LLP for fourteen years.  
Lynn has extensive experiences in leading and conducting transfer 
pricing analyses related to intercompany services, supply chain 
alignment, intangible property transfer, cost sharing arrangements, 
tangible goods transfer, and intercompany financing. Lynn’s work has 
spanned a variety of industries, including pharmaceuticals, chemicals, 
financial services, commercial and residential real property, investment 
advice, and many other sectors.  Lynn is also the transfer pricing leader 
of Deloitte’s US Chinese Services Group. Lynn has served numerous 
Chinese inbound clients to meet their transfer pricing needs. Lynn also 
assumes the lead client service or lead tax service role for several large 
Chinese clients.  Lynn is a board of directors for National Association 
of Chinese Americans and a member of The American Economic 
Association, The Chinese Economist Society, and The International 
Economics and Finance Society, respectively. 
  
Lynn received her Ph.D. in economics from University of Colorado - 
Boulder and her MA and BA in Economics from People’s (Renmin) 
University of China. 

 

Tint Tint Yap 
Vice President, Integration, 
Separation and Transition, Bayer  

Tint Tint is the Vice President leading the US 
Integration, Separation and Transition at Bayer. In 

over 20 years with Bayer, Tint Tint has built extensive international 
experience in leading major changes in the organization in Germany, 
the US and China. With a degree in economics from the University of 
Monash, Melbourne Australia, Tint Tint joined Price Waterhouse 
Coopers and completed her CPA certification in Singapore. There she 
joined Bayer and has since been holding various leadership roles with 
a focus on leading change and digital transformation. She spent 5 
years at Bayer Headquarters in Leverkusen, Germany and led the first 
European Finance and Controlling SAP implementation for several 
European countries. Her other roles include Director of Accounting 
Pharma in the US, where Tint Tint also led the “Lift and Shift” project 
to set up the Accounting Shared Service Center after a large 
Healthcare acquisition. Tint Tint also served as the Controller for Bayer 
Consumer Health in China during the acquisition of Merck’s OTC 
business and a manufacturer of Chinese traditional medicine. 
Afterwards, as Head of Commercial and Sales Support China, she led 
a team of 80 sales representatives in managing more than 500 
distributors for the whole country, generating more than 350 mEUR 
annual sales. After returning from China, Tint Tint led various 
transformational projects for the Bayer Procurement function. They 
include global initiatives on operationalization of category strategies in 
major countries as well as the US implementation of guided buying 
system on SAP-Ariba. 
 
 In her current role, she leads integration, separation and transitional 
activities; including the integration of Monsanto businesses as well as 
supporting function cost optimization initiatives in the US. 
Tint Tint is a Malaysian-born Chinese who has lived in 4 continents and 
5 countries. She advocates for diversity and inclusion at workplace. 
Specifically, she advocates for women who aspire to be in leadership 
position in business. She has been an active volunteer in Healthcare 
Businesswomen Association (HBA) since 2009 and is currently the 
Chapter President of Northern New Jersey. 
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Katherine Young, MS 
Sr. Principal Scientist, Biology-
Discovery, Clinical Microbiology & 
Virology, Merck & Co., Inc. 
 
Katherine Young is Sr. Principal Scientist in the 

Clinical Microbiology and Virology group within the Infectious Diseases 
Department of Merck & Co., Inc., West Point, PA USA. She received 
her undergraduate training at Bryn Mawr College in Pa graduating in 
1981 and her MS in Microbiology and Molecular Genetics from Rutgers, 
the State University in 1994. After two summers as an intern in the 
Basic Microbiology department at Merck she returned full-time in late 
1982 and has been involved in all aspects of antibacterial discovery 
and development ever since, from target ID and evaluation through to 
clinical trials and support of pipeline products. She has expertise in 
carbapenems and β-lactams as well as the molecular epidemiology of 
resistance in gram-negative organisms. In 2014 she had the honor of 
being selected as a Richard T. Clark Fellow for Global Health, working 
with Bioventures for Global Health to advance drug discovery on the 
ground in Africa. 
 

Zhinuan Yu, PhD 
CVP, Biometrics and Regulatory 
Enabling Functions, Antengene 
Corporation 

Zhinuan Yu, Ph.D., is CVP for Biometrics and 
Regulatory Enabling Functions at Antengene.   Prior to joining 
Antengene, she was Senior Director of Biostatistics at Bristol-Myers 
Squibb until June 2020, and worked at Celgene for nearly 16 years 
before being acquired by BMS in 2019, leading statistical support for 
multiple high priority programs including Thalidomide, Lenalidomide, 
Pomalidomide, and CAR-T/cell therapy for hematologic malignancies, 
having played a key role in successful NDA/sNDA/BLA submissions 
with global health authorities. She won the prestigious John W. 
Jackson Leadership Award at Celgene in 2014. Prior to Celgene 
Zhinuan worked at Organon (now Merck) and University of Miami 
Comprehensive Drug Research Center.  
 
Zhinuan received her Ph.D. Degree from Tulane University in New 
Orleans, USA, and Bachelor of Arts degree from Fudan University in 
Shanghai, China. 
 

Bing Yuan, PhD, MBA 
Chief Strategy & Business Officer, 
CStone Pharmaceuticals 
 
Dr. Bing Yuan is currently Chief Strategy & 
Business Officer at CStone Pharmaceuticals. As a 

seasoned business executive in business development and 
commercial strategy, he has made significant contributions to 12 global 
oncology brands at various stages. He is currently responsible for 
corporate strategy, business development & alliance management, 
portfolio strategy & business insights, and R&D project management 
office at CStone. Previously, he had also established and managed a 
few other functions, including investor relations, government affairs, 
communications & PR, medical affairs and commercial team.  Before 
joining CStone in 2016, he was Executive Director and Global Lead of 
Oncology BD at Merck (MSD). He focused on expanding Merck's 
leadership position in cancer immunotherapy, and successfully 
achieved 34 M&A, licensing and Keytruda collaboration deals. Before 
Merck, he was Global Head of Life Cycle Strategy and Executive 
Director at Novartis Oncology, responsible for Glivec and Afinitor brand 
life cycle strategy. He played a key role in global launch of Zykadia in 

ALK+ lung cancer and was a core deal team member for Jakavi, 
Mektovi and Tabrecta licensing deals. He was three-time Novartis 
Oncology President Award recipient. He also served as Global 
Oncology Marketing Lead at Eisai in the past, managing entire 
oncology portfolio. Dr. Yuan holds a Ph.D. in Molecular Biology from 
Columbia University, an MBA from Cornell University and B.S. of 
Biochemistry from Nanjing University. 
 

Heping Zhang, PhD 
Susan Dwight Bliss Professor of 
Statistics, Yale University 

Heping Zhang is Susan Dwight Bliss Professor of 
Biostatistics and Professor of Statistics and Child 

Study at Yale University. He published over 300 research articles and 
monographs in theory and applications of statistical methods and in 
several areas of biomedical research including epidemiology, genetics, 
child and women health, mental health, and substance use. He directs 
the Collaborative Center for Statistics in Science that coordinates 
major national research networks to understand the etiology of 
pregnancy outcomes and to evaluate treatment effectiveness for 
infertility. He is a fellow of the American Statistical Association and a 
fellow of the Institute of Mathematical Statistics. He was named the 
2008 Myrto Lefokopoulou distinguished lecturer by Harvard School of 
Public Health and a 2011 Medallion Lecturer by the Institute of 
Mathematical Statistics. In 2011, he received the Royan International 
Award on Reproductive Health, 2013 the Scientific Program Prize 
Paper from American Society for Reproductive Medicine, 2014 the 
March of Dimes Award for Best Research in Prematurity, and 2017 the 
American Journal of Obstetrics & Gynecology Research Excellence 
Award. Professor Zhang was the Editor-in-Chief of Statistics and Its 
Interface, serves on several editorial boards including the Journal of 
the American Statistical Association and Genetic Epidemiology. 
Professor Zhang is President of International Chinese Statistical 
Association, and Editor of Journal of the American Statistical 
Association (ACS). 
 

Hongjian Zhang, PhD 
Managing Director, Morningside 

Ventures 晨兴创投 

 
Dr. Hongjian Zhang is a managing director of 

Morningside Ventures with 20+ years of academic research, 
pharmaceutical R&D, management, and investment experiences. 
Previously, Dr. Zhang was a board member of Sirius Investment Co, 
Ltd and served as CEO for its portfolio companies engaged in trans-
pacific R&D and business operation. Prior to that, He was a co-founder 
and COO of PharmaResources (Shanghai) Co, Ltd., and a senior 
project leader at Bristol-Myers Squibb Pharmaceutical R&D. Over the 
years, Dr. Zhang directed and advanced more than 16 drug candidates 
to various stages of clinical trials spanning several therapeutic areas. 
Aside from his industrial commitment, Dr. Zhang enjoys translational 
research and is currently an adjunct professor at College of 
Pharmaceutical Sciences, Suzhou University, with 80+ publications in 
peer-reviewed journals. Hongjian obtained his PhD degree from 
University of California-Davis and completed his postdoctoral training 
at National Institutes of Health (NIH). 
 

Jimmy Zhang, PhD, MBA 
Founder, Chairman and CEO, 
AccuGen Group 

Dr. Jimmy Zhang has 20+ years of experience 
and expertise in large pharmas and start-up 
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companies, in strategy, management, business development, and 
operations, as well as in venture investments.  Jimmy is founder, 
Chairman and CEO of AccuGen Group.  He was a Venture Partner at 
Lilly Asia Ventures (LAV), Vice President of Transactions at Johnson 
& Johnson, and Managing Director, MSD Early Investments – Greater 
China at Merck & Co., Board Director of BeiGene.  Jimmy was 
previously SVP at Synergenics, a consultant at McKinsey, a registered 
patent agent in Morrison & Foerster, and a project manager at Chiron.  
Jimmy was a founding member and former Chairman of BayHelix 
Group.  He is an adjunct professor and master degree mentor at 
Yeehong Business School at Shenyang Pharmaceutical University, 
and organized and taught business development courses at Yeehong, 
Tongxieyi and BIO.  He holds an MBA from MIT Sloan, a PhD in 
biomedical sciences from University of Texas Southwestern Medical 
Center at Dallas, where he worked closely with three Nobel Laureates, 
and a BS in biochemistry from Nanjing University.  Jimmy published in 
Cell, Nature, Neuron, and JBC, and holds multiple patents.  He 
authored a chapter about China biotech in Biotechnology 
Entrepreneurship (2nd Edition) and co-authored Harvard Business 
School case “BeiGene”. 

Litao Zhang, PhD 
Global Head of Discovery 
Technology and Molecular 
Pharmacology (DTMP), Janssen 
 
As DTMP head, Litao is responsible for leading an 

integrated, global team of 190 scientists in the delivery of high-value 
hits and leads in partnership with the Therapeutic Areas (TAs) and 
providing impactful scientific capabilities from target ID through NME. 
DTMP employees are located at Beerse (Belgium); Spring House, PA; 
and La Jolla, CA. Prior to joining Janssen, Litao was Vice President of 
Leads Discovery & Optimization and Discovery Genomics & 
Proteomics at Bristol-Myers Squibb (BMS). She led diverse functions 
in the delivery of hit identification, lead optimization, hypothesis 
generation and validation, disease mechanism assessment, liability 
and safety evaluation from concept to drug candidate nomination 
across the Oncology, Immunology, Fibrosis and Cardiovascular 
areas.  Her teams contributed to four commercially launched drugs: 
SPRYCEL®, FARXIGA®, DAKLINZA®, and ELIQUIS®. 
 

Mu Zhou, PhD 
Senior Manager, SenseBrain 
Technology 

 
Mu Zhou serves as head for clinical AI at 
SenseBrain Research, CA.  He was a research 

fellow at medical school, Stanford University, with focus on multi-scale 
biomedical data fusion across imaging, omics and clinical data. He 
received the Ph.D. degree in computer science and engineering from 
University of South Florida, Tampa, US. He is a scientist with broad 
interests in deep learning and bioinformatics. He develops approaches 
to analyze and process quantitative information from multi-scale 
biomedical data across radiology, histopathology, and omics profiles in 
oncology. The findings enable early detection of disease, outcome 
prediction, and medical decision support for patients. He has published 
numerous journal and conference articles in Nature Machine 
Intelligence, Radiology, Pattern Recognition, Bioinformatics and 
Medical Image Analysis. 
 

Qi (Tony) Zhou, PhD 
Associate Professor, Purdue 
University 

Dr. Qi (Tony) Zhou is a University Faculty Scholar 
Associate Professor of Industrial and Physical 

Pharmacy at Purdue University. Dr. Zhou obtained his bachelor degree 
in Pharmaceutics from Shenyang Pharmaceutical University, PhD in 
pharmacy from Monash University of Australia in 2011, and 
postdoctoral training at the University of Sydney. 
 
Dr. Zhou is a recognized expert in pharmaceutical solid dosage forms, 
pharmaceutical manufacturing and pulmonary drug delivery systems, 
as recognized by Editorship in AAPS PharmSciTech and Editorial 
Board Membership in Pharmaceutical Research, Journal of 
Pharmaceutical Sciences, Drug Development and Industrial Pharmacy 
and Current Pharmaceutical Design. He has published 85 peer-
reviewed journal articles and 8 patents/applications. Dr. Zhou’s 
research has attracted >$8 million funding including two large NIH R01 
grants and many industrial projects with AstraZeneca, Merck, 
Genentech etc.  
 
Dr. Zhou’s significant contribution to the field of pharmaceutical science 
has been recognized by many awards including 2016 Emerging 
Researcher Award from International Pharmaceutical Excipients 
Council of the Americas Foundation (IPEC), 2017 New Investigator 
Award from International Society of Aerosols in Medicines (ISAM), 
2018 Rising Star Scholarship Award from National Institute for 
Pharmaceutical Technology & Education (NIPTE), and 2019 DDL 
Emerging Scientist Award from The Aerosol Society.  
 

Jin Zhu, PhD 
Attorney, Fox Rothschild LLP 
 
Jin started his industry career as a research 
scientist, first at Aventis Pharmaceuticals, and 
then at Johnson & Johnson and PTC 

Therapeutics.  He worked on various therapeutic programs and was 
an inventor of a number of US patents.   As an attorney, Jin uses his 
strong scientific background to assist clients with a variety of patent 
and other intellectual property needs. With a Ph.D. in organic chemistry 
as well as prior experience as a research scientist for pharmaceutical 
companies, he possesses a comprehensive knowledge of the science 
behind his clients’ innovations.  Jin has led numerous IP due diligence 
investigations for various organizations, including biotechnology and 
biopharmaceutical companies, in multimillion-dollar mergers and 
acquisition transactions 
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Biographies of Session 
Moderators 

Xiang Cao, PhD 
Analytical Scientific Integrator, 

Janssen 

Xiang Cao received his Ph.D. from Purdue 
University and joined Bristol-Myers Squibb (BMS) 

in 2015. He has worked in several  organizations within BMS and 
supported small molecule and biologics drug development from pre-
clinical all the way to commercialization. Currently he is working as an 
Analytical Scientific Integrator in Janssen, the pharmaceutical 
company of Johnson & Johnson. He is responsible for all CMC 
analytical deliverables for several late phase biologics programs. Xiang 
has authored several papers in the analytical chemistry field and 
serves as an invited reviewer for several top scientific journals. Xiang 
is very active at professional and community service as well. As a 
dedicated volunteer for SAPA, he has contributed to the organization 
and execution of many SAPA events. 
 

Jiangchao Chen, PhD 

Investigator, GSK 

Dr. Jiangchao Chen is currently an investigator at 
GSK focusing on developing online LC-MS multi-
attribute method for biotherapeutical PAT support. 

Prior to that, he was a Sr. Scientist at Wuxi Apptec doing LC-MS 
method development and method validation for quantitative 
proteomics, protein PTM analysis, metabolomics, and GLP-regulated 
bioanalysis. And before that, he was an Associate Research Scholar 
at Princeton University doing ultrafast shaped femtosecond laser-
matter effects and Quantum Collision Induced Dissociation-Mass 
Spectrometry (QCID-MS) for next generation mass spectrometry. He 
received 2014 Molecular Physics Early Career Researcher Prize for 
outstanding physical chemistry research and 2013 IBM-Löwdin 
Awards for quantum theory. He obtained Ph.D. in physical chemistry 
from University of South Dakota, and completed posdoc training at 
University of Florida. 
 

Veronica Chen, PhD 

Director in Global Regulatory 

Affairs, Merck & Co., Inc. 

Dr. Veronica Chen is a Director in Global 
Regulatory Affairs at Merck and a member of 

KEYTRUDA Lung Cancers Global Regulatory Team.  Prior to joining 
Merck, she worked at Bayer as a Director and Lead Global Regulatory 
Strategist in Oncology, responsible for development and execution of 
the global regulatory and US strategy for a variety of products within 
their oncology portfolio.  Veronica also served as the primary point of 
contact between Bayer New Jersey office and Bayer China team to 

align on the oncology regulatory strategy across products within 
development.  Veronica was also involved in due diligence activities to 
evaluate potential in-licensing products and coordinated the transfer of 
in-licensing products from Loxo Oncology.  Prior to joining Bayer, 
Veronica had roles of increasing responsibility over a four-year period 
at Novartis Oncology starting in clinical research and subsequently 
transitioning into the regulatory oncology group where she supported 
the development of CDK4/6 inhibitor KISQALI and the PI3K inhibitors, 
including buparlisib and alpelisib. Veronica received her Doctor of 
Philosophy in Biology from The University of Dundee (UK) and was a 
postdoctoral fellow at the Linberger Cancer Center at UNC and H. Lee 
Moffitt Cancer Centers.  

  

Xiaodong Chen, PhD 

Drug Product Development Team 

Lead, Senior Research Investigator 

II, Bristol Myers Squibb 

Dr. Xiaodong Chen is working as a drug product development team 
lead, Senior Research Investigator II at Bristol Myers Squibb. He is 
leading matrix teams to recommend and implement development 
strategies for parenteral drug products and support regulatory 
submission throughout the development and commercialization. He 
co-authored three book chapters and a dozen publications. Xiaodong 
is actively involved in professional and community services: he is on 
the editorial advisory board of Journal of Pharmaceutical Sciences and 
invited reviewers for NIH contract proposals and scientific journals. He 
has advised two NSF funded projects and served as session chairs in 
AiChe, AAPS, SMi Lyo Annual Conferences. He served as President 
of BMS Toastmaster club and Area Director of Toastmasters 
International at Area 43. In addition, he is leading PAN Asian Network 
Workplace at BMS. Xiaodong has also been a long-time volunteer and 
EC member of SAPA since 2013, he is currently serving as EVP of 
SAPA. Xiaodong received his Ph.D. from the Ohio State University. 
 

Wei Ding, PhD 

Head of R&D/Bioinformatics, 

Admera Health/Admera Health 

China 

Dr. Wei Ding is the Chief Scientific Officer in 
Admera Health, China.  He has over 20 years’ health care industry and 
academia experience, including the precision medicine, digital health 
and biomarker research. Prior to Admera, Dr. Ding worked as the 
clinical genomics lead at Mount Sinai from 2014 to 2016. Prior to Mount 
Sinai, he was the Principal Scientist at Schering Plough then Merck 
from 1999 to 2013. He worked as Fogarty Fellow in the National Center 
for Biotechnology Information (NCBI) from 1998 to 1999. He was also 
an adjunct professor at Kean University. Dr. Ding obtained his Ph.D. in 



 

https://sapaweb.org   2020 SAPA Annual Conference  October 2 to 4, 2020  Page 46 

Biophysics from the State University of New York at Stony Brook, and 
B.S from the University of Science and Technology of China. 
  

Tuochuan Dong, PhD 

Biostatistician, Novartis Oncology 

Dr. Tuochuan Dong is a Biostatistician at 
Novartis Oncology. Dr. Dong has been a SAPA 
EC member since 2019. Dr. Dong Received his 

PhD in Biostatistics from SUNY Buffalo, and bachelor in Mathematics 
and Statistics from Peking University. Dr. Dong writes his blog on the 
history of the pharmaceutical industry, and how AI, internet and data 
will revolutionize various industries. 
 

Chenchao Gao, PhD 
Clinical Regulatory Senior Specialist 
Seattle Genetics 
 
Dr. Chenchao Gao obtained his Ph.D. degree in 
Cellular and Molecular Pharmacology from 

Rutgers University. Currently, he is a Clinical Regulatory Senior 
Specialist at Seattle Genetics and working on strategy for Oncology 
programs. Chenchao supported the company to successfully obtain 
FDA approvals for multiple drugs (1 NDA and 1 sBLA). Before that, he 
used to work at Genentech, where he helped the TECENTRIQ 
program to obtain FDA approvals for 4 new INDs. Prior to joining 
Genentech, Chenchao was an ORISE fellow at the FDA.  
 
Chenchao also serves many key leadership positions in several non-
profit organizations. He was an Executive Council (EC) Member of 
SAPA since 2013 and co-chaired or organized events, including 
Career Development, Scientific Symposium, Clinical Development and 
Regulatory Affairs Seminars. In addition, he was the president of 
Rutgers Chinese Student & Scholar Association (RCSSA) at Rutgers 
University. 
 

Sara Ying Gao, MSc 

Program Director, Wharton 
Executive Education, University of 
Pennsylvania 
 
Born in China, educated in Europe, Sara Gao has 

worked in Europe, Asia and the USA as a talent development expert 
in the past 16 years. Sara currently works as program director at 
Wharton Executive Education. Her passion is to bring senior leaders 
from various industries around the world to a life changing learning 
experience, so they are ready to create a positive impact for a better 
world. As a career coach, Sara specializes in coaching Asian 
professionals to become successful leaders in a multicultural 
environment.  Sara started her career at Universum, a global employer 
branding consulting firm. She led her team to introduce the concept of 
Employer Branding to China for the first time. Sara worked with many 
global corporations to help them improve their talent attraction and 
retention strategies. Her clients include companies such as Johnson & 
Johnson, Novartis, Unilever, Procter & Gamble, Coca-Cola, and IBM. 
Sara graduated from Stockholm School of Economics with a master 
degree of science majoring in business.   

 

Yong Guo, PhD, MBA 
Professor of Pharmaceutical 
Sciences, Fairleigh Dickinson 
University 
 

Dr. Guo is currently Professor of Pharmaceutical Science and Chair of 
Pharmaceutical Sciences Division at the School of Pharmacy and 
Health Sciences, Fairleigh Dickinson University (FDU). Dr. Guo joined 
the FDU School of Pharmacy and Health Sciences in 2012 following a 
15-year career in pharmaceutical industry. At FDU, he teaches 
professional Doctor of Pharmacy (PharmD) students in the area of 
physical pharmacy, biopharmaceutics, and pharmaceutical 
biotechnology. Dr. Guo has published over 30 peer-reviewed journal 
articles and 3 book chapters. His research focuses on separation 
mechanisms of chromatography and in-vitro drug release as well as 
quality assessment of herbal medicines. Prior to his academic career, 
Dr. Guo was an Associate Director at Janssen Pharmaceutical 
Research and Development, a pharmaceutical company of Johnson & 
Johnson. He was responsible for leading and managing project teams 
in support of new drug development and registration, and has made 
significant contributions to successful NDA and MAA filings. 

 

Andy Han, MS 
Technical Account Manager, 
Lifetein, LLC. 
 
Andy Han is currently a Technical Account 
Manager at Lifetein, LLC. His main responsibilities 

include helping clients with their technical issues on peptides, proteins, 
and antibodies products using his R&D and engineering background. 
He is also in charge of business development, field sales, and 
partnership development with distributors or manufacturers. Prior to 
joining Lifetein, Andy also worked as Research Associate at Columbia 
University. In SAPA, Andy is a long-time volunteer and an Executive 
Committee member since 2019. He serves in the Registration and 
Membership Department and participates in the early development 
and maintenance of the new SAPA Website. Andy received his Master 
of Science in Chemical Engineering from Columbia University and a 
Bachelor of Science in Chemical Engineering from Syracuse 
University in 2016.  

 

Lisa Huang, PhD 
Director of Business Development, 
BGI Americas 
 
Dr. Lisa Huang is the director of business 
development in BGI Americas. Lisa has over 10 

years of biopharmaceutic industry experience. Prior to BGI, Lisa was 
a drug discovery and development professional at Bristol Myers 
Squibb and Medical Diagnostic Laboratory LLC. in immune-oncology, 
oncology, and precision medicine with unique industry experience in 
clinical diagnostic and clinical biomarker. Lisa holds 9 US patents from 
her biopharmaceutic career. Lisa has also been in volunteer service 
for many years to promote biomedical development: She is an Adjunct 
Associate Professor in UMDNJ School of Medicine (now Rowan 
University); she has been an Executive Council for seven terms in 
SAPA; and she also served in the Editorial Board for the journal Annals 
of Translational Medicine. Lisa earned her Ph.D. degree from Purdue 
University, IN, and a B.S. degree from University of Science and 
Technology in China, Hefei. Lisa received her postdoctoral training at 
Stanford University, CA. 

 

May Huang, CPA, CISA 
currently Senior Manager in 
Finance at Taiho Oncology 
 
May Huang, CPA, CISA, is Senior Manager in 
Finance at Taiho Oncology. She brings more than 

20 years’ experience in diverse accounting, tax, IT audit, RPA, 
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consulting, risk and controls, mergers and acquisition, and IPO 
services experience with "Big Four" public accounting and regional 
CPA firms serving U.S. and international clients. She has worked as 
facilitator at Institute of Management Accountants in education and 
training.  Ms. Huang specializes in finance, insurance, manufacturing / 
pharmaceutical industries. Her major clients include MetLife Insurance 
Company, MetLife Bank, Johnson & Johnson, Merrill Lynch Insurance 
Company, Longrich Group, and New Oriental Education Technology. 
 
Ms. Huang is bilingual and held bachelor of science in Accounting from 
Metropolitan State University in Denver. 
 

Yanming Brian Jiang, MS 
IT Lead, Regeneron 
 
Yanming has been working as an IT lead and 
project manager in multiple global pharmaceutical 
and biopharma companies. His career 

professionalism covers pharmaceutical IT, IT compliance, GxP 
regulation, computer system validation,  and software development. 
He has managed and led many site and global GxP IT projects and 
implemented dozens of systems. Yanming has been an active 
volunteer and member of Executive Council of SAPA since 2014, and 
served as depute director of SAPA IT services. Yanming holds a 
Master degree in Computer Science and bachelor degrees in 
Computer Science and Chemical Engineering. 
 
 

Jerry J. Li, PhD 
Principal Scientist, BARDS, Global 
Clinical Development, Merck & Co, 
Inc. 
 
Dr. Li has been working on clinical trials from 

Phase 1b to 4 with focus on Phase 2 and 3 studies at Biostatistics 
Department, Merck. Dr. Li received his Ph.D. degree in Statistics from 
University of Maryland, College Park.  He joined Merck in 2013 
following working at the U.S. FDA.  At Merck Dr. Li has been closely 
involved in clinical trial design, statistical analysis and reporting, and 
authoring filing documents submitted to regulatory agencies worldwide. 
His clinical development expertise covers multiple indications in 
oncology, immunology, infectious diseases, and neurosciences.  He 
also holds an advanced degree in molecular cell biology.  
Dr. Li has been a member of Executive Council of Sino-American 
Pharmaceutical Professionals Association Headquarter (SAPA-HQ) 
since 2016. He has successfully co-chaired SAPA Scientific 
Symposium in 2019, and co-chaired sessions including Clinical 
Development, Biostatistics and Data Sciences, Market Access and 
Health Economics at SAPA signature events.  

 

Wansheng Jerry Liu, PhD, JD 
Partner and Chair of China Practice, 
Fox Rothschild LLP 
President of SAPA, 2019-2020 
 
Jerry is a Partner and the Chair of China Practice 

Group at Fox Rothschild LLP, a 950-lawyer U.S. law firm. Jerry 
practices in wide areas of Intellectual Property and Corporate laws, 
including patent and trademark prosecution, litigation, opinions, 
contract review, formation of business entities, etc.  He serves clients 
from individuals and start-up companies to Fortune 500 companies, 
including a number of major Chinese pharmaceutical companies in 
their IP protection, contract negotiations, and formation of business 
entities, etc., and has handled due diligence for M&A, investment, and 

licensing deals valued from multi-million to multi-billion dollars.  The 
China Practice Group he chairs is comprised of over 30 attorneys 
nationwide practicing in many areas of laws, such as IP, corporate, 
litigation, international trade, labor & employment, immigration, 
taxation, real estate, etc. 
 
Prior to over a decade of law practice, Jerry worked as a Senior 
Research Investigator in process development at Bristol-Myers Squibb 
Company for eight years. Jerry obtained Ph.D. in Organic Chemistry 
with Professor Sir Derek H. R. Barton (Nobel Prize, 1969) from Texas 
A&M University, J.D. from Rutgers University School of Law, and 
B.S./M.S. in Chemistry/Polymer Science from University of Science 
and Technology of China (USTC).    
  
Jerry is currently the President of Sino-American Pharmaceutical 
Professionals Association (SAPA), Co-Chair of the CNIPA Committee 
of the New York Intellectual Property Law Association (NYIPLA), and 
General Counsel of the USTC Alumni Association of Greater New York.  
In law school, Jerry served as the Editor-in-Chief of Rutgers Law 
Record.  A frequent speaker on IP laws and FDA regulations, Jerry has 
over 20 scientific and legal publications and is an inventor to four U.S. 
patents. 

 

Jian (James) Liu, PhD, MBA 
Senior Principal Investigator in Drug 
Discovery 
 
Jian (James) Liu, PhD, MBA is a senior principal 
investigator in drug discovery. Dr. Liu has 

worked on many projects on target validation, lead identification, and 
lead optimization in medicinal chemistry, and has generated multiple 
drug candidates in phase I and phase II clinical trials, and one drug 
on the market. He is an expert in drug discovery for many therapeutic 
areas such as oncology, immuno-oncology, autoimmune disease, 
obesity, pain, and infectious disease. He has also been in charge of 
outsourcing and collaborating with several external CRO companies. 
Dr. Liu received his Ph.D. degree in organic chemistry from Ohio 
State University and M.B.A. from Rutgers. 
  

Ling Liu, PhD 
Consultant, McKinsey & Company 
 
Dr. Ling Liu is currently a consultant at McKinsey 
& Company. At McKinsey she focuses on 
developing R&D and commercial strategies for 

pharmaceutical companies and biotechs. Dr. Liu holds a B.S. in 
Chemistry from Peking University, and Ph.D. in Chemistry from 
Princeton University. She did her postdoctoral research at Princeton 
University, where she developed quantitative method to probe 
metabolism. 
 

Li Ren, PhD 
Director, Cell Therapy Development 
and Operations, Bristol Myers 
Squibb 

 
Li is a Director in Cell Therapy Development and 

Operations of Bristol-Myers Squibb. She has 15+ years of experience 
building and leading cell therapy CMC teams and worked on multiple 
cell therapy programs in Celgene/BMS, including CAR-T cell therapy, 
TCR therapy, natural killer cell therapy, and placenta-derived cell 
therapies. She also has extensive regulatory and compliance 
experiences and supported multiple clinical programs in the US, EU, 
and Japan. During her career, she built strong functional teams and 
led successful cross-functional matrix teams and is passionate about 
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team building, leadership development, and career development. Li 
has been actively volunteering in SAPA events since 2019 and is a 
member of the Executive Council of SAPA. Li has a PhD. in 
Biochemistry and Molecular Biology and a mini MBA certificate in 
Pharmaceutical Innovation. 
 

Eric Rong 
President, Injectable Business 
Operations, Sungen Pharma 

 
Eric Rong is President, Injectable Business 
Operations of Sungen Pharma with more than 30 

years of pharmaceutical industry experience in drug discovery, product 
development, leadership, technical transfer, manufacturing & 
packaging, project management, CMO, API, validation, regulatory 
affairs, ANDA, portfolio selection, company set up and operation, 
business development and product launch with solid dosage, semi-
solid dosage, sterile injectables and ophthalmic suspension and 
ointment products. Prior to joining Sungen, he was President and CEO 
of Klus Pharma, the US subsidiary of Kelun Pharmaceutical, one of 
Top 10 pharmaceutical companies in China. Prior to Klus Pharma, he 
was the head of Formulation & Microbiology, R&D at Akorn Inc, a 
pharmaceutical company specializing in ophthalmic and injectable 
products. Prior to Akorn, he previously worked in various leadership 
and technical positions at Aventis, Pfizer, Patheon and Novartis. He 
led his team to submit more than 80 ANDAs to FDA successfully and 
led and involved more than 20 different dosage form under different 
phase new product research and development. He received his life 
science degree from Peking University. 
 

Xiaole Shen, PhD 
Principal Scientist at Bristol Myers 
Squibb 

 
Dr. Xiaole Shen is a Principal Scientist at Bristol 
Myers Squibb. He is broadly responsible for drug 

product development and manufacture of solid oral dose across all 
stages of drug development, life cycle management, and regulatory 
filing. Prior to joining BMS, he worked at Celgene and Wyeth in 
formulation development, analytical development, and the quality 
groups. Dr. Shen received his Ph.D. in Analytical Chemistry from the 
City University of New York, and a bachelor degree in chemistry from 
Fudan University in China. He was an adjunct professor in New Jersey 
Institute of Technology in 2013. He was elected the president of the 
Sino-American Pharmaceutical Professionals Association (2017-2020). 
 

Siqing (Sherry) Song, PhD 
Principal Scientist, Merck & Co., Inc.  
 
Sherry Song is a Principal Scientist in Analytical 
Research & Development (ARD) department at 
Merck & Co., Inc. She holds a B.S. in Chemistry 

from University of Science and Technology of China (USTC) and Ph.D. 
from Texas A&M University.  At Merck, she provides CMC support for 
clinical development and NDA filings for programs and participates in 
initiatives related to CMC topics.  Prior to joining Merck, she worked at 
Centers for Disease Control and Prevention (CDC) and participated in 
tobacco analysis. 
  

John Sun, PhD, MBA, PMP 
Global Program Lead, Novartis  
 
John is a passionate practitioner and advocate for 
career planning and development.  Currently he 

is a Global Program Lead at Novartis, and had served as Global 
Analytics Project Manager and Global Program Team Director in 
different franchises and units.  Before Novartis, John held positions 
with increased R&D responsibilities from Whitehall-Robins, Kos 
Pharmaceuticals, Schering-Plough, and Sanofi-Aventis.  Over the 
years, John has actively volunteered in various professional 
organizations, served as Chair of Project Management Community in 
DIA, SAPA President-Elect and Career Lead, Chair of Chinese Culture 
Community, President of Novartis Toastmasters Club and Area 
Director of Toastmasters International at District 83.  John had 
presented in various domestic and international symposia on PM and 
drug development.  John obtained his PhD in pharmaceutics from 
Virginia Commonwealth University, MBA from Rutgers University, and 
BMed from Beijing University of Traditional Chinese Medicine. John is 
a certified Project Management Professional (PMP) and trained in 
black-belt for lean six-sigma. 

 
Li Wan, PhD 
VP, Head of Regulatory Affairs, 
Alphamab Oncology 
 
Dr. Li Wan has over fifteen years of industry 
experience in the clinical development and 

regulatory affairs for innovative small molecule and biological oncology, 
CNS and ophthalmic products. He is currently the VP, Head of 
Regulatory Affairs at Alphamab Oncology and Head of Regulatory 
Affairs Department at SAPA.  Before joining Alphamab Oncology, Dr. 
Wan was the VP, Head of Global Regulatory Affairs at Luye Pharma 
Group Ltd. Prior to Luye, he worked in the world-renowned big 
pharmaceutical companies including Pfizer and Novartis. He has 
successfully led many global IND/CTA/NDA submissions and obtained 
approvals in the US, EU, and China etc. He is a well known expert in 
global regulatory affairs and has been an invited speaker at many 
professional organizations and conferences. Dr. Wan holds a doctoral 
degree in Pharmaceutical Science from Rutgers University and is a 
certified regulatory affairs professional by the Regulatory Affairs 
Professional Society, USA. 
 

Wenyan Wang, PhD 
Senior Clinical Development 
Director at Novartis 
Pharmaceuticals 
 
Wenyan Wang has over twenty years of global 

pharmaceutical industry experience. She is currently a Senior Clinical 
Development Director at Novartis Pharmaceuticals, leading Phase II/III 
clinical strategy in areas of heart failure, hypertension and rare renal 
diseases. She was a key contributor to successful Entresto submission 
& market authorization. Prior to joining Novartis, Wenyan worked on 
clinical development in dyslipidemia, NAFLD, obesity and 
anticoagulation, and contributed to Zontivity submission and pediatric 
label expansion of ezetimibe. Before moving to the late stage clinical 
development in 2007, she led more than ten structure-based drug 
design programs at Schering-Plough. Wenyan completed her 
postdoctoral training in heart development at Columbia University. She 
received her Ph.D. in Biochemistry from Iowa State University.  
 

Xiaowen Wang, PhD 
Post-Doctorate Fellow in the 
Biologics Process Development 
group at Merck & Co., Inc. 
 
Dr. Xiaowen Wang is currently an MRL (Merck 

Research Laboratories) Post-Doctorate Fellow in the Biologics 
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Process Development group at Merck & Co. At Merck, Dr. Wang also 
serves as the Community Steward at the MRL Postdoc Association. 
Dr. Wang received her Master's degree in Pharmaceutical Analysis 
from Zhejiang University and her Ph.D. degree in Cellular and 
Molecular Pharmacology from Rutgers University. Dr. Wang has a 
research background in cancer biology and genetics. Dr. Wang is a 
SAPA member and served as a SAPA volunteer since 2018. Dr. Wang 
was elected as a SAPA Executive Council member for 2019-2020. 
 

Jack Wu, PhD 
Head of Global Business 
Development, Antengene 
 
Dr. Jack Wu has over 10 years of experience in 
the biotech and pharma industry. He is currently 

the Head of Global Business Development at Antengene and 
spearheads its overall business development function. Before joining 
Antengene, Dr. Wu was the US Head of Business Development at 
Adlai Nortye USA Inc. He was responsible for the in/out-licensing 
opportunities and research collaborations. He was also responsible for 
the alliance management with Eisai and Merck. Before Adlai Nortye, 
Dr. Wu was the Manager of Commercial Partnerships at ATCC, one of 
the world largest biological resource centers. He was responsible for 
prospecting and developing new commercial and strategic partnership 
opportunities. Prior to joining ATCC, Dr. Wu worked as the Sales & 
Marketing Manager of Discovery Biology Business Unit at GenScript 
USA. He led the global commercial team to support biopharma clients’ 
Drug Discovery needs. Dr. Wu obtained his PhD degree from North 
Carolina State University. 
 

Aiguo Xu, PhD 
Lab Head, Synbio Tech 
 
Dr. Aiguo Xu is currently a lab head in Synbio 
tech,  Lead and establish gene clone, cell culture, 
hybridoma sequencing, protein  expression 

platform. And before that, he was a group lead in Primera Analytical 
Solutions Corp, focused on small and large molecule analysis with 
HPLC, ELISA and cell-based assay. Dr.Xu obtained his Ph.D. degree 
from Chinese Center for Disease Control and Prevention (China CDC), 
and finished his post-doctoral research at Rutgers university, HHMI in 
NJ. 
 

Stephen Xue, MS 
President, ASNS NJ Consulting, 
LLC 
 
Stephen Jun Xue is the President of ASNS NJ 
Consulting LLC, which provides expertise and 

service in the areas of statistical programming, and Clinical Data 
Interchange Standards Consortium (CDISC) standards needed for 
clinical drug development. With over 15 years of intensive 
pharmaceutical industry experience, Stephen has worked for many 
major pharmaceutical companies, including Roche, Sanofi, BMS, and 
Eli Lilly. He has participated and supported several FDA NDA and 
European MAA submissions in various therapeutic areas, including 
immunology, oncology, dermatology, diabetes, and cardiovascular 
disease.  Before coming to the USA, Jun was one of the first generation 
of Merck China employees, working in sales and marketing.  He is 
currently starting his own journey as an entrepreneur, focusing on 
biopharmaceutical project exploitation and investment. Jun holds a 
Master of Science degree in Computer Science (minor in Statistics) 
and a bachelor degree in Biochemistry.  
 
 

Xiaojiao Xue, PhD 
Sr. Scientist, PTC Therapeutics 

Xiaojiao Xue is currently a Sr. Scientist in Gene 
Therapy at PTC Therapeutics. Her main 
responsibilities include applying cutting-edge 

technologies to develop potential treatment for rare genetic diseases. 
She received her Ph.D. in Genetics, Genomics and Bioinformatics from 
University of Alabama at Birmingham, where she was focusing on 
small molecule therapies for genetic disorders caused by nonsense 
mutations. She obtained her B.S. in Life Science from University of 
Science and Technology of China. Xiaojiao has been an active 
volunteer of SAPA since 2016. She leads the project team in multiple 
SAPA healthcare investment forum and roadshow events. 
 

Yan Yan, MD, PhD 
Associate Director 
CRISPR Therapeutics 
 
Yan is an Associate Director of Translational 
Pharmacology at CRISPR Therapeutics. She 

received her Ph.D. in immunology from Tokyo Medical and Dental 
University and her bachelor of medicine from China Medical 
University. Before CRISPR, Yan worked at Alexion Pharmaceuticals 
and the Medical University of South Carolina. Yan is a scientific 
leader with extensive knowledge in providing biomarker and PK/PD 
support to projects at all stages. She has broad experience in rare 
diseases including immune-checkpoint inhibitors in oncology, mRNA, 
and CAR-T-based therapies. She had presented in various domestic 
and international conferences on drug development. Over the years, 
Yan has built up a proven ability to develop and motivate a diverse, 
highly collaborative, and effective cross-functional team. Well-versed 
in clinical biomarker strategy development and operations including 
CRO management and academic relationships, Yan has served as 
Director in the New England region of Society of Quality Assurance 
and SAPA-CT president. 
 

Dexi Yang, PhD 
Senior Scientist at Merck & Co., 
Inc.  
 
Dr. Dexi Yang graduated from D.I.I. in Nanjing 
University. He received his Ph.D. in Organic 

Chemistry from The Ohio State University in 2008, where he worked 
on the total synthesis of chaparrinone and polyandranes in Prof. David 
J. Hart’s group. In 2009, he joined Prof. Glenn C. Micalizio’s group at 
The Scripps Research Institute in Florida as postdoctoral researcher 
and completed the total synthesis of alkaloid (-)-205B. After working at 
Dartmouth College for 1 year, he joined Merck in 2014 as a medicinal 
chemist in Kenilworth, NJ. He has designed and synthesized many 
drug candidates, mainly in the areas of infectious 
disease, cardiovascular and CNS, and three compounds are in 
preclinical or clinical stages. He has co-authored 20 publications and 
7 patents.  Dr. Yang also has an expertise in portrait and theater 
photography and has been the main photographer for SAPA and many 
events in NJPAC, Lincoln center and Carnegie Hall. 
 

Guangyao Yang, MS 
Business Development Manager, 
WuXi Biologics 
 
Guangyao is Business Development Professional 
with 10 years working experience in CRO/CDMO 

industry. Currently, he is a Business Development Manager at WuXi 

http://www.linkedin.com/search?search=&company=Primera+Analytical+Solutions+Corp&sortCriteria=R&keepFacets=true&trk=prof-exp-company-name
http://www.linkedin.com/search?search=&company=Primera+Analytical+Solutions+Corp&sortCriteria=R&keepFacets=true&trk=prof-exp-company-name
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Biologics, a global leading biologics CDMO which closely collaborates 
with pharmaceutical and biotech companies to help them moving their 
promising drug candidates forward from concept to commercialization.  
Prior to joining WuXi Biologics, he worked in multiply positions such as 
formulation scientist, analytical chemist, clinical research assistant and 
project manager.  Guangyao received his M.S. from Rutgers in 
Pharmaceutical Engineering. 
 

Aming Zhang, PhD 
Biopharmaceutical Manager 
LC-MS Protein Characterization 
GSK 
Aming Zhang is currently a Biopharmaceutical 
Manager in CMC Analytical (CMCA) at GSK. His 

main responsibilities include leading a dynamic team to develop and 
apply cutting-edge analytical technologies to biologic product 
characterization to support the CMC development and regulatory 
submission throughout all the development stages. Besides, he also 
sits in a variety of internal focus teams including First Line Leader 
Behaviors, PDS Alliance and Collaborations, Data Champion etc. Prior 
to joining GSK, Dr. Zhang also worked for several other leading 
biotechnology and biopharmaceutical companies including Regeneron 
Pharmaceuticals, GSK and Amgen (Postdoc training). Dr. Zhang has 
also been a long-time volunteer and executive member of SAPA since 
2012, and currently co-chairs the membership department at SAPA-
HQ. He received his PhD in Chemical Engineering from University of 
Virginia in 2011, and B.S. from Zhejiang University. Currently, Dr 
Zhang also serves the board of directors for Zhejiang University 
Education Foundation (USA) since 2018.  

Yulan Zhang, MS 
Associate, Health Economics & 
Outcome Research, KMK 
Consulting Inc. 

Yulan is a healthcare consultant specialized in 
Health Economics & Outcomes Research and experienced in real-
world data analytics. Yulan advises clients on HEOR protocol design 
and data analysis to evaluate products’ real-world efficacy and safety 
and to inform provider and payer strategies. Yulan led analysis for 
landscape assessment and outcomes-based contracts to provide 
evidence and insights for the negotiation of product tier and contract 
pricing. Currently, Yulan is conducting drug safety evaluations related 
to real world adverse event reporting of newly launched drugs.  Next 
she will explore strategies for launching drugs and oncology HEOR. 

Yulan holds a Master’s Degree in Biostatistics from Columbia 
University Mailman School of Public Health and a Bachelor’s Degree 
in Biochemistry & Cell Biology and Management Science from 
University of California San Diego. 

Yiming Zhao, PhD 
Scientist, Regeneron Pharmaceutics 
 

Yiming Zhao received his B.Sc. in China, M.Sc. in 
Finland, and Ph.D. in the Netherlands in 2013. 

After that, he moved to the U.S. and worked as a Postdoctoral Fellow 
at Mount Sinai Medical School and Memorial Sloan Kettering Cancer 
Center. He has published more than 25 peer-reviewed journal articles 
including high-profile journals, and received Pathway to Independence 
Award (K99/R00) form NIH.  

In 2017, he decided to apply his passion for science to 
biopharmaceutical industry, and joined Regeneron Pharmaceuticals 

as a Formulation Scientist. He is currently working on developing large 
molecule formulations and innovative biologics formulations. In the 
industry, he continues to apply his scientific understanding and 
problem-solving skills to advancing new technologies, which has 
already led to multiple patent applications. He serves in SAPA as lead 
of Communication.  
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SAPA Service Excellence 
Award 

 
The following individuals have been selected by the President Office and Executive Council as the winners of 
SAPA Excellent Service Awards: 

 SAPA Presidential Service Excellence Award  
Xiaole Shen 

 SAPA Service Excellence Award  
Xiaodong Chen, Haipeng Cheng, Jasmine Cui, Lingquan Deng, Wei Ding, Andy Han, Qiying Hu, Lisa 
Huang, Alicia Liu, Fang Shen, Xiaowen Wang, Jack Wu, Stephen Xue, Xiaojiao Xue, Yan Yan, Guangyao 
Yang, Jing Yang, Aming Zhang, Yulan Zhang, and Yiming Zhao 

 SAPA Special Recognition Award 
Disi An, Xiang Cao, Jiangchao Chen, Shan (Serena) Chen, Veronica Chen, Yvonne Cheng, Lan Deng, 
Tuochuan Dong, Jiahong Fan, Helena Feng, HangfeI Fu, Chenchao Gao, Jiawei Gong, Yuanzhe Gong, 
Pengbo Guo, Yong Guo, May Huang, Yanming Jiang, Jerry Li, Liangqiu Li, Tina Xue Liang, Ling Liu, 
Xiaonan Liu, Xiaotang Ma, Jiajun Mei, Li Ren, Eric Rong, Li Wan, Jansen Wang, Hongye Wei, Di Wu, Aiguo 
Xu, Jianing Xu, Shuangyi Xu, Dexi Yang, Jinpu Yang, Xiaowei Zang, Tianhao Zhao, and Anbo Zhou 

 SAPA-China Service Excellence Award 
Bin Shi and Jean Wang 

 SAPA-CT Service Excellence Award 
Bo Qu, Yuhui Rogers, Sisi Yang, Kai Ying, and Xiaobo Zhong 

 SAPA-DC Service Excellence Award  
Long Chen, James Early, Changhui Li, Feng Liu, Bei Ma, Xin Tao, Chen Wang, Janney Wong, and Chen 
Zhao 

 SAPA-GP Service Excellence Award 
David Cragin, Cindy Guo, Yutai Li, Hao Sun, Hui Wang, Xin Xin, Hanghang Zhang, and Xinjun Zhang 

 SAPA-MW Service Excellence Award 
Mufeng Hu, Jingdong Qin, and Jun Wei 

 SAPA-NE Service Excellence Award 
Joyce Chen, Yuan Hu, Haishan Li, Haiying Liu, Pei Ma, Jason Zhang, and Chao Zheng
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2020 SAPA Scholarship and 
Excellence in Education for Life 
Sciences 
 

The SAPA Scholarship and Excellence in Education Program was established in 1999. The Scholarship is 
dedicated to recognize and support excellence on the part of outstanding high school students, and to encourage 
the finest high school graduates in the US to develop careers in Life Sciences.  Each scholarship awards a one-
time fund of $1,000 towards tuition payment.  

 

Olivia Fassman 

Olivia Fassman was a graduate 
of Joel Barlow High School in 
Connecticut. In high school, 
Olivia maintained an excellent 
track record of academic 
achievements graduating the 
top of her class of over 200 

students. She also won impressive national and 
regional awards including Life Science Award from 
Connecticut Science and Engineering Fair, and First 
Year Excellence in Chemistry Finalist from American 
Chemical Society. She was selected as Young 
Scholar at the Yale Center for Analytical Sciences 
and participated in the research on psychiatric 
disorders in children at Yale University. Oliva is 
fascinated by data science, and is currently enrolled 
in the mathematics and computer science programs 
at Cornell University with the intention of becoming 
a biomedical data analyst. 

 

 

 

Kevin Guo 

Kevin Guo graduated among 
top 5% of his class from Great 
Valley High School in 
Pennsylvania. Kevin has an 
impressive academic record 
and completed 11 AP courses 
during his high school years. 

He has won many awards and national 
scholarships including National Merit Scholarship 
Finalist, Coca Cola Scholarship semifinalist, 
Greater Phoenixville Scholarship Healthcare 
Scholarship. Kevin has “an authentic interest in 
science” according to his high school counselor. He 
developed a research idea for cancer therapy and 
conducted lab experiments to demonstrate the 
validity of his idea. In addition, Kevin is passionate 
in volunteering and serving others. He served as a 
volunteer transporter at a local hospital and 
organized a book drive for underprivileged youth. 
Kevin is currently studying biomedical sciences at 
University of Pennsylvania and is planning to 
pursue a career in medicine. 
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2019-2020 SAPA  
Corporate Sponsors 
 

Diamond Sponsors 
 
 
 
 
 
Platinum and Gold Sponsors 
 

 

 

 

 

 

 

   
 
 
 
 
 
 
  
    

   

 

 

 

 

 

WWC Professional 
Corporation Limited, CPA 
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Follow SAPA on: 
 

 Website:  https://sapaweb.org  
 

 WeChat:  SAPA 

 

 

 

 

 

 

 

 

 

 LinkedIn:  SAPA-HQ 

 
 
 
 
 
 

 Twitter: @SAPA_001 

Version 3.4 


