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WELCOME

Inspiration to Application
April 12, 2017
Dear Colleague:

On behalf of the organizing committee and our sponsors, we welcome you to the 8th Annual Shanghai
Symposium on Clinical & Pharmaceutical Solutions through Analysis (CPSA Shanghai 2017). It is a pleasure to
host this unique event once again in Shanghai.

The goal of the CPSA Shanghai annual meetings is to provide in-depth reviews of innovative technology
and industry practices through open discussion of industry related issues and needs. The diversified symposia
and sponsored events are designed to be highly interactive where scientists openly share their experiences
and visions in a collegial setting. The program will highlight speakers and sessions that provide firsthand
experiences with new technologies as well as critical insights into industrial workflows and regulatory issues.

The theme of this year’s annual meeting “Clinical and Pharmaceutical Success from Discovery to Regulatory
Approval: Biomarkers, Modeling, and Analytical Technologies” is reflected in the pre-conference events,
symposia sessions and sponsored workshops. Our pre-conference Workshops and Executive Roundtable are
once again sponsored by SCIEX. A traditional session on “Hot Topics in DMPK"” will feature an inaugural session
on “Guideline and Practice of Evaluation of Consistency of Quality and Efficacy of Generic Drugs” dedicated
specifically to Chinese market and scientific interests.

Our Opening Reception is sponsored by WuXi AppTec and showcase another new event at CPSA Shanghai
— Keynote Lecture Series — and feature Renuka Pillutla of Bristol-Myers Squibb who will deliver a lecture on
“Getting More Drugs to Patients Faster: The Power of Technology Applications.”

Plenary Lectures will be delivered by Cornelis Hop of Genentech on “Drug Discovery and Development: Looking
for Needles in a Haystack” and Dafang Zhong of the Shanghai Institute of Materia Medica on “Non-clinical

and Clinical ADME Studies of Several Innovative Drugs in China.” CPSA traditions continue in Shanghai as the
Symposia Sessions, Poster Sessions, CPSA EXPO, Innovator Award Session, and Young Scientist Session will help
make our annual meeting a most unique event. We will endeavor to connect everyone, not only as friends, but
also as scientists across different disciplines in drug R&D.

Imagination and stimulating discussion are central to each CPSA function and session — or as we say around
the world — CPSA is user friendly! We aim to bring scientists together from both East and West; and thus, CPSA
Shanghai continues to foster our unique meeting tradition that encourages diverse thinking, understanding,
and relationships. Our hope is for attendees to actively participate in the conference and to become inspired
with new ideas, new relations, and new collaborations.

Special thanks are extended to our sponsors who all share their sincere belief that CPSA Shanghai is indeed the
premier international event to meet experts in the field and to openly discuss our industry’s most fundamental
challenges. Each sponsor shares the passion and commitment for the sciences — on an international scale.

Enjoy the annual meeting — Where Technology and Solutions Meet... and of course, where East meets West!

LU&»J@- 11,

Mike S. Lee, Ph.D. Nathan A-Yates, Ph.D.
CPSA Founder 2017 Program Chair
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SPONSORS

Thank You!

The CPSA Shanghai annual symposium is made possible by the broad-based support of industry sponsors. The passion
for the analytical sciences and the accelerated discovery and development of pharmaceuticals is shared by each
sponsor. As a result, the event is dedicated to promoting awareness and understanding of the issues and needs
associated with pharmaceutical R&D in the hopes of inspiring significant advances in the field.
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SHANGHAI
2017

EXHIBITORS

Thank You!

We would like to extend ours sincere thanks to the exhibitors who made this year’s annual CPSA Shanghai

conference possible. It is with the support and commitment of these companies and people that technology can
meet solutions! We hope to see you all in 2018!
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FLOOR PLAN

The CPSA Shanghai symposia, roundtables, poster session, EXPO and workshops will be held on the 4th Floor Lobby
Level in the Renaissance Shanghai Pudong Hotel.
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EXPO HOURS

The CPSA Shanghai 2017 Exposition will be
open on the following schedule, but many
company representatives will be on hand
throughout the conference.

THURSDAY 11:00 AM - 2:00 PM
FRIDAY 11:00 AM - 2:00 PM
EXHIBITORS
Booth# Company
13 ACD Labs
14 Agilent Technologies
8 Antpedia
16 BioCore
2 ChemPartner
15 Covance
7 CuraChem
10 ES Industries
12 Frontage Laboratories
9 Instrument.com.cn
5 McKinley Scientific
6 MOSIM
4 New Objective
11 Novilytic
3 SCIEX
1 Wuxi AppTec

FOR EXHIBITORS
Move-in: Wednesday, 7:00 pm - 9:00 pm
Move-out: Friday, 5:00 pm - 7:00 pm

Where East Meets West
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WORKSHOPS

Wednesday APRIL 12

10:00 AM Registration Open
Renaissance Shanghai Pudong 4th Floor Lobby

1:00 PM - 4:00 PM PRE-CONFERENCE WORKSHOPS

Ballroom | Guideline and Practice of Evaluation of Consistency of Quality and Efficacy of
Generic Drugs
Sponsored by SCIEX
Workshop Leaders: Tianyi (Tee) Zhang, Frontage Laboratories; Jeff Zhang, Novartis

» How to Conduct Clinical Bioequivalence Study and Related Bioanalysis
W REMERE (BE) IaKIKE R EMHEERD T
Tianyi (Tee) Zhang, Frontage Laboratories
WRIEH > AXEH (FE)

» Formulation Development Related to BE Study
55MmE3E (BE) IeRIRIEHEXRFIFIF L5
Jun Fan, Overseas Pharmaceuticals
CE WiEEH

» Regulatory Requirement and Inspection with BE Study
EMERME (BE) mRREMEEZRMGE
Minji Wei, Institute of Clinical Pharmacology, Peking University First Hospital
S RGBSR
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Ballroom Ii Hot Topics in DMPK

Sponsored by SCIEX

Workshop Leader: Naidong Weng, Janssen Research & Development

» Fu Measurement of Highly Protein Bound Drugs
Sophia Xu, Bristol-Myers Squibb

» Bioanalytical Strategy for MIST Coverage: Human Unique Metabolites
Shaolian Zhou, Roche

» Microdosing/Microtracers in Clinical Development
Shuguang Ma, Genentech

» PBPK Application in Drug Development
Jialin Mao and Yuan Chen, Genentech

» Bioanalytical and Biotransformation of ADC Drugs
Keyang Xu, Genentech

» Fast and Sensitive Quantitation of Low Levels of Intracellular Substrates in Uptake
Transporter Assays using Liquid Chromatography Mass Spectrometry
Ming Yao, Bristol-Myers Squibb

Where Technology and Solutions Meet 6



4:00 PM - 6:00 PM

Ballroom |

6:00 PM - 9:00 PM

Ballroom Il

CPSA

SHANGHAI
2017

PROGRAM AGENDA

Wednesday APRIL 12

EXECUTIVE ROUNDTABLE

The Paradigm Shifting for Global and China Bioanalysis Support
Chairs: Naidong Weng, Janssen Research & Development; Ajai Kumar Chaudhary, Merck

With the increasing globalization and merge of pharma companies, bioanalysis is
rapidly evolving — more outsourcing in global setting, new platforms from both
instrument technology and drug pipeline scaffolds, and more perhaps even more
diversified regulations pertaining to bioanalysis. Traditional boundary between

for example large and small molecules is being taken done to support newer

drug pipelines such as ADC or PDC. The same can be said for bioanalysis and
biotransformation, as newer instrument platform offered the possibilities of higher
sensitivity, higher resolution, and information rich data acquisition. Even some of the
traditional partnership such as toxicology and bioanalysis also sees new revolution —
for example microsampling to drive 3R to reduce animal usages. On the other hand,
delivery of high quality data with lower cost on time in an ever more complicating
regulatory environment remains to be a major incentive for pharma to implement
new strategy such as scientific validation and outsource bioanalytical work,
particularly for GLP and clinical studies. A number of questions need to be answered
to drive optimal bioanalytical support. Below are a few exemplary questions:

* How to do we bioanalytical scientists/fmanagers adapt to the concept of
scientific validation?

e Do we have the right bioanalytical infrastructures to support drug
discovery/development?

e Do we fully explore the potential of new generation of instruments?

e How do we manage the regulatory environment globally and locally, for
example, in China?

e Where do CROs, globally and locally, view their strategies to support global
and local pharma in the future?
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Discussion Panel:

Kelly Dong, GlaxoSmithKline James Munday, Covance

Xinping Fang, Wuxi AppTec Renuka Pillutla, Bristol-Myers Squibb

Jin Fan, Covance Tianyi (Tee) Zhang, Frontage Laboratories
Cornelis Hop, Genentech Shaolian Zhou, Roche

OPENING RECEPTION & HAPPY HOUR

Plan to attend the opening festivities. Greet old friends, meet new friends, and get an
overview of the week’s events and activities.

Welcome to CPSA Shanghai 2017!

Sponsored by Wuxi AppTec

Sponsor’s Toast

Keynote Lecture

Getting More Drugs to Patients Faster - The Power of Technology Applications
Renuka Pillutla, Bristol-Myers Squibb

7 Where East Meets West
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SHANGHAI
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PROGRAM AGENDA

Thursday APRIL 13

7:30 AM Registration Open
Renaissance Shanghai Pudong 4th Floor Lobby

8:30 AM -9:00 AM OPENING REMARKS

Ballrooms | & Il Welcome
Mike Lee, Milestone Development Services

Objectives, Format, and Opening Remarks
Nathan A. Yates, University of Pittsburgh - Program Chair

9:00 AM - 9:45 AM PLENARY LECTURE
o Ballrooms | & Il Drug Discovery and Development: Looking for Needles in a Haystack
: Cornelis Hop, Genentech
3
& 9:00 AM - 5:00 PM Poster Hall Open
> Yangtze Ballroom Posters will be available all day today and Friday
3
2 10:15 AM - 11:45 AM SYMPOSIUM SESSION
el
T Ballrooms | & Il Innovative Approaches to Drug Development, Including SM, Biologics and Conjugates
-

Chairs: Shaolian Zhou, Roche; Sylvia Zhao, Novartis

» Labelled Isotope Compounds in LC-MS Based Bioanalysis
Naidong Weng, Janssen Research & Development

» Clinical Pharmacology Impact on the Recommended Phase Il dose Selection in
Immuno-oncology

Jian Xu, Novartis

» Innovative LC-MS Applications in Characterization and Quantification of Biologics
In Vivo: Challenges and Opportunities
Keyang Xu, Genentech

11:00 AM - 2:00 PM CPSA SHANGHAI EXPO - WHERE TECHNOLOGY AND SOLUTIONS MEET!

4th Floor Lobby Meet and mingle with vendors offering the latest in technology and services
11:30 AM - 12:30 PM POSTER SESSION / YOUNG SCIENTIST EXCELLENCE AWARD REVIEW
Yangtze Ballroom Chairs: Min Liu, Merck; Jeff Zhang, Novartis; Naidong Weng, Janssen Research &

Development; Young Scientist Excellence Committee Members: Luke Bi, Covance, Joseph
Bower, Covance, Xiao Ding, Genentech; Kelly Dong, GlaxoSmithKline, Jonathan Josephs,
Thermo Fisher Scientific; Fred Li, Hua Medicine; Qun Lu, Celgene,; Hua Lv, Roche; Shuguang
Ma, Genentech, Jasminder Sahi, Sanofi; Sihe Wang, Cleveland Clinic; Frances Wang, Janssen
Research & Development; Yin Xiong, Wuxi AppTec, Sophia Xu, Bristol-Myers Squibb, Tianyi
(Tee) Zhang, Frontage Laboratories, Sylvia Zhao, Novartis

Where Technology and Solutions Meet 8



COHEMPArTNER
Our Vision SHANGHAI CHEMBARTMER

Strives to become a global, science driven, technology based, quality
contract research and manufacturing service provider for the
biopharmaceutical industry

Well Established Drug Discovery and Development Platforms

Drug Discovery Development

Custom synthesis (FTE & Mon-FTE Based)
Medicinal chemistry

Discovery Library generation & enhancement
Chemistry Computational chemistry

Matural product chemistry Discovery Chemistry

Analytical chemistry i
Assay development &HTS
Cell biology

Biology & Fharmacology (oncology, metabolic and Biology &
Preclinical cardiovascular, inflammation, CHS) s Preclinical
Development Biomarker PSE:::??::E;EI Development
DMPK i

Exploratory toxicology
Frocess R&D

Pharmaceutical Analytical development & validation
Development R&D & GMP manufacturing
Fre-formulation & formulation development

Antibody generation and engineering
Biologics Humanizationand affinity maturation .
Epitope mappingand full characterization

=E IAN{% il LN S 4T PN

( INTEGRATED DMPK SERVICE ~
In vitro ADME

Biologics

Discovery ADME Study Directors Discovery BA In vivo Assays
Metabolite ID : "‘IIL“EM Regulated BA In vitro Assays
New Methods In Llle Biomarker
(large animals)
Customer FIRST! Pre-formulation Peptide A
K Customized Service Metabolomics ‘-‘ /

998 Halel Road #5 Zhangjiang Hi-Tech Park Pudong Shanghai, China 201203
Contact China: +86 21 5132 0088 USA: +1 650 419 9974
Europe: +45 4586 9000 Japan: +81 03 5403 6975

contact@chempartner.com www_chempartner.com
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CPSA

SHANGHAI
2017

PROGRAM AGENDA

Thursday APRIL 13

12:00 PM - 1:00 PM LUNCH & LEARN WORKSHOPS

Ballroom | WORKSHOP
Sponsored by McKinley Scientific

Ballroom Ii WORKSHOP
Sponsored to be Announced

1:30 PM - 3:00 PM PARALLEL SESSIONS TRACKS 1 -4
Track 1 Track 2
Drug Metabolism Small Molecule Bioanalysis
Ballroom | Ballroom Ii
Chairs: Shuguang Ma, Genentech, Jeff Zhang, Novartis Chair: Xiao Ding, Genentech, Jin Fan, Covance —
I
» Integrated Workflow for Biotransformation Study of » Regulated Clinical Bioanalysis and Its Impact on the Cc
Therapeutic Proteins Clinical Study in China a
Ji Ma, Amgen Luke Bi, Covance JU>
» Can We Select a Drug Candidate Which May Have » Development of a Multi-Matrix LC-MS/MS Method =<
Potential Auto-induction? for Urea Quantitation and Its Application in %
Frances Wang. Janssen Research & Development Human Respiratory Disease Studies =
=
» Hydrolytic Metabolism of Cyanopyrrolidine DPP4 Jonathan Wang, Genentech >
Inhibitors Mediated by Dipeptidyl Peptidases » Scientific and Regulatory Balance in Regulated
Xiaoyuan Pang, Shanghai Institute of Materia Medica, Bioanalytical Studies Following FDA/EMA/CFDA
Chinese Academy of Sciences BMV Guidance

Xinping Fang, WuXi AppTec

» Incurred Sample Reanalysis - Investigation of
Unexpected 5-Flurouracil Results

Xiao Ding, Genentech

CPSA 2nd Annual Symposium on
Clinical & Pharmaceutical Solutions through Analysis

ANALYTICS May 17-18, 2017 e Pittsburgh, PA USA
Program Chair Plenary Speaker
Nathan Yates Chris Johnson
University of Pittsburgh Pittsburgh Pirates

CPSA ANALYTICS FEATURES

Symposia ® Roundtables e Analysis Trends e New Technology
Performance Benchmarks ¢ Mainstream Appliances ¢ Social Events

www.cpsa-analytics.com Hosted by

University of Pittsburgh

Where Technology and Personalized Healthcare Meet

9 Where East Meets West
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CPSA

SHANGHAI

2017

PROGRAM AGENDA

Thursday APRIL 13

1:30 PM - 3:00 PM

PARALLEL SESSIONS (CONTINUED)

Track 3
Drug Developability

Rhine Ballroom

Track 4
Biomarker Challenges

Danube Ballroom

Chairs: Qun Lu, Celgene; Sachin Lohan, Janssen Research &
Development

» Designing Drugs for Systemic vs Gut-restricted Exposure
via Oral Route

Sachin Lohan, Janssen Research & Development

» Rational Strategy for Solid Form Research in Discovery
and Early Development
Yanfeng Zhang, CrystalPharmatech

» Nanoformulation for Discovery, Preclinical and Clinical
Studies
Sunny Panmai, WuXi AppTec

Chairs: Wenying Jian, Janssen Research & Development,
Naidong Weng, Janssen Research & Development

» Biomarker for Patient Selection
Yang Qiu, Janssen Research & Development

» Clinical Application of LC-MS/MS Detection
Method in Evaluation of Endogenous Vitamins,
Amino Acids and Hormones

Li Li, iPhase Pharma Services

» Complexities and Solutions for Biomarker Support
of an Increasingly Complex Drug Development
Portfolio

Daniel Sikkema, Frontage Laboratories

3:30 PM - 5:00 PM

PARALLEL SESSIONS TRACKS5-8

Track 5
Drug Discovery & Development

Ballroom |

Track 6
Hot Topics of Bioanalysis |

Ballroom Il

Chair: Min Liu, Merck

» Forced Degradation Studies: Regulatory Expectations
and Best Practices in Developing Stability-Indicating
Methods and Elucidating Degradant Structures
Min Li, Huahai Pharmaceutical

» Definitive Metabolite Identification Coupled With
Automated Ligand Identification System (ALIS)
Technology: A Novel Approach to Uncover Structure-
Activity-Relationships and Guide Drug Design in a
Factor IXa Inhibitor Program

Yong Liu, Merck & Co.

» Strategy and Cases Shared for Resolving the Impact
from Hemolysis of Plasma Samples During LC-MS/MS
Bioanalysis
Biao Huang, Covance

Chairs: Sophia Xu, Bristol-Myers Squibb, Frances Wang,
Janssen Research & Development

» Key Considerations for the Regulated
Immunogenicity Assessment in Support of Clinical
Trials

Qikuan Huang, WuXi AppTec

» Commonly Asked Bioanalytical Questions by FDA,
EMA, Health Canada (TPD) and Japan PMDA
John Ling, Gilead Sciences, Inc.

» Clinical BE Studies and Related Bioanalysis
Requirements in China
Tianyi (Tee) Zhang, Frontage Laboratories

Where Technology and Solutions Meet 10



3:30 PM - 5:00 PM

CPSA

SHANGHAI

2017

PROGRAM AGENDA

Thursday APRIL 13

PARALLEL SESSIONS (CONTINUED)

Track 7
In-vitro ADME

Rhine Ballroom

Track 8

Biosimilar Drug Development in China and Global
Markets: From CMC to Filing

Danube Ballroom

Chairs: Hua Lv, Roche; Li Wang, Eli Lilly & Co.

» Theoretical Approach based on a 3-Compartment
Model for Estimating the Apparent Permeability
Coefficient (Papp) in a Transcellular Transport Study
Kazuhisa Ozeki, Chugai Pharmaceutical Co., Ltd.

» Quantitative Proteomics: A Promising Tool for the
Prediction of Transporter-mediated Drug Disposition
Li Wang, Eli Lilly & Co.

» Assessing the Reactivity of Acyl Glucuronides - A New
Rapid in-vitro Assay for Drug Discovery
Giorgio Ottaviani, Roche Innovation Center Shanghai

» Innovative DMPK Mechanistic Assays and Strategies to
Support the Design of Liver Targeting Small Molecules
Hua Lv, Roche Innovation Center Shanghai

Chairs: Xiao-Yan Cai, Wuxi AppTec; Yi Du, Huahai
Pharmaceutical

» Development of Insulin Analog Biosimilar: From
China to U.S.

Heng Li, Gan & Lee

» Quality Development for Biosimilars and
Interchangeable Biologics
Yan Fang, Hengrui Medicine Co. Ltd

» A Case Study of Immunogenicity Assessment in a
Biosimilar Comparability Study: Impact of Target
Interference and Solutions
Jing Shi, WuXi AppTec

» Recent Industry (US) Recommendations
for Immunogenicity Assay (ADA and NAb)
Development and Validation to Support
Comparability Studies for Biosimilar Drug
Development
Xiao-Yan Cai, WuXi AppTec

6:00 PM CPSA SOCIAL

Yangtze Ballroom Cocktails & Karaoke at CPSA

Sponsored by McKinley Scientific

Whether you like to command the stage or cheer from the audience, it's hard to have
a forgettable time of karaoke. Xiao-Yan Cai of Wuxi AppTec, with her dance partner
Mike Lee, will open the dance floor to begin the evening’s festivities!

Join colleagues and friends — old and new - to relax and unwind!

See Martin at McKinley Scientific booth to request your song!
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CPSA

SHANGHAI

2017

PROGRAM AGENDA

Friday APRIL 14

7:30 AM

8:30 AM -9:15 AM

Ballrooms | & Il

9:00 AM - 5:00 PM
Yangtze Ballroom

9:30 AM - 11:00 AM

Ballrooms | & Il

11:00 AM - 2:00 PM

4th Floor Lobby

11:30 AM - 12:30 PM

Yangtze Ballroom

12:00 PM - 1:00 PM

Ballroom |

Registration Open
Renaissance Shanghai Pudong 4th Floor Lobby

PLENARY LECTURE

Non-clinical and Clinical ADME Studies of Several Innovative Drugs in China
Dafang Zhong, Shanghai Institute of Materia Medica

Poster Hall Open
Posters will be available all day today

SYMPOSIUM SESSION

Combined DMPK/Bioanalysis
Chairs: Cornelis Hop, Genentech, Kelly Dong, GlaxoSmithKline

» Prediction of Human Pharmacokinetics Parameters Using Chimeric Mice with
Humanized Liver

Maki Miyamoto, Takeda, Japan
» From Oral to Inhaled Drugs, Strategies for Successful Clinical PK Predictions
Ken Grime, AstraZeneca, Sweden

» In Vitro PK Study in A Long-Term Liver Model to Assess DDI Potentials and Major
Clearance Pathways of a Drug Candidate in Healthy and Disease State

Nicole Kratochwil, Roche, Switzerland

CPSA SHANGHAI EXPO - WHERE TECHNOLOGY AND SOLUTIONS MEET!

Meet and mingle with vendors offering the latest in technology and services

POSTER SESSION / YOUNG SCIENTIST EXCELLENCE AWARD REVIEW

Chairs: Min Liu, Merck; Jeff Zhang, Novartis; Naidong Weng, Janssen Research &
Development, Young Scientist Excellence Committee Members: Luke Bi, Covance, Joseph
Bower, Covance; Xiao Ding, Genentech, Kelly Dong, GlaxoSmithKline; Jonathan Josephs,
Thermo Fisher Scientific; Fred Li, Hua Medicine, Qun Lu, Celgene; Hua Lv, Roche; Shuguang
Ma, Genentech, Jasminder Sahi, Sanofi; Sihe Wang, Cleveland Clinic; Frances Wang, Janssen
Research & Development; Yin Xiong, Wuxi AppTec, Sophia Xu, Bristol-Myers Squibb; Tianyi
(Tee) Zhang, Frontage Laboratories; Sylvia Zhao, Novartis

LUNCH & LEARN WORKSHOPS

WORKSHOP
Sponsored by BioCore

Preclinical and Clinical Development of Antibody-Drug Conjugates:
What Do We Need to Consider from Regulatory Perspectives?

Stephen Dueker, HeeJoo Le, and Sookie La, BioCore, Seoul, Korea

Where Technology and Solutions Meet 12



2:00 PM - 1:00 PM

CPSA

SHANGHAI
2017

PROGRAM AGENDA

LUNCH & LEARN WORKSHOPS (CONTINUED)

Friday APRIL 14

Ballroom Il

WORKSHOP

Sponsored by New Objective

1:30 PM - 3:00 PM

PARALLEL SESSIONS 7RACKS9- 11

Track 9

Drug/Drug Interaction Prediction:
Translation from In Vitro to In Vivo
using the PBPK Approach

Ballroom |

Track 10

Biomolecule and Oligonucleotides
Bioanalysis

Ballroom Il

Track 11

Biomarkers: From Discovery to
Patient Care

Danube

Chair: Jialin Mao, Genentech

» A Case Example of PBPK
Application in a Discovery Project:
How to Translate the Preclinical
in vitro and in vivo Data to Assess
Human CYP3A Induction Risk?
Jialin Mao, Genentech

» Prediction of the Pharmacokinetic
Interaction between Wuzhi
Capsule (TCM) and Tacrolimus
using PBPK Modeling

Xiaoqiang Xiang, Fudan University

» Assessment of OATP Transporter
Mediated DDI between GDC-
0810 and Pravastatin using PBPK
Modeling

Yuan Chen, Genentech

Chairs: Qin Ji, Bristol-Myers Squibb;
Naidong Weng, Janssen Research &
Development

» LC-HRMS Based Bioanalysis of
Intact Proteins

Wenying Jian, Janssen Research &
Development

» The Total Solution for DNA
Damage Response Pathway
Protein Biomarker Analysis
Hua-fen Liu, Sciex

» LC/MS/MS for Large Molecule
Bioanalysis
Song Zhao, Frontage Laboratories

Chair: Sihe Wang, Cleveland Clinic

» Targeted Biomarker Quantitation
by LC-MS
Naidong Weng, Janssen Research &
Development

» FDA: A Brief Description of
a Biomarker’s Journey from
Submission to Approval
Michael Leuther, Roche

» Validation of Mass Spectrometry
Assays for Clinical Use

Shuijun Li, Xuhui Central Hospital

w5l CPSA

»* EUROPE

Program Co-Chair

Neil Spooner
Spooner Bioanalytics

INAUGURAL SYMPOSIUM

Clinical & Pharmaceutical Solutions through Analysis

February 5 -6, 2018 ¢ Cambridge, U.K.

Program Co-Chair

Ismael Zamora
Molecular Discovery

Symposia ¢ Roundtables e Analysis Trends e New Technology
Performance Benchmarks ¢ Mainstream Appliances ¢ Social Events

WWW.Cpsa-europe.com

Where Technology and Solutions Meet!
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SHANGHAI

2017

PROGRAM AGENDA

Friday APRIL 14

3:30 PM - 5:00 PM

PARALLEL SESSIONS TRACKS 12-15

Track 12
Technologies and Applications for Quantitation

Ballroom |

Track 13
Hot Topics of Bioanalysis I

Ballroom Il

Chairs: Erik Hansen, New Objective; Sihe Wang, Cleveland
Clinic
» Lessons and Pitfalls During PK/IMG/NAb Assay

Transfer
Linlin Luo, Bristol-Myers Squibb

» Quantification of Drugs and Metabolites to Support
Pain Management

Sihe Wang, Cleveland Clinic

» Challenges in Cross Validation and Transfer
of Biomarker Assays: Evaluating Use of Data,
Compliance, Technology, Geography and Laboratory
Focus

Pat Bennett, PPD

Chairs: Tianyi (Tee) Zhang, Frontage Laboratories and John
Ling, Gilead Sciences, Inc.

» Challenges in Developing and Validating a
Biomarker/Endogenous LBA following GLP Guidelines
Jing Tu, PPD

» Bioanalytical Challenge of Measuring Highly Protein
Bound Drugs

Sophia Xu, Bristol-Myers Squibb

» Conducting Bioequivalence Studies in China:
Challenges and Solutions
Min Meng, Consultant

Track 14
Innovator Award Session

Rhine Ballroom

Track 15
Scientific Validation and Related Topics

Danube Ballroom

Innovator Award Committee Chairs: Kelly Dong,
GlaxoSmithKline; Shaolian Zhou, Roche

Chairs: Xinping Fang, WuXi AppTec and James Munday,
Covance

» Scientific Validation Approaches in Supporting Global
and Domestic (China) Pre-IND to IND Projects

Yi Tao, WuXi AppTec

» Scientific Validation Approaches in Early Biologic
Drug Development
James Munday, Covance

» Balance of Scientific Focus to Compliance from
Early to Late Stage of Drug Development Projects:
Roundtable Discussion

Naidong Weng, Janssen Research & Development

Where Technology and Solutions Meet
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CPSA

SHANGHAI
2017

PROGRAM AGENDA

Friday APRIL 14

5:00 PM - 7:30 PM CPSA SHANGHAI CLOSING GALA
Ballroom | & Il Dinner, Awards and Celebration

Sponsor’s Toast

Program Chair Recognition
Mike Lee, Milestone Development Services

CPSA Shanghai 2018 — Program Chair Announcement
Nathan A. Yates, University of Pittsburgh

Innovator Award Presentation
Innovator Award Committee Chairs: Kelly Dong, GlaxoSmithKline, Shaolian Zhou, Roche

Young Scientist Excellence Award Presentation
Young Scientist Excellence Committee Chairs: Min Liu, Merck and Jeff Zhang, Novartis
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20th Annual Symposium Clinical & Pharmaceutical Solutions through Analysis

g CPSA Enabling Personalized Medicine:
USA Connecting People, Disciplines and Technology

September23 - 26, 2017 ¢ Langhorne, PA USA

Program Co-Chair Program Co-Chair Plenary Speaker
Suzanne Cordovado Emily Ehrenfeld Kyriakie Sarafoglou
Centers for Disease Control New Objective University of Minnesota

and Prevention
CPSA USA FEATURES

Short Courses ® Symposia ¢ Parallel Sessions e Roundtables
Poster Session ¢ Vendor Session ¢ Exhibition ¢ Workshops e Colloquium Series

WWW.Cpsa-usa.com

Where Technology and Solutions Meet
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CPSA

SHANGHAI
2017

PICTURE YOURSELF AT CPSA!

CPSA Selfies

CPSA Selfies are a great way to share to excitement, friends and fun of this unique
event with colleagues and friends.
Want to see yourself at CPSA? Here's how...

e Take photos... lots of photos on your phone, tablet, or camera

e Email all of your CPSA photos to CPSAselfies@gmail.com

e Be sure to include the names of everyone in the photos

e Make sure to check the Image Gallery at cpsa-shanghai.com to see and share your
photos with friends, family and colleagues!
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Discover the missing cog |
in your global instrumentation
and services strategy.

McKinley

S C I ENT I F I C

McKinley Scientific transforms the business of
global outsourcing in the pharmaceutical and
clinical life sciences by providing both standard and
customized leasing options as a tool to efficient
equipment management.

We use a unique strategy that uses traditional leasing
as a vehicle to create access to cutting edge
instrumentation such as LC/MS/MS, UPLC, HPLC
used in research and development, clinical diagnostics
and a multitude of industries where high sensitivity,
resolution or separation is required for

quantitation and equalization.

We have over 35 years of experience in providing
solutions in LC/MS/MS through this asset management
approach. Our pre-owned instrumentation is
refurbished, tested and recalibrated, delivered and
installed to manufacturer specifications and carries a
comprehensive warranty.

McKinley

S CILENTIFI1EGE

33c Wilson Drive | Sparta, NJ 07871 | 973-579-4144 | info@mckscientific.com | www.mckscientific.com




PERFORMANCE. QUALITY. DELIVERED.

PicoTIP. PicoCHIP. '

“We need this to be easy to use...
But we don’t want to give up any performance.”

From the first precision-crafted SilicaTip™ twenty Celebrating two decades of technical excellence,
years ago to the revolutionary PicoChip®, our New Objective continues to redefine simplicity,
extraordinary attention to detail and uncompromised quality and reproducibility.

performance have provided our collaborators and
customers with the dependability and quality they
have come to rely upon.

@ NEW OBJECTIVE New Objective, Inc. 1781 933 9560 Tel
Two Constitution Way 1781 933 9564 Fax

Leaders in Flow Technology™ Woburn, MA 01801-1023  sales@newobjective.com

7 USA www.newobjective.com

© 2017 New Objective, Inc. All rights reserved. PROU D SPONSOR of CPSA

Trademarks are the property of their respective companies.




