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Welcome to the 3™ Annual m_ .
Clinical Trials a

Accelerating The Progress Of Clinical Trials Around The World

Each year over 2500 drug development executive convene at Partnerships in Clinical Trial meetings all over the world in the
US, Latin America, Europe and now China.

MEET The largest concentration of clinical decision makers specializing in clinical development, i\?k B Ak I ) BT 2 4 KA - ERREE ¥ S A
operations and outsourcing. This is your opportunity to establish benchmarks, standards and best TMAFIE AL, EEfoh @JL # «41 R, EAMLAEA E]L\TJ‘/J #9 7= 50 X A= 4 b
practices in the development and commercialization of products in a global marketplace: '4‘ il J‘i —% K AR Fe R R E RIS
» Hear in-depth case studies on strategic partnering and effective outsourcing to ensure » UTBUR XI5 ek Fe A Ut 6 %JF HIRNEBIFR, ARRE, HRA, Jim
quality, control costs and accelerate cures to market B e
» Explore new business opportunities and strategies to bring more innovation to Asia » R H LB IAREAR], A MWk E S 0G0 R R
» Hear from the SFDA on updates on clinical safety and monitoring guidelines » UTESFDA (B R A& 8 E®AE ) &40l RLaFf BN 557 4+
» Understand how global clinical leaders are incorporating China into their global drug » T ARG R % %‘Iﬁ B AR -F A AT o B AN AR 2 A AT R B ek
development strategy » KBAXTHA, FE. B, TESERRXFFEKE Bﬁ 2h o W5 E SR AT TR
» Gain insights into the regulatory landscapes in Japan, India, Korea, Taiwan, China, and more » v)ﬁ—iyxﬂu}:{g . PARANZ ARG O Fe R G T AR B G B B e 0 E ) 54T, T MR RK
» Obtain strategies for partnering in specific therapeutic areas by hearing proven case studies G 7 AR IR G 45 SR SR A R £ 0 Roek
in oncology, CNS, Cardiovascular, and vaccine development » %‘] R VLIRAL I G BRI R A . CRO Fa M 55 8] 89 A-4F
» Develop strategies to improve sponsor, CRO, and site collaborations in Asia W FI M LBEREIHF @G EEAR, B EiE N TN A A

» Learn about trends in patient recruitment efforts across the region and develop strategies to » FiT TR GRIEREEIE, RFGCP ( 5496 FiXE RS 5 R ) HATH @esh
suit Asian cultures 2

» Examine level of data quality in the region and overcome challenges in GCP implementation » HE N e KRR RAKIE T R LR

» ldentify new trends in technology impacting clinical development in Asia and exchange best
practices on data management

Who Will Attend

Meet hundreds of your clinical peers from the US, Europe and Asia to learn new strategies, exchange ideas, and meet new contacts:

Attendees by industry Attended by Decision Makers Over 20 Countries Represented
40% VIPs and Directors of Global Outsourcing &
Procurement

VPs and Directors of Global Clinical Operations
& Development

10% Medical Directors & Clinical Trials Managers
10% Directors of Contracting, Budgeting and

60% Pharmaceutical, Biotech and Medical Device
Companies

25% CROs, Central, Core, ECG and Imaging
Laboratories

5% Regional Sites and Medical Facilities
Regulatory/Government KOLs

5% Other Clinical Trials Solution Providers including Forecasting
Biorepositories, Data Management Companies, EDC 5% Managers of Vendor Quality, Project
and other IT Systems providers Management, Drug Safety and Data Management

5% Others

50% North Asia (China, Korea, Japan, Taiwan)

South East Asia (Singapore, Malaysia,
Indonesia, Thailand, Philippines)

10% Europe

10% United States

5% Australia and Pacific
5% Indian Sub-continent

Event At A Glance

- » 1-on-1 Partnering Meetings

Partnerships in Clinical Trials Asia will bring together more than 200

_ decision makers from all over the world for 3 days of educational training
= C;: :fg:::;:rv;zr,lk:hol’s ﬁ;n;ec:i';c:r |2);¥11 C&n;e;:r;c; 2;}:12 and networking. Take advantage of 1-on-1 partnering opportunities!
(Morning) Identify New Business Opportunities in SFDA Update on Clinical Safety and 11} ;1% g\g?}iifgiﬁ;é P e
. o in Aci o il I s IR IR AE £ R A AFRGL 200 Bk R F—RFEIT A 3
Workshop A: Clinical Development in Asia Monitoring Guidelines EHE IR, IV 1 3 1 B A Tt S A

Optimize Oncology Clinical Trials: Strategies to

i i AR AL, AT ¥4 £Danya  Burakoff, dburakoff@iirusa.com, VARZE
Shorten Oncology Drug Development in Asia INEErEE SR e i Track A: Track B: 2

i i B ) B R 2 AR R R A
Partnering Models Quality Management, Developing Protocols, K R

Patient Safety and Ensuring Patient Health,
Proactive Risk Assessment Ethical Issues

Workshop B: Overcome Biggest Challenges in Partnering

» Partnering Speed Networking
Improve Strategic Collaborations in Asia for Late Phase Trials

Take advantage of our organized facilitated networking for CROs,

pharma and biotechs from East and West to meet face-to-face. Develop = Fopr20111
Track A: Track B: new contacts in clinical development and enhance your overall < 20114
. . S Regulatory Roundtables: Overcome Regulatory Obstacles . " P e Y “ \
Innovative Partnering for Therapeutic Clinical in China. Korea. India and Tai networking experience by showcasing your capabilities to get your e
(Afternoon) Drug Development Tl in Lhina, Korea, India and faiwan deals done. Don't forget your business cards!
Workshop C:

Partnering with Japan for Clinical Trials

Adaptive Clinical Trial Design » PR MR 5K R W&

CEO Keynote Panel:
Keynote Panel AR BAE LA 3] FH4K  CRO. EHFAMHPERLANS, #HiT@tE

Opportunities in Biosimilars Drug Development

Workshop D: 09 R 4 R R RARR I IINA, FRIHE éﬁ%%xmﬂﬁh, JE AR B AL
Clinical Trial Materials Supply Chain Management ) T, R G, REEILG EEG LA
and Distribution Networking Reception Sgpapree Pa tienIrF?:Erﬁlrtment Track B:
followed by Dinner Cruise B The Discussion Den » The Discussion Den
and Retention in China

Maximize your networking experience as industry experts facilitate < [N|EVW

discussions on top challenges to foster the sharing of experience and < FOR2011!
best practices. This is an opportunity to engage in a candid, interactive - ’7‘)“*””}“:
Special Thanks to our 2011 Advisory Board Members setting focuses on mutual challenges-ongoing and emerging. e
» WA
« Al Palaniappan, Head of Outsourcing and Business « Jay Turpen, Advisor, Clinical Project Management - AP + Nadina Jose, MD, CPI (Hon)/ Regional Director, Global Clinical 1 ; o i g gk b A b A L s o k2 Al bk
Operations, R&D China, GlaxoSmithKline Biomedicines Portfolio, El Lilly Site Management and Monitoring Asia-Pacific, Allergan ;*1{; W]fﬁ 5:;;‘“1/’5;3;, g’fgiﬁ;‘%ﬁi Zf’fii’éggggﬁ ?j’j%’jﬁ
+ Ann Wang, Vice President, Clinical Operations and Data + Joan Shen, MD, PhD, Senior Medical Director Clinical « Radhika Bobba, Partner, Anhvita BioPharma Consulting i”’ P 'T_/z"‘ RHERESe 1 B A= Sl
Management, Human Genome Sciences Research, Primary Care Unit, Pfizer Inc. « Rajeev Shrivastava Associate Director-Clinical Research Eli A Aot AR B B
« Christina Bodurow, Ph.D, Senior Director, External Sourcing « Julia Zhang, Associate Director, Standard Program Manager, Lilly and Company
Development Center of Excellence, Eli Lilly Genzyme + Robert Teoh, Managing Director, Pacific Clinical Research » Networking Reception and Optional Dinner
« Christopher Albani, Managing Director, PRTM « Kieko Oishi, Representative Managing Director, Corporate « Roshan Padbiri SM - Clinical Operations Takeda Global Crui
+ Dan Weng, Vice President, Rest of World, MedPace Officer International Business and Corporate Development, Research & Development Center (Asia) TUISEf 7 ; : . oninafunandrelaxed = FOR3OTII <
« Darshan Bhatt, MD, MPhil, Director Clinical Drug Safety, cmic « Songlin Xue, SVP, Drug Safety and Risk Management, Takeda Jom‘your € owattep cesan startt‘ OEIIRER RN EN TeAXea A e -
Vanthys Pharmaceutical Development « Lawrence Fiori, Associate Director, Clinical Trial Outsourcing Pharmaceuticals setting at our opening night reception, followed by an opportunity to ) W
- Fidela Moreno, MD, Vice President, Global Development &Compliance, Com‘pliance and Quality Management, . Stephen Porter, Pharm.D., FCP, MRCP Chairman, President participate in an evening cruise of the Bund and the Huangpu River. 4AN
Operations, Clinical Site Management and Monitoring, ?Aoet';ngﬁrg%eve'mp dent. Head of R&D, Reaulat and CEO, VDDI Pharmaceuticals
et I'n\c/P linical Devel Tyr Ph . Af?a:irs g;dlSafeiy IJcaensrs?eSr: ;I?a;mgieu(;icals ety - Stephen Doy.le,VP'OncoIog'y BU, Ching, Sanofi Aventis » STIRE R e T R AL T
+ James Cai, VP, Clinical Development, aTyr Pharma + Prof ) | b Di nical Trial + Yan Wu, Medical Director, Biogen Idec 5 A5 A BA Y TT RS & LRAT A AR, By s, A ML
« James Garner, MD, Vice President & General Manager, Takeda Professor Asita de Silva, MBBS, DPhil Director, Clinical Trials S e 2 e
Clinical Research ' Unit, Faculty of Medicine, University of Kelaniya S Ao, BAAR, 43442, FEIERE LD @ /

Speak, Sponsor, Exhibit and Network at Partnerships in Join the discussion and get connected before the event!
Clinical Trials Asia

Join our Partnerships in Engage in the latest news and y Follow us on Twitter
W Clinical Trials Asia Group on discussions on the Partnership - e Partnershipscros

This event offers you a unique opportunity to showcase your products and servicesin front ~ FEm=1 Linked In: a Subgroup of in Clinical Trials Blog
of key decision-makers. Morning and afternoon breaks are carefully designed to ensure Partnerships with CROs Partnershipswithcros.blogspot.com
maximum networking opportunities. Maximize your marketing dollars by exhibiting
at this event or increase your exposure further by sponsoring a breakfast, luncheon, or
cocktail reception! IEElEel Clinical Trials Japan 2nd Annual Partnerships in 21t Annual Partnerships in

. o . ) . v/ 7-8 July 2011 Clinical Trials Latin America Clinical Trials
Access local, regional, and multinational pharmaceutical and biotech sponsors conducting SAVE THE Sheraton Miyako Hotel August 1-3,2011 March 5-7, 2012
clinical trials in Asia and position your company as the leading service provider. To paTes:  1okyo,Japan Renaissance Sao Paulo, Sao Paulo, Brazil | Marriot World Center, Orlando, Florida
learn more about these opportunities, please contact Andrew Sinetar at asinetar@ www.clinicaltrials-japan.com | www.pctla.com www.clinicaltrialpartnerships.com

iirusa.com / +1-646-895-7484 (USA) or Lily Chong at lily.chong@ibcasia.com.sg /
+65-6508 2473 (Asia)

@

REGISTER TODAY! @9 +8621 2326 3680 (China) +65 6508 2401 (All regions) DD +86 21 2326 3699 (China) +65 6508 2407 (All reglons) register@ibcasia.com.sg www.clinicalpartnershipsasia.com




Main Conference Day 1: 13 October 2011, Thursday T&WE—K: 2011E10713H, 28I

Simultaneous translation in Mandarin provided for the main conference £ £-% #4324 F] & 1515

9:00  Chairperson’s Opening Remarks # A&
R Stephen Porter, CEO, VDDI Pharmaceuticals
9:15  New Business Opportunities in Clinical Development in Asia

T 1 R IR T A Ty 0 B 37 SR 3 AR A SR 0 B,

This session will provide an overview of the state of clinical research in Asia, with a focus on the regional strengths and weaknesses, an
analysis of new areas of opportunities for the global biopharmaceutical industry, and a look at future trends and implications for your
business.

« Identify opportunities in therapeutic-specific and phase-specific trials

+ Assess the economics of doing clinical development in Asia

« Evaluate outsourcing destinations in Asia

+ Global development led from Asia

Ling Su, PhD, Senior Vice President and Head of Development, Greater China, Novartis Pharmaceuticals Corporation

Considerations for Inclusion of Asia into Global Drug Development Strategies 5 . 4h N % & 43K 25 #F &
Rk

«+ Emerging Trends in Global Drug Development

+ How to manage regulatory expectations of various regions

+ How does ethnic, intrinsic and extrinsic factors impact country selection

« Discussion on risk management strategies to ensure acceptability of data

Emily Tan, Executive Director, Pharmanet

CRO
PERSPECTIVE

Keynote: Integrate China into the Global Drug Development Strategy 2% # ¥ B ik N 25k 254 JF 2 R ek 12
According to IMS Health, China is expected to become the world's third-largest prescription drug market in 2011 and the second
largest by 2020. Whether it's partnering, acquisitions, or expansion of operations, China spells opportunity for the industry. Global
pharmas are either expanding their own operations in China or choosing to partner with China-based companies. Hear from global
drug development pharmaceutical leaders as they explore their opportunities and obstacles in integrating China into their global drug
development strategy:

« Examine the cultural issues and medical practice considerations when designing multi-national Asia based trials

« Evaluate how swings in currency value, inflation, and other economic indices might impact financial considerations of clinical trials

« Examine China’s competitive landscape: Will China be the new global headquarters for drug development?

John Hubbard, SVP Worldwide Drug Development, Pfizer

10:15

PHARMA
PERSPECTIVE

Partnering Speed Networking will be available from 11:00-11:30.

Take advantage of our organized facilitated networking for CROs, pharma and biotechs from East and

West to meet face-to-face. Don’t forget your business cards!Please refer to the event website for details.
11:00-11:30 {@# 3% S35

FIBBEATARF5|F6955) 525k CRO. EHFEYRALWHTANEH o T EFICHL 50
BHE R

=

TRACK A: INNOVATIVE PARTNERING FOR DRUG DEVELOPMENT £ fIFiZ %

Track Chair W # A Li Ding, Head of Trial Operations-China and Asia Pacific, Clinical Science and Operations, Sanofi-Aventis

10:45  Networking Break #t4-1F 2 i%

Keynote: Innovative Strategies and Partnering Models: What Will Work for You? E# & 4)# Kekfe btk
R A AELE?

+ Analyze the significant evolution of Clinical Trial conducted in China

+ Assess the diversified partnering models for clinical trial

« Discuss the current and future opportunity and challenge for Clinical Trial Partnering

+ Share the successful cases of Clinical Trial Partnering

Shirley Zhao, Managing Director, China, Genzyme

11:30

Innovative Strategies for Accessing Clinical Capabilities in Asia - Responding to Challenges in Global
Development Environment /4 &2 & IR @ ls #9 Bk — 9 I R 4% A o 37 B AL

+ Why consider Asia for clinical trials - beyond the cost advantage

+ Innovative partnership models for accessing capabilities

+ Leveraging capabilities in Asia to respond to growing pressures in global drug development

Carl Firth, Chief Executive Officer, Aslan Pharmaceuticals

12:00

1230  Overcome the Biggest Challenges in Partnering for Late Phase Trials
A B B B A 0 R R AR,

+ Determine why late stage development is getting the most interest from the investing public
+ Hear lessons learned in partnerships and internal and external collaborations

« Identify the best partnering models and strategies for late phase development

James Cai, Vice President for Clinical Development, Atyr Pharma (Moderator)

Jimmy Bautista, Regional Medical Director, Eisai Asia

Allan Riting Liu, Vice President, Fosun Pharmaceutical

Sally Sha, Business Development & Project Director, Tigermed, China

1.10  Networking Luncheon X452

‘ ‘ Partnerships, as a point of industry information sharing, is a
quickly growing portal. Even more cutting-edge information,
partners, and markets are presented in this forum each year.
I believe that Partnerships has eclipsed other conferences to now
become the premier conference in our industry. , ,

Roche Pharmaceuticals

TRACK B: THERAPEUTIC CLINICAL TRIALS 477 IfRIRLE
Track Chair J{@ £ A: Christina Bodurow, PhD, Senior Director, External Sourcing Development Center of Excellence, Eli Lilly and Co

210 Ensure Drug Development Success with Your Chinese Partners- Working with Global CROs vs.
Local CROs # %5 16 F B &4k 4 49 25 5 - L BUF R ——5 27k CRO A1E5Z 5 A3k CRO &4F
« Partnership models that have proven to be effective in Chinese collaborations, with a focus on key differences in culture, business
values, and management styles
« Examples of different partnership models in the entire Asia region
« Isthe global CRO model the right model for China? Versus smaller in-country CROs?
+ Key considerations in working with Chinese CROs
James Tsui, Contracts & Outsourcing, Roche Product Development Asia Pacific, China
2:40 A New Integrated CRO Model for Managing Pharmaceutical Trials in Asia L. 2 SX 38 22 69 247 % 4 CRO

GEN

Discuss the cost and structural benefits of this new model being adopted by Eli Lilly that aims to create a more customer-centric, cost
effective, flexible organization that will reliably deliver on commitments

Donald Russell, Senior Director, International Clinical Operations, Eli Lilly and Co.

Rudi Ladenius, Senior Director, Global Research Operations, Parexel International

L

)
g
8
<T
o

2:10  AstraZeneca’s Strategic Use of Clinical Biomarker in Developing Oncology Clinical Trial Programs

T 34 R AR 98 5 s AR B 3] o 38 W R A A 6 0 R s Ve A )

Hear how AstraZeneca is reducing study timelines by using a clinical biomarker strategy to support their clinical trial projects, including
how to:

+ Work with providers and CROs to implement a biomarker strategy on an operational level

+ Collaborate with external groups to provide preclinical and clinical data to support the project

+ Use biomarkers for proof of concept and to prospectively select and recruit patients for a particular trial

Fred Zheng, Research Clinical Scientist, AstraZeneca

EHIHE

CASE STUDY
®

CNS Clinical Trials in Asia I P 484 2 £ 4o ls KX

+ Examine the cultural differences in doing CNS trials in Asia with other regions

+ Key considerations to ensure quality of trials for your CNS projects

+ How to alter therapy to slow down progression of the disease

+ Best practices for training local staff and creating an infrastructure with the technology needed to conduct CNS studies
Joan Shen, MD, PhD Senior Medical Director Clinical Research, Primary Care Unit, Pfizer

310 Asia’s Driving Innovation in Biopharma Partnering I 4 4% 25 A 1E AT 3% 49 €] 37 3R 3 310  Explore Opportunities in Traditional Chinese Medicine 4 % & Ji 3 16 i 3 & 16 04 B,
The'centre of gravity'for pharma clinical development continues its rapid move to Asia. But it wont be clinical developmentas we usedto [P §  Hear about Sanofi-Aventis’ latest work exploring TCM drug development and the critical success factors including partnerships
know it - it promises to be much better. This session outlines how innovation is becoming a key driver for R&D investment in the region, Eg between Western Pharma and Chinese entities
and how the smarter operators are leveraging this ‘innovation with Asian characteristics’ & i Bradley Marchant, Senior Director, Unit Development Office, Asia-Pacific R&D, Sanofi-Aventis
Ross Horsburgh, Vice President Clinical Development, Nycomed 5
3:40  Networking Break 3:40  Networking Break
410  Overcome Challenges in Setting Up Early Phase Work in Asia % /& T 7 5 72 - T AE 9 Bk, 410  Chinese Biotech’s Clinical Studies for an HIV Fusion Inhibitor £#%# R EFE: L &mm RS I4H 7 61k
Helen Jiang, Head of Clinical Development, Hengrui Pharmaceuticals 5., AR
E‘é— Sifuvirtide, which was designed based on the 3D structure of HIV gp41, is the best of class in fusion inhibitors. Currently in Ph 3 and with
= ;1 good safety profiles, its use spans from monotherapy to combination therapy.
5 Jingzong Qi, Vice President and Director of Business Development, FusoGEn Pharmaceuticals
440  CEO Keynote Panel: 1dentifying New Business Opportunities in Biosimilars Drug Development in Asia 520  Day One Concludes; Networking Reception in the Exhibit Hall

CEO £M+%: LI LM A 445 #) 2 T AL a3 AL

« Establishing the most effective strategy for drug approval of biosimilars in Asia

« Discuss the most common challenges of biosimilars development in Asia

« Is there a specific partnering strategy that is most effective for biosimilars?

+ Review the legislation and current regulations in Asia

Chris Chen, Chief Executive Officer, Shanghai Celgen Biopharmaceuticals (Moderator)
Scott Liu, Chief Executive Officer, Henlius Biopharma

Joe Zhou, Chief Executive Officer, Genor BioPharma

7:00 Shanghai Huangpu River Night Cruise (Optional)
Enjoy stunning views of Shanghai’s famous Bund and Pudong as we sail the Huangpu River. Join our cruise and enjoy a small buffet
with drinks and local snacks as you network with your colleagues and current and future business partners!

7:00 LimgiE AR (Tt )
RHEFHIT, RELEZ QPR RER, ARNGHEE, TLAWE. Labtieler,
SRR, ST AR 8 S A AR AR AT R
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Main Conference Day 2: 14 October 2011, Friday F&£WE_—X: 2011108141, EfH

Simultaneous translation in Mandarin provided for the main conference £ £-% #4324 F] & 1515

9:00  Chairperson’s Recap of Day One EHAM % —RAWAG 4
Chichang Lee, Executive Director, Simcere Pharmaceuticals
9:15

Keynote: SFDA Update on Clinical Safety and Monitoring Guidelines and the Current Regulatory Climate
in China E£AUR#H: SEDA R #4916 k% A lenlie- 5741, B Bara B e R

The agency is working on improving its mon|tor|ng in foreign clinical trials including entering into inspection agreements with
foreign counterparts, increasing the number of foreign sites inspected and developing new oversight models. Prepare your company
for increased scrutiny of ethics committees, trials, and investigator sites:

TRACK A: QUALITY MANAGEMENT, PATIENT SAFETY, AND PROACTIVE RISK ASSESMENT

REERE, BEREIRRHREETMN

Hear about the latest SFDA initiatives

Discuss best practices to ensure proper interpretation of regulatory requirements for GCP in the current regulatory environment by
reviewing selected case studies

Examine limitations for ADR in clinical trials

Updates on harmonization of regulations in the region

Share best practices of SFDA certification program

Wenmin Du, Executive Director, SFDA

TRACK B: THE DISCUSSION DEN
WiER

945  Safety Monitoring and Risk Management of Clinical Trials in China ¥ & /X 369 % 4 M 4% o KU o5 22 9:45  Roundtable discussions will be held in the exhibit hall with limited spaces available per topic.
+ Identify the essential IS of safety data exchange sl ) o Roundtable 1: Standard of Care and Ethical Issues in Clinical Trials H 24 —: ARBX BRI EG 4107 K
- Assess the state of pharmacovigilance and post-marketing surveillance requirements in Asia « Discuss the evolution of IP protection in the biopharmaceutical industry in Asia, with a specific focus on China
« Identify what global companies view as the biggest threat to patient safety when doing clinical trials in China and proactive risk « Understand the interface between IP protections, regulatory laws and licensing
management tools Jon Lee, Vice President of Clinical Operations, Cerexa Inc
Rebecca Wang, Head of Product Safety Operation, Shanghai Roche Pharmaceuticals
10:15  Networking Break 10:15  Networking Break
11:00 Create a Quality Management GCP System to Ensure Compliance in Asia & 5 &% GCP A%, 447 L4+  11:00 Roundtable 2: Is it Feasible to Develop Protocols that Integrate Standards of Practice Globally for
Define the roles and responsibilities of the sponsor, monitors and investigators as it relates to the quality of clinical trials and create a Multi-national Clinical Trials? B 243 =: FX %A % Bl RRRMY AR EZIFELE TIT?
roadmap for evaluating study conduct, source documents, case report forms and other study documentation to be accurate, factual and + How to integrate standard of practice with the practice of medicine when conducting multi-national clinical trials
inspectionjready: o ) . + Determine customization criteria based on different regions in Asia
+ Determine how to configure your organization: buy vs. build and local vs. imported talent Ann Wang, Vice President of Clinical Operations and Data Management, Human Genome Sciences
+ Understand how to organize effective sales forces in the region; assess the sales force pool of GCP qualified investigators in Asia
+ Overcome challenges of implementing GCP in the region
Xun Chen, Head of Clinical Sciences and Operations in China, Sanofi-Aventis
11:30 Quahty Oversight when Outsourcing in Asia: Striking the Right Balance Lo sM L i Z it : & RiE % 69-F# 1130 Roundtable 3: Pan Asia Pacific Trials — Combining Local Knowledge with Global Insight
How do you manage international data quality when outsourcing overseas? Dr Malcolm Burgess, Executive Vice President, Icon Clinical Research, Hong Kong
Are there methods and/or best practices for verifying quality in the different countries in Asia?
How to detect, correct and prevent clinical study misconduct and fraud and identify proactive solutions to prevent further problems
Identify the risk assessments and audits your company needs to conduct to avoid potential FDCA and FCPA liability in foreign clinical trials
Best practices for ensuring effective data management and compliance for effective data reporting
Vance Warren, Senior Study Logistics Manager Translational Medicine Clinical Pharmacology, Daiichi Sankyo Pharma Development
Jon Lee, Vice President of Clinical Operations, Cerexa Inc
1200  Networking Luncheon Ui 45
. . . . | 2:00 Keynote Panel-Preparing for the Evolving Landscape of Clinical Research in Asia 7% #t—/ & st 2.3
Overcome Regulatory Obstacles in China, Korea, India, Taiwan 6 A2 4 AL
Ifyou are l:nterested I:n participqtl:ng in one of t{:ese felected Regulatory Roundtable discussions during lunch, Ross Horsburgh, Vice President Clinical Development, Nycomed (Moderator)
please visit the website www.clinicalpartnershipsasia.com P. Chichang Lee, Executive Director, Simcere Pharmaceuticals
ﬁﬁﬁq:' . §1t=‘ EDE*“*EQTEMEH’]"’-MBEE? " John Hubbard, SVP Global Drug Development, Pfizer Inc
MREEEEFEHES 5 EAIMEXEENERKN, ElE www.clinicalpartnershipsasia.com 4 Vincenzo Teneggi, Head of Early Development & Clinical Pharmacology, Asia Pacific, Roche
Dr Malcolm Burgess, Executive Vice President, Icon Clinical Research, Hong Kong
2:40 Networking Break

1:30

Leverage the Use of Adaptive Clinical Trial Design to Cut Costs, Boost Operational Efficiency and Reduce Study
Timelines ) & 5 B 44 56916 RRBET, BIRAKA, RSEERE, HEMTAN

The potential benefits of adaptive trials are exciting - enhancing the drug development process by requiring fewer patients and a reduced
time to meet study endpoints. However, they are very challenging to implement. Hear lessons learned from the use of adaptive clinical trials
in other regions of the world, and the potential benefits and challenges of applying those approaches to clinical trials in Asia

Stephen Porter, CEO, VDDI Pharmaceuticals

PATIENT RECRUITMENT AND RETENTION IN CHINA

WHENEERENRE

‘ ‘ “This was an excellent conference. It was very interactive and
I for one certainly learned a lot. , ,

Boehringer Ingelheim USA

TRACK B: THE DISCUSSION DEN
WiEE

3:220  Asaresult of the critical importance of patient recruitment, and the inherent complexity of dealing with agency and clinical partners as Continue the discussions! Sign up for these facilitated discussions and continue to foster the sharing of experience and best practices.
well as managing the expectations of patients, patient recruitment and retention has become a distinct area of potential competitive This is an opportunity to engage in a candid, interactive setting, around important challenges on the following topics:
advantage. Learn how to best deliver these objectives to gain a comparative advantage and complete trials with greater levels of cost- _ . . .. L. . . .
efficiency, timeliness and success. 3:40 R](:u]r;dtable 4: Emergmg Countnis forf{hmc.ﬂ Tn‘als in Asw: - Utilizing Academic SMOs to Overcome
H 240w . kol #7556 16 ROR B R—A) A F K ISRSIE R
« Learn about trends in patient recruitment efforts across the region and develop a strategy that suits Asian culture Sl gnges B 7'% = .DUH y 1 ARSI !m./*ﬁ ERE ﬂ }ﬂ i * SMQ ﬁ ﬂ;[_‘g,k L
X ) ) L . Strategic partnerships with academic SMOs and clinical research centres in‘emerging clinical trial destinations' that have proven track records can
+ Examine key patient recruitment performance benchmarks based on up to date clinical trial data . . . . L f X . .
P A ) ) ) . . L help increase efficiency in drug development, drive productivity, reduce costs and gain speed to market. There has been an increasing recognition
+ Identify criteria in finding the right partner for patient recruitment and develop strategies to manage the relationship with different . AU - p . R ; P
s of the importance of these countries in Asia such as Philippines, Thailand, and Sri Lanka for participating in multi-centre clinical trials.
p . . . . . . . X « Discover how sponsors are working with academic clinical research centres and SMOs
+ Apply societal and cultural considerations for subject/patient recruitment and developed and emerging countries . . . s
g X . A ; R o « Learn regulatory and ethics requirements in these destinations
+ Identify the trends in social media used for patient recruitment in Asia P ) - . ’ ) ;
. . AR S . + Learn how partnerships with academic centres can leverage local authorities and sites to improve efficiency and quality
+ Understand how patients interactive with different technologies in different parts of Asia . X S o ; . . L .
) R R L X . Prof Asita de Silva, MBBS, DPhil, Director, Clinical Trials Unit, Faculty of Medicine, University of Kelaniya
« Determine the effective marketing and communication approaches for the Asian populations
Matthew J. Bryant, 5t Manager; Oncelogy Asia Pacific Cinieal Project Management DCOE AR ElILilky 415  Roundtable 5: How does your local Chinese company create a strategy to expand its portfolio globally?
B2 A A: 5 0 0d b B 8] e dT 4] 8 ik = S 21 AR w7
Yugiang Wang, Chief Executive Officer, Magpie Biotech
445  Roundtable 6: Challenges in Working with Labs: Tmport/Export of Investigational Drugs
B 22N 5EEESMEIE: REHHGFN/FE
Anita Pascarella-Hallett, Director, Clinical Diagnostic Services, Eli Lilly, USA
5:15 Conference Concludes 4% 4 &

About Our Sponsors

(| CON

A Symbol of Excellence

ICON plcis a global provider of outsourced development services to
the pharmaceutical, biotechnology and medical device industries.
The company specializes in the strategic development, management
and analysis of programs that support clinical development - from
compound selection to Phase I-1V clinical studies. With headquarters
in Dublin, Ireland, ICON currently operates from 77 locations in 39
countries and has approximately 7,800 employees. Over 1,000 of these
employees are based in 14 different countries throughout Asia Pacific.
ICON Clinical Research specialises in the planning management,
execution and analysis of Phase llb - IV clinical trials, ranging from
small studies to complex, multinational projects.”

0> INTELSIUS

A DGP COMPANY

Incorporated in 1998, Intelsius is a subsidiary of DGP Life Science
Ltd. Intelsius specializes in the design, manufacture and supply of
temperature-controlled packaging and regulatory-compliant sample
transportsolutions.Withastrongfocus on developing environmentally
sustainable products and procedures, we offer clients an eco-friendly
way to ensure the integrity of their products. Intelsius has a growing
global presence, with manufacturing facilities, distribution hubs and
local offices situated throughout the world, including North America,
Europe and Asia. For more information, visit www.intelsius.com

PAREXEL.

PAREXEL knows scientific drug development from end-to-
end of the product development cycle: clinical development,
integrated technologies, regulatory affairs, communications, and
commercialization services.

We complement your capabilities with our global reach, strategic
insight, deep scientificknowledge, and tactical expertise—providing
you support and guidance to secure strategic advantage. With nearly
30 years of experience and 10,000 professionals in more than 50
countries, we provide the precise fit of expertise when, where and
how you need it. www.PAREXEL.com

C PharmaNet

PharmaNet Development Group, a recognized leader of global drug
development services to the pharmaceutical, biotechnology, generic
drug, and medical device industries, provides comprehensive
capabilities in Phase I-IV clinical development, bioanalytical and
bioequivalence services, regulatory, staffing, and therapeutic
solutions.

For the applied knowledge and intelligent solutions needed to
accelerate drug development programs of all sizes around the world,
PharmaNet works for you.

REGISTER TODAY! Qs +8621 2326 3680 (China) +65 6508 2401 (Al regions) (1= +86 21 2326 3699 (China) +65 6508 2407 (All regions) &3

PRTM

Since 1976, PRTM has created a competitive advantage for its clients
by changing the way companies operate. PRTM management
consultants work with senior executives to develop and implement
innovative operational strategies that deliver breakthrough results.
The firm is a leader in operational strategy, supply chain, product
development, and customer management.
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Pre-Conference Day Workshops: 12 October 2011, Wednesday (English only)

Workshops run from 9:00-12:30 and 1:30-4:30 with mid-morning/afternoon refreshment breaks. Lunch will be served for participants who attend a full day (morning + afternoon workshops). Registration begins

30 minutes prior to each session. Choose from among the following options:

Morning Workshops

~N

Workshop A
Optimize Oncology Clinical Trials: Strategies to Shorten

Oncology Drug Development in Asia

Cancer is the fastest growing healthcare priority within the worldwide pharmaceutical industry. This

workshop presents case studies of innovative approaches to help you understand what works and

doesn’t work in partnering for oncology clinical trials and shorten drug development timelines:

« Hear about the latest partnership models between sponsors and CROs for oncology trials

- Discuss the right balance of oversight needed for operational excellence

« Explore how the healthcare reform law will impact patient enrolment in oncology trials

- Develop operational strategies to overcome practical challenges

+ Working with service providers to improve patient recruitment in oncology clinical trials

« Regulatory strategies, e.g. Pre-IND consultation, Fast Track, Priority Review, Accelerated Approval,
Special Review (SFDA)

« The impact of study design; innovative oncology trial designs and development strategies, e.g.
adaptive trials

+ Use of biomarkers & surrogate endpoints in oncology clinical trials

Led By

Melvin Toh, VP Pharmaceutical Development, CK Life Sciences

Emily Tan, Executive Director, Pharmanet

Matthew J. Bryant, Sr. Manager, Oncology Asia Pacific Clinical Project Management, DCOE AP - Eli Lilly

Workshop B

Improve Strategic Collaborations in Asia

This session focuses on new collaboration models in Asia including sponsors, CROs and investigative

sites entering into in response to rising drug development inefficiencies and cost. Gain insights into

the obstacles preventing the formation of effective partnerships and the incidence and growth of

new emerging sponsor-site collaboration models. Gather tools to overcome obstacles preventing the

formation of more effective sponsor-CRO-site interactions and collaborations in Asia by illustrating

new approaches to better leverage the partnership and avoid accountability disputes:

« Create a strategy to find and choose the right partner and assess what level of oversight is needed
to get the job done

+ Obtain due diligence strategies to ensure you get the ‘A’ team

« Determine a CRO'’s reach to available accredited clinical research sites in a specific therapeutic area
for your project

+ Understand the global practice of clinical trials in the West to match local Chinese procedures

+ Share best practices in sharing best practices in contracts/SLAs

Led By
Nadina C Jose, Regional Director, Global Clinical Site Management and Monitoring Asia-Pacific, Allergan
Roshan Padbidri, SM, Clinical Operations, Takeda Global Research & Development Center (Asia)

Chris Albani, Managing Director, PRTM

Rupesh Patki, Regional Area Manager-Asia, Allergan

Afternoon Workshops

Workshop C \
Partnering with Japan for Clinical Trials

The Japanese pharmaceutical market is the second largest individual drug market in the world and is

a leading nation in scientific/medical research and technology. The industry accounts for more than

1,000 firms, approximately 20 of which have annual sales of over US$500 million. The market has

entered a pivotal period of change as Japanese pharma strive towards international competitiveness.

Learn how to partner with local and global companies for clinical trials in Japan and develop strategies

to overcome the unique challenges of this market:

Part I: Regulatory Overview of Japan

«+ LearnaboutthemajorchangesinJapanese pharmaceutical regulationsimpacting the development
of new drugs in Japan as well as global development programs

+ Review the processes in market surveillance pricing reimbursement and the impact of the changing
regulatory system on global strategies

Part Il: Operational/Clinical Development Strategies for working with Japan

« Core challenges in partnering in Japan « Working with laboratories

+ Reimbursement landscape - Differences in physician-patient relationship

Part llI: Cultural Considerations of Doing Business with Japan

Led By

Yutaka Natsumeda, Director of Office of Clinical Trials, Yokohama City University Hospital

Hiroshi Sugii, Vice President Clinical Development, Novo Nordisk

Tadashi Fujisawa, Chief Executive Officer, Mebiopharm

Dr Satoshi Inoue, Lecturer, Laboratory for Clinical Research, Research Center for Clinical Pharmacology,
Yokohama City University Graduate School of Medicine, former officer, US FDA

Dr Hiromi Omuro, Professor, Pharmaceutical Informatics, Musashino Univerity, former officer, PMDA

and Ministry of Health and Welfare /

Workshop D \

Clinical Trial Materials Supply Chain Management and Distribution

There are tremendous opportunities to reduce supply chain risks and improve corporate governance
to improve supply chain management. This workshop arms you with tools and strategies to prevent
supply chain disruptions so you can improve operational performance, enhance your company’s
revenue, and prevent quality problems when conducting clinical trials in Asia:

Part I: Risk Mitigation Techniques for a Global Economy

Part Il: Building Effective Drug Distribution Networks in Asia

Part IlI: Best Practices for Working with Central Labs

Part IV: Dealing with Customs: Overcoming Import/Export Obstacles IP Handling

Led By
Janelle A Sabo, Sr Director-Clinical Trial Materials Services, Eli Lilly and Company, USA
David Walsh, Chief Executive Officer, Intelsius

7:00 Speaker and Advisory Board Networking Dinner

EXCLUSIVE SPONSOR OPPORTUNITY!
Enhance this memorable evening as you make exclusive contacts with our speakers and advisory board members. If you are interested in sponsoring this dinner, contact
Yvonne Leong at yvonne.leong@ibcasia.com.sg (Asia) / +65 6508 2489 / +65-6508 2473 or Andrew Sinetar at asinetar@iirusa.com / +1 646 895 7484 (USA)

PLUS! Industry-Accepted Investigator Training Development led by MSD-PACRA

Workshop E « 11 October 2011 \

An Investigator’s Paradise: The Arrival of an Accredited, Industry-

Standard, Investigator On-line GCP Training Modules

This 1-day workshop is taking the first important step on the road to designing, developing and
implementing an industry-wide series of Investigator on-line ICH-GCP E6 training modules. The
implementation of this pan-industry initiative will significantly reduce the burden on investigators
time to complete multiple training modules for multiple companies. The workshop will discuss the
potential challenges, solutions, timelines and estimated costs for introducing a unified set of training
modules. The workshop is targeted at appropriate decision makers within the industry (e.g. Head's
of Training & Development, Head's of Site Relationship Management and related positions) who can
contribute to shaping the initiative and bringing the goals of this workshop to fruition. Sponsorship
of the workshop is from Merck Polytechnic Institute with support from the non-profit organization,
Pan-Asian Clinical Research Association (PACRA).

Achieving for investigators Achieving for Industry
« Oneinternationally recognized standard  « One internationally recognized standard

+ Accreditation and certification « Accreditation, Certification and bi-annual re-

+ Bi-annual Re-certification certification

+ No duplication of time and effort on « No maintenance of on-line modules / access issues
training + On-line search functionality

+ Less time and resource (manpower / $)
« Instant on-line recognition of Pl status

Led by

John Constantine, Executive Director, Head — Merck Polytechnic Institute, Merck & Co. Inc., USA
Murray Abramson, Head Global Site Relations & Management, Merck & Co. Inc, USA

Steven Bukvic, Chairman & Founding Director - Pan-Asian Clinical Research Association, Singapore

Professor Karlberg, CEO, Clinical Trial Magnifier, Hong Kong

Plus more...

lan Hau, CEQ, Orchestrall Inc., China

Workshop F « 12 October 2011 \

Partnerships in Training: A consortium approach to cost effect

Pan Industry Clinical Research training

Asia Pacific continues to experience an ongoing imbalance in the ‘supply and demand’ equation of
both trained clinical research professionals as well as qualified trainers. The workshop will focus on
creating a clearly defined road-map for developing an ‘industry-consortium’ collaborative approach
to training critical clinical research roles within Asia Pacific. The industry consortium approach will help
to drive down training costs, whilst simultaneously improving both the quality and delivery times of
such training for all consortium members. The workshop is targeted at appropriate decision makers
within the industry (e.g. Head’s of Training & Development, and related positions) who can contribute
to shaping the initiative and bringing the goals of this workshop to fruition. The output from the
workshop will be agreement on a consortium driven pilot training programme(s) for one or two agreed
targeted roles (e.g. CRA, CPM). Sponsorship of the workshop is from Merck Polytechnic Institute with
support from the non-profit organization, Pan-Asian Clinical Research Association (PACRA).

The objective is to support the industry with
- Greater standardization of training across companies
« Economies of scale from a collaborative approach (greater number of trainees pooled from
multiple companies)
« Ability for companies to arrange training for their professionals at an earlier point in time
+ Reduction in travel costs / travel time (as more trainees will mean that training can be arranged
in-country)

Led by
John Constantine, Executive Director, Head — Merck Polytechnic Institute, Merck & Co. Inc., USA
lan Hau, CEO, Orchestrall Inc, China

Professor Karlberg, CEO, Clinical Trial Magnifier, Hong Kong

Dr. K.W. Yap, CEO, APAC Clinical Trial Consultants, Singapore

Steven Bukvic, Chairman, Pan-Asian Clinical Research Association, Singapore
Plus more...
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