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Dear CABA members and friends, 

9G�HGGN�FGNKIJVGF�CPF�RTQWF�VQ�RTGUGPV�[QW�YKVJ�CPQVJGT�KUUWG�QH�%#$#�%QPPGEV�s�VJG�QHƂEKCN�PGYUNGVVGT�QH�%JKPGUG�#OGTKECP�
BioMedical Association. First of all, we would like to take this opportunity to express our heartfelt gratitude and appreciation to Dr. 

Qinglin Che and the entire editorial team for shepherding and gracing CABA Connect throughout the development and publishing 

RTQEGUU��6JGKT�EQOOKVOGPV�CPF�FGFKECVKQP�VQ�TGRQTVKPI�%#$#oU�UKIPKƂECPV�GXGPVU�CPF�FGXGNQROGPVU�KP�C�VKOGN[�OCPPGT�JCXG�ETGCVGF�
VTGOGPFQWU�DGPGƂVU�VQ�CNN�OGODGTU�QH�VJG�DKQOGFKECN�EQOOWPKV[��/QTG�VJCP�CP[VJKPI��YG�CNUQ�YCPV�VQ�VJCPM�CNN�VJQUG�YJQ�JCXG�TGCF�
our past issues and the people who are reading the current issue. You are our greatest inspiration.

ʤıĀͨʞCABAŪ˴ŠȷƤĶ뻭

āĶπ˩Ƭ׀Šદ˶ŞˋǷථƍĥĀĂʿĀCABA Connect—āĶſġŀˀ̑۽ৗĜĀĜ˴ʙ࣊뺯Ϙϵ뻟āĶĞ࣬ˤƯĜŢQinglin CheűՂŘӍђċ
ৠ٧֣ӿćCABA ConnectĀৠϷŠşȪĀĿԙġĀ୒ȶĀৗЬʕǟŠ̉ॼ̂̉ĀяʇȪФāĶŖᅇķĀƗ̳ŠƗպ뻔ŴĶŢCABAĀȶđƜƛŠş֐
ĀӍĴζƆħāĶǨĈŀˀ̑۽ǄˡĀȮˡĉ˴ɭĎą؏ęĀᅎଣ뺯פˤƥʌ뻟āĶńĞƗ̳ǨĈĀCABA ConnectĀĥ뺮޺փ͠뻟ȢĄǷĶĀ୯փƷ
̹ȬǰƍąԪćĀ͍Ҳ뺯

Our CABA members come from diverse areas of biopharmaceutical industries and academic environments and enjoy access to 

VJG�OQUV�WR�VQ�FCVG�DKQOGFKECN�VTGPFU�KP�UEKGPEG�CPF�DWUKPGUU�VJTQWIJ�QWT�JKIJ�SWCNKV[�EQPHGTGPEGU�KPENWFKPI�%#$#�$KQHQTWO�KP�
February, CABA Annual Conference in April, CABA Biomedical Investment & Entrepreneurship in October and Medical Device and 

Diagnostics Symposium in December. All CABA events have been well attended by biopharma executives, scientists, professors, 

RTQOKPGPV�GPVTGRTGPGWTU�CPF�KPXGUVQTU�CU�YGNN�CU�RTQHGUUKQPCNU�HTQO�ƂPCPEG��NGICN�CPF�JGCNVJECTG�ƂGNFU��9G�CTG�EQPVKPWKPI�VQ�
HWNƂNN�QWT�OKUUKQPU�VQ�UGTXG�CU�C�PGVYQTMKPI�RNCVHQTO�HQT�NQECN�RTQHGUUKQPCNU�CPF�C�EQPPGEVKPI�DTKFIG�DGVYGGP�75�CPF�%JKPC�KP�
$KQ�2JCTOCEGWVKECN�ƂGNFU�

CABAĀŪ˴ĎĢŀˀ̑۽Ǆˡ뺮Ɠ׷ʆǅͨċǄˡ뻟Ӻբπ˩Ġʻ뺯ʙĿCABAڏѩĀͨƞƬΙʔĀĜڱŴĶˈਝėąؘƓŠԅӪĀŖǡ๹Āƛˋ뻟̞
ಗƎŭȕʃΎĀ%#$#�$KQ�HQTWO뻟˗ʃĀCABA  Annual Conference뻟ʈʃCABA Biomedical Investment & Entrepreneurship SymposiumŠʈȕʃΎĀ
Medical Device and Diagnostics Symposiumǅ뺯 ǨĈĀCABAĜڱԁמąŀˀ̑۽ǄˡĀࢨˡƬڝ뻟ؘƓŝ뻟͵౷뻟௎ŜĀࢨˡŝŠΫѺĉ뻟ŘӍĎĢ
̇ાʆ뺮ʒझʆŠֶਐ̝ԾǄˡĀʠࣚ͠뺯āĶȝĂƧޥϰŞרƺņǰƍāĶĀŖحĀ̹Є뻭ħǕŞĀͨʗˡĉՂ֎ӚĂċιȹĀːх뻟Šħſġŀˀ
Ǆˡઓ౩ĂǝſЊĀ਋ඪ뺯۽̑

%#$#�KU�C�PQP�RTQƂV�RTQHGUUKQPCN�QTICPK\CVKQP�CPF�C�XQNWPVGGT�DCUGF�UQEKGV[��*QYGXGT��VJG�KPƃWGPEG�CPF�KORCEV�QH�QWT�QTICPK\CVKQP�JCXG�DGGP�

HCT�TGCEJKPI�DQVJ�RTQHGUUKQPCNN[�CPF�IGQITCRJKECNN[��9G�CTG�GZVTGOGN[�ITCVGHWN�HQT�QWT�OGODGTU�VQ�EQPVTKDWVG�VJGKT�VKOG�CPF�GHHQTVU�VQ�JGNRKPI�QTICPK\G�

VQR�PQVEJ�CPF�KPHQTOCVKXG�EQPHGTGPEGU�CPF�U[ORQUKC��1WT�CRRTGEKCVKQP�KU�CNUQ�GZVGPFGF�VQ�QWT�IGPGTQWU�EQTRQTCVG�OGODGTU�CPF�URQPUQTU�HQT�VJGKT�

strong support of CABA events.

ؓƔCABAĄĂċύՠШ͠غŪĀπႩϙĀʗˡ࢚غ뻟ȚĄȬĀ̊ژƺęęŞɸɿąǄˡŠŞੜࣨ׈뺯āĶύᅇŞƗ̳ǨĈCABAŪ˴ć࢚ͨغƞډ௪
Ā뺮ʭֲ̗ࡓĀŭĜŠ؜ࠕĜġ້ଣŜĀŴĶĀɲۣĀĴǎŠ̉ƺ뺯ǜƟāĶģđƗ̳āĶĀͨċȔѣĜ˴Š৔ՎԅŢāĶCABAĀ˓ĈƺĀж̰뻔

6Q�HCEKNKVCVG�EQNNCDQTCVKQP�DGVYGGP�VJG�RJCTOCEGWVKECN�CPF�DKQOGFKECN�KPFWUVTKGU�CETQUU�VJG�EQPVKPGPVU��%#$#�JCU�QTICPK\GF�VTCKPKPI�RTQITCOU�

and workshops as well as social events to promote networking and communication among members. Dr. Shiwen Lin, Chair of Board Director, has 

UWEEGUUHWNN[�NGF�VJG�ƂHVJ�VTCKPKPI�RTQITCO�HQT�9WJCP�U(&#�UVCHHU��%#$#�JCU�CNUQ�EGNGDTCVGF�VJG�GUVCDNKUJOGPV�QH�%#$#�9WZK�%NWD�KP�%JKPC��%#$#�

JCU�EQNNCDQTCVGF�YKVJ����RTQHGUUKQPCN�QTICPK\CVKQPU�CPF�EQ�QTICPK\GF�VJG�0GY�'PINCPF�%JKPGUG�0GY�;GCT�)CNC��5WOOGT�QWVKPI�KP�#WIWUV�CPF�VJG�

0GY�;GCT�ICNC�KP�(GDTWCT[�JCXG�DGGP�QWT�VYQ�CPPWCN�GZEKVKPI�UQEKCN�GXGPVU�HQT�OGODGTU��CNQPI�YKVJ�VJGKT�HCOKNKGU��CPF�QVJGT�RTQHGUUKQPCNU�KP�VJG�

greater Boston area.

ħąਇɘ๲ɿƪęिĀŀˀֶ۽Š̑۽ǄˡĀʸǟŠιȹ뻟CABAڏѩąͨƞাֻۋϝ뻟؜ࠕǝٟĜ뻟ףιƜƛĎਇɘċŪ˴ƥǎĀԓͷŠιȹ뺯ć
Lin ShiwenűՂ뻟āĶĀChair of Board Director뻟Āʠ֢Ī뻟āĶŪβŞȥŪąŢࢦݱSFDAŪ˴ĶĀǉ5઴Āাۋ뺯CABAń؋ϙćġŚƄልŪӐą
CABAƄልŇغ뺯ȉȺŴ14ċʗˡ࢚غĂőŪβڏѩą2013ŭĥӅϜࠋŞҡϾĉʗˡĉՂġŚĥŭȐၰ뺯2ʃĀġŚĥŭȐၰŠ8ʃĀـՅጻɯĄŖɩ
CABAŘӍCABAćęࡌՂࠢŞҡĀȺŴॉܓৗĜĀĜ˴ӍȺĀŝ͒Ǳ׋ĀƪęףιƜƛ뺯

9G�CTG�UVKNN�NQQMKPI�HQTYCTF�VQ�QWT�PGY�HTKGPFU��EQNNGCIWGU�CPF�CNN�DKQOGFKECN�RTQHGUUKQPCNU�VQ�LQKP�QWT�QTICPK\CVKQP��'CEJ�%#$#�OGODGT�JCU�DGGP�

QWT�ITGCV�CUUGV��9G�TGN[�QP�VJG�EQPVTKDWVKQP�CPF�FGXQVKQP�HTQO�GCEJ�QPG�QH�[QW�VQ�QWT�QTICPK\CVKQP�D[�NGXGTCIKPI�[QWT�WPKSWG�DCEMITQWPF�CPF�UMKNN�

UGV��9G�CTG�EQPƂFGPV�VJCV�[QW�YKNN�UJCTG�QWT�XCNWGU�CPF�ƂPF�VJKU�ITGCV�EQOOWPKV[�UGTXKEG�VTWN[�TGYCTFKPI�

āĶ።ࡄǱ׋ĥĀȷƤ뺮ʸǟ͠ŠȺŴǨĈĀŀˀֶ۽ʆĀʗˡĉՂȀɍCABA뻔ƲĂʞCABAĜ˴ĝĄāĶĀƄ͍ƥɲ뺯ǷĀћ̖ӺբŠʗǥ뺮Ƅ३
້ଣŠฑࡄઓߑőąCABAĀᎻඪ뺯ƎĐāĶĻŘƄȤĢ৾Şĸ뻟ǷȝĜȉāĶդǃƱЯ뻭ǷŢĕċףĜĀ້ଣĄĕċףĜŢǷĀŖęĀΞĻ뻔

Sincerely yours, 

ǷŖŬᇨĀ뻔

Xiang Yang Yu

Ꮒˋі

2TGUKFGPV����������

%JKPGUG�#OGTKECP�$KQ/GFKECN�#UUQEKCVKQP�
%#$#�

ſġŀˀֶ۽ৗĜ뻛CABA뻜���������ŭʇĜǥ 



 



2013 Boston Bioforum: the Fifth CABA 
Annual Conference

CABA
Anuual Conference 2013 Boston Bioforum

On the beautiful spring Saturday of April 27, by the riverbank of Charles River 

with bright morning sunshine, blue sky and white sails, over 300 company execu-

tives, senior scientists, entrepreneurs and investors from the biopharmaceutical industry gathered at MIT 

faculty club for the 2013 Boston BioForum “Accelerating Drug Development, from Bench to Bedside”, 

the annual conference of CABA, the Chinese-American Biomedical Association.  People flocked to share 

new scientific discoveries, leading industry trends and emerging business opportunities. The common 

conviction to help patients and reduce human suffering deeply shared by the speakers and attendees 

formed bonds that connected everybody.  This was best exemplified by the opening remarks of Dr. 

Angelika Fretzen, VP of Pharmaceutical Chemistry & Development from Ironwood Pharmaceutical, that 

we need to push scientific boundaries to create new drugs just as the Boston Marathon athletes who 

push their physical boundaries.  Two companies received “Excellence in Innovation” award from CABA, 

Ariad Pharmaceuticals for its successful effort in developing Ponatinib, an FDA approved drug for CML, 

and Ironwood Pharmaceuticals for its success in developing Linaclotide, another FDA approved drug for 

IBS.

The morning session was opened by the presentation of Dr. Angelika Fretzen on “The Development of 

Linaclotide for the Treatment of Chronic Functional Gastrointestinal Disorders”. Following that Dr. Scott 

Biller, CSO at Agios Pharmaceuticals on the “Science and Strategy at Agios” told a fascinating story on 

the discovery of a novel metabolite 2HG through collaborations with several Chinese CROs such as Wuxi 

Pharma, ChemPartner and Viva. 2HG is produced by the IDH mutant enzymes that aberrantly affects 

epigenome in cancer patients. The session was concluded by the seminar from Prof. Jianzhu Chen, the 

Ivan R. Cottrell Professor of Immunology at MIT, on the “Humanized Mice for Preclinical Drug Develop-

ment”.  In the afternoon the meeting resumed with the talk by Dr. Timothy P. Clackson, President of 

Research and Development at Ariad Pharmaceuticals, on the “Design and Develoment of Ponatinib, a 

Pan-BCR-ABL Inhibitor for CML”.  Dr. Pam Carroll, VP Oncology Scientific Innovation at Janssen, present-

ed Janssen Innovation Centers which present a new collaboration model with biotech companies and 

academia.   The afternoon session also included two panel discussions, one on the alternative careers for 

biomedical scientists in the legal, investment and business fields, and the other on the achievements and 

challenges in global integrated R&D collaboration between large pharmas, biotechs and CROs in China 

and US.

The conference ended on a high note in the evening by the keynote speech from Dr. Roger Tung, Presi-

dent and CEO of Concert Pharmaceuticals on “Building a Biotech Company from the Ground Up”.  

Indeed there is no better place to do that than Boston/Cambridge, by the riverbanks of Charles River.

By Hao Li, Executive Committee, CABA



Focusing on “Accelerating Drug Development”, Boston BioForum 2013 
Hands out Excellence in Innovation Awards

CABA
Anuual Conference 2013 Boston Bioforum

Cambridge, Mass., April 28, — Boston Bioforum 2013, the annual conference of Chinese American Biomedical 

Association (CABA), was held on April 27 at MIT Faculty Club. Many attendees traveled from the West Coast or even 

from China to show their support for Boston and CABA, in less than two weeks after the Boston Marathon bomb-

ings.

By David Li and Dongyu Chen, bostonese.com

The theme of this year’s Boston Bioforum was “Accelerating Drug Development – From Bench to 

Bedside.” Over 300 attendees from US, Canada and China attended this year’s conference. Jun 

Han, the founding president of CABA, traveled from Shanghai and told me that he marked Boston 

BioForum 2013 on his calendar months ago. 

A number of awards were handed out at Boston Bioforum 2013. Ariad Pharmaceuticals and Iron-

wood Pharmaceuticals won the Excellence in Innovation awards during the day sessions. These 

two companies’ innovative and cost-effective drug research and development processes were 

applauded by conference attendees. 

During the evening reception, Dr. Shiwen Lin, chairman of the board of CABA, handed out the 

prestigious award of Excellence in Community Service to “three beautiful young ladies”: Zhe Tian, 

Ellen Fan and Jo Lee, who are all CABA members. 

Dr. Phil Zhang, the current president of CABA, gave a brief overview of CABA’s major events over 

the past year. Shiwen thanked Phil service over CABA’s six-year history, and especially over the 

past 12 months being the president of CABA. Dr. Shiwen Lin announced at the dinner reception 

that Dr. Xiang Yu became the new president of CABA, and Dr. Phil Zhang became a member of 

the 10-person board of directors of CABA. Dr. Phil Zhang was also awarded the Excellence in 

Community Service Leadership Award. 

Dr. Xiang Yu was the chairwoman of Boston BioForum 2013 Organizing Committee. She thanked 

Phil for his mentorship over the past year and countless volunteers who helped make the confer-

ence a huge success. 

Group picture at end of afternoon sessions. (photo by David Li)



CABA
Anuual Conference 2013 Boston Bioforum

During the day-long conference, the following major topics were discussed at the main conference hall:

• Industry Trends and Key Technology Innovations

• Globalized R&D: Resourcing & Collaborations

• Career Development and Entrepreneurship

• Networking Receptions and Vendor Exhibitions 

Experts from leading companies and research labs delivered in-depth speeches and panel discussions 
around the major topics at the Boston BioForum 2013. In the first session, speakers talked about deuter-
ated drug, associated business development and its challenges. As we know, some drugs are metabo-
lized quickly by our body so that the drugs’ effects are not so “long-lasting”. By replacing the hydrogen 
atom by deuterium, the drug’s in vivo half life can be extended by decreased metabolism, thus the 
patients can receive more drug exposure and longer treatment time. However, the challenge is that only 
3% of patented drugs can be made into deuterated forms which indicates one of the challenges and 
limitations that drug companies face. 

During the second session, the talk about humanized mice was very interesting. Pharmaceutical compa-
nies face the challenge that some drugs that work great on mice models could fail in clinical trials due 
to lack of efficiency. Furthermore, some infectious diseases don’t develop in mouse at all. By introduc-
ing the humanized mice model, one can hopefully solve these problems. The procedure of producing a 
humanized mouse involves injecting the human stem cell into the immuno-deficient mice, and you can 
even target specific organs to make them “human”.

The discussions at the first afternoon section brought in the ideas of personalized cancer therapy. It’s 
well-known that patients’ responses to certain anti-cancer drugs vary a great extent because of their 
genetic polymorphism. One of the speakers told a story about a young boy who was diagnosed with 
cancer. His tumor sample was taken from his body, planted in different mice which were subsequently 
treated with different anti-cancer drugs. The efficacies were compared, and the best therapy was 
selected and applied to the little boy. Attendees were asked to think about the possible opportunities 
of cancer treatment, provided that no “all-purpose” anti-cancer drug ever exists.

Globalized R&D: 
Resourcing & Col-

laborations

Career Develop-
ment & Entrepre-

neurship

Industry Trends & 
Key Technology 

Innovations

Networking Recep-
tions & Vendor Exhi-

bitions



Region’s Top Innovators in Bio-medical Research 
Recognized at Boston BioForum 2012 

CABA
Special Symposium Region’s Top Innovators in Bio-medical Research Recognized at Boston BioForum 2012 

By David Li, bostonese.com 

Boston-Cambridge 
area has long been 
the hub for life 
science research. On 
April 7, Boston 
BioForum 2012 was 
held at MIT Faculty 
Club in Cambridge, 
Massachusetts. The 
day-long conference 
was packed with 4 
sessions, 2 panel 
discussions, 25 
speakers, and more 
than 400 attendees. 
The conference was 
hosted by Chi-
nese-American 
%LR0HGLFDO�$VVRFLDWLRQ��&$%$���,Q�LWV�ƓYH�\HDU�KLVWRU\��&$%$ōV�FRQWULEXWLRQ�WR�WKH�JUHDWHU�%RVWRQōV�
ELRPHGLFDO�FRPPXQLW\�DQG�LQ�EULGJLQJ�86�DQG�&KLQD�LQ�WKLV�ƓHOG�ZDV�ZHOO�UHFRJQL]HG�E\�PDQ\�VSHDN-
ers and attendees at Boston BioForum 2012. 

The 2012 Excellence in Innovation Award was presented to Novartis, Idenix Pharmaceuticals and 
%ULVWRO�0\HUV�6TXLEE�WR�UHFRJQL]H�WKHLU�FRQWULEXWLRQV�LQ�WKH�ƓHOG�RI�+%9�GUXJ�GHYHORSPHQW�WR�KHOS�
+HSDWLWLV�%�SDWLHQWV��+HSDWLWLV�%�LV�D�PDMRU�KHDOWK�LVVXH�LQ�PDQ\�GHYHORSLQJ�FRXQWULHV�DQG�LW�LV�HQGHPLF�
LQ�&KLQD��7KH�/HDGHUVKLS�LQ�&RPPXQLW\�6HUYLFH�$ZDUG�ZHQW�WR�3Ɠ]HU�IRU�LWV�FRQWLQXRXV�VXSSRUW�WR�WKH�
life science community, including organizations like CABA. 

An international award of Advocate Excellence for Chinese Biomedical Enterprise was presented to 
'U��<DQ�/L��GLUHFWRU�LQ�FKLHI��:XKDQ�6)'$��&KLQD�WR�UHFRJQL]H�KHU�YLVLRQ��OHDGHUVKLS�DQG�VLJQLƓFDQW�
FRQWULEXWLRQV�WR�WKH�HGXFDWLRQDO�H[FKDQJH�EHWZHHQ�&KLQD�DQG�86�LQ�WKH�ƓHOG�RI�IRRG�DQG�GUXJ�UHJXOD-
tory affairs and impact in the SFDA policy-making in China to promote public health. Four members of 
Wuhan SFDA were enrolled in CABA’s training program in Lexington, MA last summer. 

In accordance with the theme of “Meeting the Challenges through Innovation”, Boston BioForum 2012 
presented the Innovator of the Year Award to Dr. Chiang J. Li to recognize his outstanding contribu-
WLRQV�DQG�DFKLHYHPHQWV�LQ�WKH�GLVFRYHU\�DQG�GHYHORSPHQW�RI�ƓUVW�LQ�FODVV�DQWL�FDQFHU�WKHUDSHXWLFV�WR�
help patients with hard-to-treat cancers. Dr. Li delivered a well-anticipated and inspirational keynote 
address in the evening session, titled “Building an Innovative Biotech: Lesson and Secrets” to put a 
ƓWWLQJ�HQG�WR�%RVWRQ�%LR)RUXP������

Panel discussion



Industry Leaders Exchanged Perspectives at 
BioPharma Outlook 2012 

CABA
Special Symposium Industry Leaders Exchanged Perspectives at BioPharma Outlook 2012 

By Ting Ren, Chinese-American BioMedical Association 

June 17, 2012, Cambridge MA — On the eve of BIO (Biotechnology Industry Organization) 2012 Conven-
tion, BioPharma Outlook 2012 was successfully held at MIT Faculty Club in Cambridge, Massachusetts.  It 
was jointly presented by Chinese-American BioMedical Association (CABA) of Boston and Chinese Biophar-
maceutical Association(CBA) of Washington DC. BIO 2012 is one of the most important conferences in the 
biopharmaceutical industry.  It attracts more than 15,000 attendees around the world. 

Mr. Tom Watkins, CEO and President of Human Genome Sciences and Chairman of the Board of Directors 
of BIO delivered an inspirational keynote speech. He started with an overview of current challenges in the 
health care industry, then emphasized the dedication of BIO in facilitating communications and collabora-
tions among industry professionals, investors, and policy decision-makers. 

Following Mr. Watkins’ talk, three speakers shared their perspectives from three angles: health care policy, 
investment climate and R&D innovation. Firstly, Dr. Yuanli Liu, Director of China Initiative at Harvard School 
of Public Health, discussed the current situation of healthcare reform in China. He summarized the key 
challenges of health care in China into triple “A”s—“availability”, “affordability”, and “appropriateness”. New 
ƓQDQFLQJ�VWUDWHJLHV��GUXJ�UHJXODWLRQ�SROLFLHV��DQG�SXEOLF�KRVSLWDO�GHYHORSPHQW�DUH�WKH�IRFXVHV�LQ�&KLQDōV�
QH[W�ƓYH�\HDU�SODQ��3ROLFLHV�DURXQG�WKHVH�LVVXHV�ZLOO�KDYH�D�GLUHFW�LPSDFW�RQ�WKH�KHDOWK�FDUH�LQGXVWU\��
From public to the private side, the next speaker, Dr. Wei Li, shared his experience and perspective as a 
health care venture capitalist. As a Principal at Fidelity Biosciences, Dr. Li gave an overview of Fidelity Biosci-
ence’s investment history and current portfolio in China, which shed light on the investment environment in 
China. He highlighted Fidelity’s new initiative in the biosimilar market. 

Lastly, Dr. Luke Li, Executive Director, Head of Global Biotherapeutic Technologies of Bio-Innovation at 
3Ɠ]HU��GLVFXVVHG�WKH�KRSHV�WR�EULQJ�UHDO�YDOXH�WR�SDWLHQWVŋLQQRYDWLRQ�LQ�GUXJ�5	'�DQG�SURPLVLQJ�GHYHORS-
ment candidates. He shared his knowledge of recently approved drugs and late stage candidates with 
QRYHO�PHFKDQLVPV�DQG�DGGUHVVLQJ�VLJQLƓFDQW�XQPHW�QHHGV��
The attendants also represented a wide spectrum of the biopharmaceutical industry, functionally and geo-
graphically. In addition to CABA and CBA whose members are mostly scientists, industry professionals and 
investors from east coast, Bayhelix, Hong Kong Association of Massachusetts and San Diego Sino-American 
Biotechnology and Pharmaceutical Professionals Association (SABPA) co-sponsored the event. Members of 
several Chinese organizations such as 
China Council for the Promotion of Inter-
national Trade, and several Chinese 
biotech companies also joined the event. 
Despite the diversity, we are all striving to 
IXOƓOO�WKH�UHDO�YDOXH�IRU�SDWLHQWV��KHDOWK\�
return for investors, and successful com-
mercialization for pharmaceutical/biotech 
companies. 

(from left) Last three presidents of CABA 
Chaoyang Dai, Zhihong Chen, Phil Zhang, Tom 
Watkins (Chairman, Board of BIO), Lin Sun-Hoff-
man of CBA, Irene Robin of BIO Shanghai and 
Yihan Wang of CABA at BioPharma Outlook 
2012. 



The 2013 CABA Biomedical Investment 
and Entrepreneurship Symposium Report

CABA
Special Symposium The 2013 CABA Biomedical Investment and Entrepreneurship Symposium Report

The 2013 Chinese American Bio-Medical Association (CABA) Biomedical Investment and Entrepreneurship Symposium  
(CABA Investment Symposium) was held at the Doubletree Suites in Boston on Saturday, October 19, 2013.  The theme of the 
symposium was “Biotech and Pharma Investment in a Challenging Time”.  The meeting attracted more than 100 prominent 
entrepreneurs, investors, biotech and pharma executives, academic and industry scientists, as well as professionals from the 
OHJDO��ƓQDQFH��DQG�KHDOWKFDUH�ƓHOGV���7KH�IXOO�GD\�SURJUDP�IHDWXUHG�WZR�SOHQDU\�VHVVLRQV�DQG�WZR�SDQHO�GLVFXVVLRQV��$�
ZRUNVKRS�RQ�LQYHVWLQJ�IRU�UHWLUHPHQW�ZDV�KRVWHG�E\�*ZHQ�5HQ�RI�0RUJDQ�6WDQOH\
V�%RVWRQ�2IƓFH�GXULQJ�OXQFK�EUHDN���:LWK�
supports from all speakers, panelists, CABA EC members and friends, and corporate sponsors, the symposium is a sound 
success.  

The morning plenary session, chaired by Dr. Philip Zhang, Immediate Past President of CABA, featured three prominent 
speakers who spoke on topics critical to the biopharmaceutical industry: early stage innovation, university start-ups, and 
external research. 

7KH�ƓUVW�VSHDNHU�ZDV�'U��$PLU�1DVKDW��0DQDJLQJ�3DUWQHU�DW�3RODULV�9HQWXUH�3DUWQHUV��D�OHDGLQJ�YHQWXUH�LQYHVWRU�OLIH�VFLHQFH�
DFURVV�WKH�8QLWHG�6WDWHV�DQG�(XURSH���'U��1DVKDW�VKDUHG�ZLWK�WKH�DXGLHQFH�KLV�LQVLJKW�RQ�JOREDO�WUHQGV�LQ�9&�LQYHVWPHQW�LQ�OLIH�
science and the key components in early-stage biotech innovations and their roles in the development of life-saving thera-
SHXWLFV���$V�DQ�LQYHVWRU�EHKLQG�PDQ\�VXFFHVVIXO�ELRWHFK�FRPSDQLHV��'U��1DVKDWōV�WDON�RIIHUHG�D�XQLTXH�SHUVSHFWLYH�PDQ\�LQ�
WKH�DXGLHQFH�IHOW�ZDV�YHU\�EHQHƓFLDO�WR�WKHLU�XQGHUVWDQGLQJ�RI�9&ōV�UROH�LQ�VXSSRUWLQJ�HDUO\�VWDJH�LQQRYDWLRQV�
'U��-DVRQ�:HQ��'LUHFWRU�RI�7HFKQRORJ\�7UDQVIHU�DQG�/LFHQVLQJ�DW�%RVWRQ�&ROOHJH��JDYH�DQ�RYHUYLHZ�RI�WKH�PDQ\�IDFHWV�RI�
biotech start-ups built on technology licensed from academic institutions.  Since many ground-breaking innovation in life 
VFLHQFH�FRPHV�RXW�RI�XQLYHUVLW\�UHVHDUFK�ODEV��D�FULWLFDO�ƓUVW�VWHS�RI�VXFFHVVIXO�FRPPHUFLDOL]DWLRQ�LV�OLFHQVLQJ�WKH�WHFKQRORJ\�
from the university to a company dedicated to move the innovation forward, a process unfamiliar to most scientists in the 
ƓHOG��
7KHQ��'U��<XJXL�*X��ZKR�KHDGV�H[WHUQDO�UHVHDUFK�LQ�GUXJ�GLVFRYHU\�DW�&XELVW�3KDUPDFHXWLFDOV��JDYH�D�ƓUVW�KDQG�DFFRXQW�RI�
the important roles external research plays in moving drug candidates through the research and development process, 
HYHQWXDOO\�EHFRPLQJ�DSSURYHG�SURGXFWV�EHQHƓWLQJ�SDWLHQWV���'U��*X�SRLQWHG�RXW�WKDW�ZKLOH�FRVW�VDYLQJ�DQG�LQFUHDVLQJ�
capacity remain important considerations in external research, more and more focus is being placed on access of external 
talent and creativity. 

7KH�DIWHUQRRQ�SOHQDU\�VHVVLRQ�ZDV�FKDLUHG�E\�'U��$OOHQ�&KH��9LFH�3UHVLGHQW�RI�&$%$���,W�RSHQHG�ZLWK�D�WDON�DERXW�PHGLFDO�
WHFKQRORJ\�LQYHVWPHQW�VWUDWHJLHV�JLYHQ�E\�-DFN�/LX��6HQLRU�93�RI�0RUJDQ�6WDQOH\�*OREDO�:HDOWK�0DQDJHPHQW�*URXS��
7KURXJK�D�V\VWHPLF�DQDO\VLV��KH�VXPPDUL]HG�WKH�UHFHQW�LQYHVWPHQW�WUHQGV�LQ�WKH�KHDOWKFDUH�VHFWRU��0DQ\�RI�WKH�GDWD�ZHUH�
freshly extracted from the company updates presented at 2013 Morgan Stanley Global Healthcare Conference held last 
PRQWK�LQ�1HZ�<RUN�&LW\��DQG�WKH�FRQFOXVLRQV�DUH�YHU\�FRQYLQFLQJ�
)ROORZLQJ�0U��/LXōV�WDON��'U��-LQER�/HH��FRIRXQGHU�DQG�&62�RI�6FLOOLJHQFH�RI�%XUOLQJWRQ��0$��VKDUHG�ZLWK�WKH�DXGLHQFH�WKH�
secrets behind the growth of Scilligence, a technology start-up. By identifying the challenges the pharma & biotech communi-
WLHV�DUH�IDFLQJ�GXULQJ�WKH�HUD�RI�JOREDOL]DWLRQ�DQG�5	'�UHPRGHOLQJ���6FLOOLJHQFH��D�WZR�\HDU�ROG�FRPSDQ\��KDV�GHYHORSHG�DQG�
FRPPHUFLDOL]HG�LWV�FKHPLQIRUPDWLF�SURGXFWV�WR�DIƓOLDWH�WKH�FRPPXQLFDWLRQV�DPRQJ�UHVHDUFKHUV�DURXQG�WKH�JOREH��6FLOOL-
JHQFHōV�SURGXFWV�DUH�ZHOO�UHFRJQL]HG�E\�WKH�PDUNHW�LQ�ERWK�WKH�86�DQG�&KLQD��,WV�OHDGLQJ�FOLHQWV�LQFOXGH�:X[L�$SS7HF��
Celgene, Genetech and Merck etc.

%DFN�WR�WKH�WHFKQRORJ\�VLGH��WKH�WKLUG�VSHDNHU�RI�WKH�VHVVLRQ��'U��:HLZHQ�<LQJ��6\QWD�IHOORZ�RI�6\QWD�3KDUPDFHXWLFDOV�RI�
/H[LQJWRQ��0$��LQWURGXFHG�WR�WKH�DXGLHQFH�WKH�QHZO\�ODXQFKHG�+'&�SODWIRUP�IRU�RQFRORJ\�GUXJ�GHYHORSPHQW���7DNLQJ�
advantage of the large population of HSP90 proteins in tumor cells, HDC platform creatively employs HSP90 inhibitors (HSPi) 
as a carrier to selectively deliver other clinically proven chemotherapeutic agents or novel payload into the tumor cells 
WKURXJK�D�FRYDOHQW�ERQGHG�FKHPLFDO�OLQNHU���7KH�KXJH�EHQHƓWV�RQ�ORZHULQJ�WKH�WR[LFLW\�RI�WKH�DQWL�FDQFHU�DJHQWV�WRZDUGV�
QRUPDO�FHOOV�DQG�ERRVWLQJ�WKH�FDQFHU�FHOO�NLOOLQJ�HIƓFDF\��DV�GHPRQVWUDWHG�LQ�WKH�HQFRXUDJLQJ�LQ�YLYR�UHVXOWV��PDNH�+'&�D�
very promising platform for new oncology therapy development.  Synta welcomes partnership and investment discussions to 
PDNH�WKLV�SODWIRUP�PRUH�DYDLODEOH�WR�WKH�SKDUPD�FRPPXQLW\���'U��<LQJōV�SUHVHQWDWLRQ�ZDV�ZHOO�UHFHLYHG�E\�WKH�DXGLHQFH��DQG�
WKH�GLVFXVVLRQ�ZDV�ZHOO�H[WHQGHG�WR�WKH�FRIIHH�EUHDN��'U��<LQJōV�DFKLHYHPHQW�ZDV�UHFHQWO\�KLJKOLJKWHG�LQ�&	(1��WKH�
esteemed member publication of the American Chemical Society (ACS). 

7KH�ƓUVW�SDQHO�GLVFXVVLRQ��HQWLWOHG�ŏ&URVV�%RUGHU�,QYHVWPHQW�LQ�/LIH�6FLHQFH�,QGXVWU\Ő�ZDV�PRGHUDWHG�E\�-RQDWKDQ�)OHPLQJ��
0DQDJLQJ�*HQHUDO�3DUWQHU��2[IRUG�%LRVFLHQFH�3DUWQHUV���)HDWXUHG�SDQHOLVWV�ZHUH�'U��.DWKHULQH�%RZGLVK��9LFH�3UHVLGHQW�RI�
5	'�DQG�+HDG�RI�6XQULVH��6DQRƓ��'U��;LQ�+XDQJ��+HDOWKFDUH�3DUWQHU��6X]KRX�&RZLQ�9HQWXUH�&DSLWDO��/LQGD�-L��3DUWQHU��1L[RQ�

By Zhigang Wang, Qinglin Che, Youxin Zhang, Phil Zhang, Deqiang Niu, Chinese American BioMedical Association
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Peabody; Dr. David Xie, Associate, Oliver Wyman; and Dr. Ting Xu, Founder and CEO, AlphaMab.  This panel focused on 
Chinese healthcare industry’s unprecedented growth during the past decade and the resulting large amounts of private 
equity investments and strategic M&A activities.  Despite the growing interest in investments, the environment remains 
challenging to navigate, due to complex commercial landscape, the perceived lack of truly innovative technologies, and 
high valuations for the best companies.  
7KH�SDQHOLVWV�ƓUVW�GLVFXVVHG�ZKHWKHU�LQQRYDWLYH�KHDOWKFDUH�WHFKQRORJLHV�H[LVW�LQ�&KLQD��JLYHQ�WKH�FRQWUDGLFWRU\�HYLGHQFH�RI�
UDSLGO\�LQFUHDVLQJ�QXPEHU�RI�SDWHQW�ƓOLQJV�ZLWK�WKH�ODFN�RI�PDUNHWHG�GRPHVWLF�LQQRYDWLYH�SURGXFWV���3DQHOLVWV�DJUHHG�WKDW�
PDQ\�SDWHQWV�ƓOHG�LQ�&KLQD�KDYH�ORZ�TXDOLW\�DQG�OLPLWHG�FRPPHUFLDO�YDOXH��,W�LV�FRPPRQO\�VHHQ�WKDW�FRPSDQLHV�ƓOH�SDWHQWV�
VROHO\�IRU�WKH�SXUSRVH�RI�PHHWLQJ�WKH�FULWHULD�RI�LQQRYDWLYH�VWDWXV�IRU�EHQHƓWV�JUDQWHG�E\�&KLQHVH�JRYHUQPHQW���2Q�WKH�RWKHU�
KDQG��SDQHOLVWV�DOVR�DFNQRZOHGJHG�WKH�GLIƓFXOW\�IRU�RQH�FRPSDQ\�WR�GHYHORS�DQG�FRPPHUFLDOL]H�DQ�LQQRYDWLYH�WHFKQRORJ\�
from the concept to marketed product. Even in developed countries, this process usually requires multiple companies to 
complete, with frequent licensing and acquisition activities.  Given the lack of experience, Chinese companies may not be 
able to complete this process independently in recent years. A more realistic strategy might be participating in a few stages 
within the process.  For example, AlphaMab tried to license healthcare technologies from top-tier academic institutions 
DURXQG�WKH�ZRUOG��GHYHORS�WKHP�LQWR�D�PDWXUH�VWDJH��DQG�WKHQ�RXW�OLFHQVH�WR�ELJJHU�FRPSDQLHV�ZLWK�PRUH�FRPPHUFLDOL]D-
tion expertise.
Overall, panelists were optimistic on the investment opportunities in China but aware of the complexities and risks related 
to cross-border investing.  Challenges may easily arise from the differences in company culture and government policy.
3DQHOLVWV�ƓQDOO\�FRPPHQWHG�RQ�WKH�SRVVLELOLW\�RI�EXLOGLQJ�JOREDO�SUHVHQFH�IRU�D�&KLQHVH�FRPSDQ\��*LYHQ�WKH�ODUJH�GRPHVWLF�
PDUNHW��EXLOGLQJ�JOREDO�SUHVHQFH�PD\�QRW�EH�SULRULWL]HG�E\�PDQ\�&KLQHVH�FRPSDQLHV���3DQHOLVWV�IHOW�LW�PD\�EH�FKDOOHQJLQJ�
for current big Chinese companies due to the lack of experience and internal driver but expressed optimistic opinions 
regarding the emerging truly innovative companies.  
The second panel focused on “Global Outsourcing: How Can We Build a Win-Win Relationship?”  Dr. Deqiang Niu, Director 
of Medicinal Chemistry, Celgene Avilomics Research, Inc. led the discussion.  Dr. Taiping Chen, Vice President, In Vivo 
3KDUPDFRORJ\��9LYD�%LRWHFK�/WG���'U��0RKDQ�7KLUXYD]KL��'LUHFWRU�RI�%XVLQHVV�'HYHORSPHQW��*9.�%,2��0DU\�%HWK�:DOVK��
Director of Business Development, BioDuro; Dr. Tiansheng Wang, Research Fellow, Vertex Pharmaceuticals, Inc.; Dr. 
Chaoyang Dai, Vice President, Acebright, Inc.; Dr. Sherry Yu, Director of Global Business Development,  Sundia MediTech; 
DQG�'U��-LQ�=KDR��6HQLRU�6FLHQWLVW��*HQ]\PH�SDUWLFLSDWHG�LQ�WKLV�SDQHO���
Nowadays, if you have been in a pharmaceutical company or a biotech company for a while, there is a very good chance 
that you have interacted with some CRO companies and have been using their services. Today’s CROs provide services 
spanning across all aspects of drug discovery, from chemistry, biology, to pharmacology, toxicology and early develop-
PHQWV���$V�WKH�WUHQG�RI�JOREDO�RXWVRXUFLQJ�FRQWLQXHV��LW�ZLOO�EH�EHQHƓFLDO�IRU�XV��IURP�ERWK�VLGHV��WR�XQGHUVWDQG�ZKDW�LV�
critical for a successful collaboration and how can we build a long lasting, win-win relationship.
7KH�ƓUVW�WRSLF�IRU�RXU�SDQHOLVWV�ZDV�ŌZK\�GR�3KDUPD�%LRWHFKV�RXWVRXUFH"ō�$OO�SDQHOLVWV�YRLFHG�WKHLU�RSLQLRQV��,W�ZDV�JUHDW�WR�
ƓQG�WKDW�WKH�DQVZHUV�IURP�ERWK�WKH�SKDUPD�VLGH�DQG�WKH�&52�VLGH�DUH�DOLJQHG��LQFUHDVHG�FDSDFLW\��VSHFLDOW\�QHHGV��FRVW�HI-
ƓFLHQF\��DQG�ŴH[LELOLW\�DUH�WKH�PDMRU�UHDVRQV�IRU�RXWVRXUFLQJ��&RVW�LV�MXVW�RQH�RI�PDQ\�IDFWRUV�WR�FRQVLGHU��
:KHQ�DVNHG�ŌKRZ�GR�ZH�EXLOG�D�ZLQ�ZLQ�UHODWLRQVKLS�EHWZHHQ�&52V�DQG�WKHLU�FOLHQWV"ō�2XU�SDQHOLVWV�SRLQWHG�RXW�WKDW�
understanding each other’s needs, building long term relationship, not always price-centric, and ensuring value delivering 
are among the top of the list. There was one discussion on understanding the culture difference in different regions of the 
world, which is also critical for building a successful relationship. The panelists also encourage the face to face interactions 
RI�WKH�VFLHQWLVWV�LQYROYHG�IURP�ERWK�VLGHV�RQFH�ZKHQ�SRVVLEOH��L�H��RQFH�D�\HDU�DW�OHDVW��
7KH�ODVW�TXHVWLRQ�ZDV�ŌZKDW�LV�FULWLFDO�IRU�D�VXFFHVVIXO�FROODERUDWLRQ"ō��$OPRVW�DOO�SDQHOLVWV�YLHZHG�FRPPXQLFDWLRQ�DQG�GHOLY-
HULQJ�KLJK�TXDOLW\�GDWD�PDWHULDOV�DV�WKHLU�WRS�SLFNV��'HOLYHULQJ�RQ�WLPH�RU�DV�SURPLVHG�DQG�ŌGRQōW�RYHU�SURPLVHō�DUH�DOVR�
critical for a successful collaboration.
2YHUDOO��WKH�SDQHO�KDG�D�YHU\�KHDOWK\��LQVLJKWIXO�GLVFXVVLRQ�IURP�DOO�WKH�SDQHOLVWV�DQG�VRPH�RI�RXU�DXGLHQFH��7KH�ƓQGLQJV�
here will be useful for both the CRO side and the client’s side to understand each other’s needs and to build a sustainable, 
win-win relationship.
This “Biomedical Investment and Entrepreneurship Symposium” has covered a wide range of topics interested 
WR�WKH�&$%$�PHPEHUV�DQG�WKH�ORFDO�FRPPXQLW\���7KH�SDUWLFLSDQWV�KDG�HQMR\HG�D�ZRQGHUIXO�GD\�RI�OHDUQLQJ��
discussion and networking.  To prepare for this event, many CABA EC members and volunteers had been 
working tirelessly to invite speakers, raise funds, draft programs, CABA president Dr. Xiangyang Yu, the 
symposium chair Dr. Zhigang Wang, co-chairs Drs. Youxin Zhang, Liping Zhou and Ji Shi, and more than 25 
RUJDQL]LQJ�FRPPLWWHH�PHPEHUV�KDG�ZRUNHG�FORVHO\�IRU�PRUH�WKDQ�WZR�PRQWKV�WR�EULQJ�RXW�WKLV�VXFFHVVIXO�
event.  Their effort had been greatly appreciated by all.  
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The groundbreaking work on the modern system of generic drugs is 
the “Hatch-Waxman Act”16 - the Drug Price Competition and Patent 
Term Restoration Act. This 1984 United States federal law 
established the Abbreviated New Drug Application (ANDA) process 
in section 505(j), founded legal ground for faster approval pathway 
for small molecule generic drugs. Thousands of less expensive 
generic drugs were approved ever since and affordability of many 
drugs was improved dramatically.17  
  
The United Sates’ contribution to bringing biosimilars into the market 
cannot yet match their landmark work on the introduction of generic 
drugs. The US regulatory framework and practice on biosimilars lag 
significantly behind Europe and even some Asian countries. The 
BPCI Act of 2009 is six years behind European Directives 2003/63/EC. 

 
As of February 2012, FDA only held 21 Pre-IND meetings, received 9 
INDs18 and no BLAs under 351(k) biosimilars pathway (no 351(k) 
application is submitted yet to this date). These low numbers 
reflected some serious concerns from the sponsors and the potential 
biosimilars investors - the lack of clarity in regulations was 
discouraging the development and commercialization of biosimilars 
in the US. Providing the interested parties with certain predictability 
and more detailed guidance was imminent for FDA.  

 
On February 09, 2012, FDA issued three long-awaited biosimilar 
draft guidance documents that are designed to help the industry to 
develop biosimilars and to compete with originator biologics. The 
agency released the fourth guidance outlining how sponsors should 
plan to use formal meetings to interact with the agency before and 
during the application process on April 01, 2013.19 The first three 
guidance addressed scientific, quality considerations of biosimilars 
and clarified some issues regarding the implementation of the BPCI 
Act of 2009. The pivotal document of the three is the “Scientific 
Considerations in Demonstrating Biosimilarity to a Reference 
Product.”20  

 
 
Draft Guidance on Scientific Considerations of Biosimilars 

 
The guidance focuses on addressing the issue: how similar is enough 
to be biosimilar? At the beginning, FDA uses most common protein 
products as examples to discuss the complexities of biological 
products in detail and to show the difficulty of proving biosimilarity. 
It is pointed out that primary amino acid sequence, higher order 
(secondary, tertiary and quaternary) structures and enzymatic 
modifications including glycosylations can all make proteins different 
and lead to heterogeneity. In addition, many factors such as 
temperature, moisture, light, and even packaging or delivery 
materials can affect protein modifications and change their higher 
order structure.  

 
Limited by resolution, detection limit, and processing speed of 
current analytical technologies, in most cases it is very challenging, if 
not impossible, to determine structural and functional differences 
between two proteins from slightly different manufacturing sources. 
Considering the presence of impurities generated during the 
processes, added formulation agents and excipients in the biological 
products, the degree of certainty of using structural analysis and 
functional assays to determine the biosimilarity of two proteins is not 
high at all.  

Despite the advances in the state-of-the-art analytical technologies 
for biological products, the agency is fully aware of their limitations.  
A “stepwise approach to developing the data and information 
needed to support a demonstration of biosimilarity” is hence 
recommended. The sponsors can start with extensive analytical, 
physiochemical and biological characterization of the proposed 
product to show the degree of similarity to the reference product. 
FDA then evaluates the information and suggests necessary animal 
and human tests accordingly to the sponsor to further demonstrate 
biosimilarity of the two products. The agency will consider the 
product’s complexity, stability, formulation, manufacturing process 
and clinical data in comparison with the reference product, and then 
determine the extent and scope of these tests on a case-by-case 
basis.21    

 
FDA will use a Totality-of-the-Evidence approach to evaluate all data 
and information submitted in support of demonstrating biosimilarity, 
including “structural and functional characterization, nonclinical 
evaluation, human PK and PD data, clinical immunogenicity data, 
and clinical safety and effectiveness data.”22 FDA will allow the 
sponsors to skip repeating studies that are not necessary to address 
residual uncertainty, therefore speeding up the application process 
and saving costs for the sponsors. 

 
By definition under the PPAC Act, a biosimilar is “a biologic product 
that is highly similar to a reference biologic product notwithstanding 
minor differences in clinically inactive components, and it has no 
clinically meaningful differences from the corresponding reference 
product in terms of the safety, purity, and potency.”23 It is clear that 
minor differences are allowed in clinically inactive components. 
Currently, biologic products are process-dependent. Different 
manufacturing processes can possibly change a protein product in 
four ways: (1) protein sequence; (2) protein composition by different 
enzymatic glycosylations or phosphorylations; (3) higher order 
structure; (4) impurities, formulation reagents, excipients, etc. Any 
subtle changes may alter the efficacy and the safety profiles of the 
product. Immunogenicity is also a critical issue; even small amount of 
impurities may stimulate immune responses. Unfortunately, current 
analytical and functional assays cannot detect subtle protein 
structural changes and impurities. Based on these facts, the guidance 
suggests that the sponsors at least run one human clinical studies, 
either immunogenicity or PK/PD if applicable. If residual uncertainty 
exists, comparative safety and effectiveness may be needed for the 
determination of biosimilarity.  

 
It is apparent that many suggestions in this draft guidance document 
are designed to address the issues raised from European 
experiences.  
 
 
Draft Guidance on Quality Considerations of Biosimilars 

 
The draft guidance document titled “Quality Considerations in 
Demonstrating Biosimilarity to a Reference Protein Product”24 has 
some overlap with the scientific considerations draft guideline, and it 
focuses on analytical studies necessary to assess biosimilarity. The 
discussion on the importance of extensive analytical, physiochemical 
and biological characterization is repeated in this guidance. 

 
 



 

 

Draft Guidance on Interchangeability and Exclusivity 
 

The third draft guidance, “Biosimilars: Questions and Answers 

Regarding Implementation of the Biologics Price Competition and 

Innovation Act of 2009”,
25

 answers some important questions about 

certain statutory terms and requirements.  

 

Interchangeability between biosimilar and its branded reference is a 

key issue for payers and providers to request a switch. Without 

proving it, stakeholders cannot lower health care spending by 

substituting a pricier brand name product with a new biosimilar. The 

draft guidance discusses several approaches to evaluate 

interchangeability. Unfortunately, FDA does not support that the 

available state-of-the-art technology is sufficient for establishing such 

claim. This will unavoidably discourage the investment on biosimilars. 

 

BPCI Act of 2009 clarifies the exclusivity calculus: a 351(k) application 

may not be submitted until 4 years after the date of the first licensure 

of the reference product; it may not be approved until 12 years after 

licensing the originator biologic. In order to encourage the potential 

biosimilar manufacturers to develop cheaper version of the biological 

products, the US government tried to shorten the data exclusivity of 

the originator biologics from 12 to 7 years in the president’s budget 

proposals for fiscal 2012
26

 and 2013
27

 repeatedly. The new draft 

guidance has not settled terms for establishing the exclusivity period.  

 

Investment Considerations of Biosimilars 

 

According to a study
28

 sponsored by the industry, the average R & D 

cost of producing an originator biologic is $1.2 billion. It is slightly 

lower than the average $1.318 billion cost of launching a brand name 

small molecule drug. The study is widely criticized for its calculation 

of the costs. However, the idea of similar costs for both forms of 

drugs is very acceptable.   

 

Originator biologics and biosimilars are created from living 

organisms. They are complex molecules which are difficult to be 

characterized by physiochemical methods.  As we discussed in the 

section of the Draft Guidance on Scientific Considerations of 
Biosimilars, minor changes in manufacturing processes may alter 

protein high order structure and influence protein modifications, 

further change safety, immunogenicity and biological profile of the 

biologics. Therefore, purity and quality of the products need to be 

monitored closely, and expensive comparative clinical trials are often 

unavoidable. Additionally, the lack of conclusive analytical 

technologies makes biologics process-dependent. All these factors 

raise the bar for investors to enter the biosimilar business. As 

estimated by Andrew Pasternak of Bain & Company,
29

 it could cost 

100 to 150 million dollars to develop a biosimilar, whereas to copy a 

small molecule drug may only need 2 to 3 million dollars. It is 

common that companies establish partnership, mostly between 

generic ones and big pharma, to manage the risk and share the 

complementary expertise that is needed for biosimilar development.  

 

Difficulty in providing interchangeability of a biosimilar and its 

originator biologic is another factor for investors to consider. Since 

biosimilars are not the same as the originator biologics, many 

countries do not allow doctors or medical system to use them to 

substitute their reference products. Additionally, doctors are usually 

reluctant to choose the unfamiliar new substitutes even when 

biosimilars are allowed for treating new patients. Furthermore, many 

approved biosimilars are only 10% cheaper than their brand-name 

competitors in Europe, far from the expected 30 to 40% savings of 

the originator biologics. According to an Xcenda research, payers 

need to see 40% or more in cost savings for an existing patient to 

require a switch.
30

  

 

Reducing the market exclusivity for originator biologics from 12 years 

to 7 years in the US was repeatedly proposed in the president’s 

budget proposals. If the proposal is approved, it will help attract 

more investment on biosimilar development and submission in the 

US, the potentially largest biosimilar market. However, with the 

increasingly stringent regulatory environment in recent years, cutting 

exclusivity to 7 years will discourage the investment on the R & D of 

originator biologics and other innovations. Brand name companies 

will have to pursue more aggressive commercial strategies to protect 

their precious franchise from competition. They may even turn to 

trade secret to guard their complicated manufacturing process from 

copycats, which would make the already very difficult follow-on 

process even more unobtainable.
31

  

 

Patent litigation procedures for biosimilars are complex when a 

company chooses the biosimilar route for approval under the PPAC 

Act. The biosimilar applicant and the brand name company must 

exchange statements and patent lists, follow detailed negotiation 

procedures. Investors need to take into consideration the lengthy 

legal process and potential high cost of litigation.  

 

Despite various investment concerns on biosimilars, the US market 

presents great opportunity for both originator biologic and biosimilar 

manufacturers in the long run. The setup of the US health care 

system and the complicated stakeholder relationship make it easier 

to accomplish higher pricing and larger profit margins for these 

companies and their investors. 

 

 

Conclusions 

 

Introducing biosimilars provides us a possibility of saving medical 

spending on biologics. Some investors and manufacturers are 

eagerly pursuing these highly profitable products. A market study in 

2009
32

 forecasted that the global biosimilar market would worth 

$19.4 billion by 2014, increasing at a compound annual growth rate 

of 89.1% from 2009 to 2014. In reality, their sales just reached $ 1 

billion in 2012. The over-optimistic estimate reveals the industry’s 

anxiety in recent years. We need many quality shows to fill the prime 

time slots vacated by the innovative products and blockbuster drugs. 

Some people consider biosimilar as one of the candidates. Does it 

really deserve such recognition? We are certain that we can answer 

the question meaningfully in the near future since a clear US pathway 

for biosimilar approval is available. 

 

With the advances in analytical technology and biological sciences, 

increasing experience of proving biosimilarity and clearer regulatory 

requirements, more biosimilars will be accessible to patients. In the 

period of 14 months after the release of the three biosimilar 

guidance documents, FDA has received 16 new meeting requests 

and 6 INDs.
33
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About CABA 

CABA is a 501(C)(3) not-for-profit professional organization registered 
in Massachusetts since May 2007. CABA is committed to promote 
public awareness of advancement in the pharmaceutical and 
biomedical industry, professional interactions in the fields of life 

sciences, global biomedical innovations and business development. As 
the majority of its members are scientists with Chinese heritage, CABA 
will operate in two important areas. One is to serve as a platform for its 
members to develop and advance their careers in the US 

pharmaceutical and biomedical industry, the other is to serve as a 
bridge to connect members including corporate members with the 
scientific and business resources in China thus facilitating collaboration 

between the pharmaceutical and biomedical industries across 
continents. To fulfill these goals, we will organize scientific and business 
symposia, conferences, workshops, in US and China, as well as social 
events to promote networking and communication among members. 

We will bring together members, scientists, professionals, government 
officials and business leaders across the continents under a 
collaborative environment and achieve their best potentials. 

CABA is a volunteer-based society.  We rely on members to contribute 
their time and efforts to build the organization.  We rely on corporate 
members and sponsors to raise fund to support the above activities. 
We value integrity, honesty, professionalism, community service, 

scientific excellence, responsibility and accountability.  We invite you to 
explore our organization, and we are confident you will share our 
values and are interested in becoming a member, devoting your time or 

efforts, or sponsoring CABA activities.  In summary, CABA is built by its 
members and serves for its members. 

CABA Mission 

•   To   promote   science,   technology, and business collaboration in 
biotech/pharmaceutical industry; 

•   To   build   and   maintain   a   platform   through   cohesive   scientific,  
professional, and cultural connection that provides high quality services; 

•   To   facilitate   networking   among   scientists,   professionals, and 
entrepreneurs in academia, biotech/pharmaceutical industry and 
regulatory agencies; 

•   To   embrace   advancement   of   science   and   commercialization   of  
innovation that will benefit human health; 

•  To  foster  collaborations  between  the  United  States and China for the 
development of better biotech/pharmaceutical therapeutics. 

 

Contact Us 

If you have any comments, suggestions or feedback to our organization 
and our events, please feel free to contact us at 

cabaconnect@gmail.com. Your comments are important for us to 
improve in the future.  Thank you very much! 
 
 

 
Website: www.cabaweb.org 
Email: cabaconnect@gmail.com 
Address: P. O. Box 600241, Newtonville, MA 02460  
 

� To promote science, technology, and business collaboration in 
biotech/pharmaceutical industry ; 

� To build and maintain a platform through cohesive scientific, professional, 
and cultural connection that provides high quality services; 

� To facilitate networking among scientists, professionals, and entrepreneurs 
in academia, biotech/pharmaceutical industry and regulatory agencies; 

� To embrace advancement of science and commercialization of innovation 
that will benefit human health; 

� To foster collaborations between the United States and China for the 
development of better pharmaceutical therapeutics. 

Chinese-American BioMedical Association (CABA) 
美 中 生 物 医 药 协 会 
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