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PREFACE

Despite the enormous business opportunities and growth prospects offered by China’s
healthcare sector, 1I’ve witnessed and experienced countless regulatory and business
environmental changes, which has frequently caused painful business difficulties,
frustrations and downfalls, in my past 24 years of work in the sector as a consultant,
manager and entrepreneur.

The ever-changing legal and market environments in China healthcare present the single
biggest challenge to companies and executives operating in the sector. Naturally, many
operational level issues and problems in the country also pose significant dangers to
successful businesses.

Despite these challenges and difficulties, the Chinese pharmaceutical industry and
market have achieved remarkable growth in the past two decades. The sector is generally
developing towards a positive direction in the sense that it continues to grow steadily, its
regulatory regime has become increasingly compatible with international standards with
improving transparency, once rampant corruption is being tackled, its ongoing
consolidation will eventually help establish order and stability, and the country’s new
healthcare reform will ultimately led to a more stable and healthier market environment.

There are success stories from all categories of players, whether they are foreign or local,
large or small, newcomer or established, private or state-owned. However, to be one of
the success stories require a thorough understanding of the sector, ability to face and
tackle challenges, flexibility to deal with changes, and skills to maneuver through
complex situations.

It has been my wish to put my experience and observation in the past 24 years operating
in almost every aspect of China’s pharmaceutical business into a publication, which will
serve as a one-stop reference to anyone seeking to enter or operating in the Chinese
pharmaceutical market. As of our 2007 edition, we have been adding a rising number of
commentaries and contributions from many other leading pharma industry executives
and experts.

Packed with hard-to-find current data and the author’s expert knowledge from years of
hard-earned experience in the industry, its comprehensiveness, practicality, insight,
reliable data and analysis, and up-to-date information, are the features which set this the
guide apart from other publications with similar titles.

This Guide is written based on my past experience, interviews with relevant industry
experts and government officials, articles from Pharma China, information obtained
from or published by Chinese government agencies, information obtained from or
published by independent pharmaceutical industry associations, reliable data and
information released exclusively to WiCON for publication from various reputable
market research and consulting firms, information from other trustworthy trade journals
and newspapers, related information found on the internet, and a large in-house

Copyright © 2010 by WiCON International Group LLC 5



China Pharmaceutical Guide 2010 (5" Edition)

information collection by WiCON International Group accumulated since 1986.
About China Pharmaceutical Guide 2010 (5™ Edition)

The China Pharmaceutical Guide 2010 has been thoroughly updated with ample latest
data from many reputable sources, abundant analysis by leading industry experts, new
regulations and more case studies. Its coverage was renewed and expanded significantly
in the following areas:

v An additional 100 pages of new data, information, analysis and case studies

v Thorough summaries and analysis of the latest healthcare reform, drug pricing &
reimbursement and hospital tender purchase policies

v Comprehensive industry, market and international trade data as well as health
statistics are updated with the 2009 (full year) and early 2010 figures

v" Comprehensive new top line data and research findings from our collaborative
partners such as IMS Health, Synovate Healthcare, Nicholas Hall, ZS Associates
and RDPAC

v All regulatory changes in 2009/2010 are updated to present a clear and most
up-to-date picture of the Chinese drug regulatory framework with summaries and
analysis of all drug regulations in effect including new regulations by June 9, 2010

v" New and expanded coverage on MNC strategies in China with healthcare reform in
the backdrop, intellectual property/patent law amendments, data exclusivity, patent
litigation, drug regulation, pharmaceutical marketing and distribution strategies,
drug consumption patterns, the Chinese R&D and outsourcing sector, clinical
studies and practices, healthcare reform, community healthcare sector, essential
drug policy, regional drug consumption patterns, and the vaccine sector.

v More case studies are added to the 2010 Edition and they are in six important areas
including market entry, R&D outsourcing, human resource management, market
size/information sources, legal/IPR battles and local success stories.

v Comprehensive revision of MNC companies profiles to reflect their latest
performance, business deals, legal disputes and outlook.

v" Full text official translations of 11 Chinese laws and regulations directly related to
pharmaceutical/healthcare businesses in China

I would like to take the opportunity to thank all those organizations and individuals who
contributed to this publication and their continued cooperation is greatly appreciated.

While every effort has been made to ensure that information in this publication is correct,
no liability can be accepted for any loss incurred in any way whatsoever by any
company or individual relying on the information herein.  To the best of our knowledge
the information given is accurate at the date of publication.

James J. Shen
June 8, 2010

6 Copyright © 2010 by WiCON International Group LLC



China Pharmaceutical Guide 2010 (5" Edition)

TABLE OF CONTENTS

ABOUT THE AUTHOR ...ttt e e 3
PREFAGCE ...ttt ettt e e st e e et e e sab e e e naa e e ebaeeans 5
TABLE OF CONTENTS oottt 7
LIST OF TABLES ... ..ot 19
LIST OF CHRAT S .t e e e e naba e neeas 24
TABLE OF ABBREVIATIONS ...ttt 25
TABLE OF ABBREVIATIONS ...ttt 25
EXECUTIVE SUMMARY ...ttt 26
PART I OVERVIEW OF THE CHINESE ECONOMY AND BUSINESS............ 35
CHAPTER I-1 INTRODUCTION. ... oottt sttt sree e 37
1.1 Fast Economic Growth and Change..........cccireiiiriiiiinieisieese et 37

1.2 Integration into the WOrld ECONOMY ..ot 38

1.3 ECONOMIC RETOMM ...ttt 39

1.4 WTO Entry Brought Further Reform and Regulatory Changes...........ccocevrerriinenncnenecnienns 40

1.5 Rising R&D Investments and Patent AppliCatioNS. ..o 41

1.6 FULUIE OULIOOK ..ottt bbbt 43
CHAPTER 1-2 DEMOGRAPHIC TRENDS ......ooiiiiiitrer e 45
2.1 Land and PEOPIE.......oieiieiiieiei bbbt 45

2.2 DemOGraphiC TIENAS ........eiveuiitirtitietirt etttk b ettt bbbt b et et nn e 45

2.3 CONCIUSTON ..ottt bbbt bbbt b bbbt r s 50
CHAPTER I-3 CONTEMPORARY ISSUES AND TRENDS .......ccooiiiiiiiineeeenieeniene 51
3.1 Review of Chinese ECONOMY iN 2009 .......cc.cciiiiiiriiiieniiiseeese e 51

3.2 Complaints about China’s Fulfillment of WTO Commitments.........cc.ccooveverenenevenennnesennns 52

3.3 Major INternational Trade ISSUES. ........couiiriiiirieieirie et 55

3.4 Contemporary Social-Economic Issues Facing China..........cccocveiinennineiseneseese e 57
CHAPTER I-4 FOREIGN INVESTMENT: KEY TO ECONOMIC GROWTH ............ 60
AL OVEIVIBW. ...ttt bbbt bbbtk b et bbbt s b et bt e bbb et e bt et et et bt et nn e 60

4.2 ChineSe LEGAl SYSIEM ....c.iiiiiieiiitiiieie sttt bbbttt bt 61

4.3 Foreign Investment Regulatory FrameWOrK ..........c.ccciieriiiiinnieiense e 62

A4 RECENTE TIEINUS. ... eittiteicie ittt ettt b bbb bbbt b e bt b e bt et b et et nn e 64

4.5 FULUIE OULIOOK .....oiiiiietiiieiete ettt bbbttt bbbttt be e 66
PART Il THE CHINESE PHARMACEUTICAL INDUSTRY AND MARKET ..69
Chapter HI-1 INTRODUCTION ....ooiiiiiicceciee sttt s ste e nns 71
1.1 Definitions @GN0 COVEIAQE. ........cvitiiiiiitirietiit ettt b bbb bbb neenes 71

1.2 Segmentation of the Chinese Pharmaceutical INAUSEIY ...........cccvviriiininiininseececs 72

1.3 A Brief History of the Modern Chinese Pharmaceutical Industry............cccccovvvireiicniinienn 74

Copyright © 2010 by WiCON International Group LLC 7



China Pharmaceutical Guide 2010 (5" Edition)

1.4 Special Characteristics of the Chinese Pharmaceutical IndUStry...........c.ccooevvvviviireiieveieiesenn, 75
1.5 Evolution of the Chinese Pharmaceutical INAUSEIY .........cccccviviiiiiiieieccce e 76
1.6 The Size of the Chinese Pharmaceutical Market...........ccocooviereiiiiensienensie e 78
CHAPTER I11-2 THE PHARMACEUTICAL INDUSTRY ...ccoiiiiieiree e 80
2.1 Growth of the Chinese Pharmaceutical INAUSLIY ...........cccoiiiiiiiieciieicccc e 80
2.2 The Pharmaceutical Manufacturing SECLOT ..........cccvviiiieiecieieece e 87
2.3 The BiopharmacutiCal SECION .......cccviiiiiicice et 94
2.4 THE VaCCING SECLON....c.viuiiiiiiiiitiiieieie ettt ettt bbbt st st bene bt ne et 101
2.5 Pharmaceutical R&D of the Local Pharmaceutical INUSEIY..........c.ccccoveiiiiiicienccc e 108
2.6 Pharmaceutical R&D and Outsourcing — Foreign Companies and CROS............ccocccevevinenns 114
2.7 M&A and Consolidation in the Chinese Pharmaceutical Industry...........cc.ccoovvvvevieveveiennennn, 119
2.8 New Breed of Chinese Pharmaceutical COMPANIES ........cccoveveiieriiieiine e 126
CHAPTER I11-3 FOREIGN INVESTMENT IN THE PHARMA INDUSTRY ............... 129
3.1 Forms of FOreign INVESIMENT .......ccciiiieiiie sttt sre s 129
3.2 Areas of Encouragement and Restrictions for Foreign Investment in the Pharma Industry....129
3.3 Growth of FOreign INVESIMENT ........c.ccvciiiiiie e et 133
3.4 Contemporary Trend for Foreign Investment in the Pharmaceutical Industry ...........ccccco.e.. 139
3.5 Is the Chinese Market Finally Ripe for MNC Pharma Companies? ..........c.ccccveevevenesiennannns 147
CHAPTER 11-4 INTELLECTUAL PROPERTY RIGHTS AND LEGAL ISSUES....... 152
4.1 Pharmaceutical Patent PrOtECLION .........cciviirieiii ettt 153
4.2  Administrative Protection of Pharmaceuticals (APP) .......ccccoiveieiiiie s 164
O I B T - W (o [V ST Y/ S SSTPSR 171
4.4 Patent and Trademark REQISIIALION .........ccccveiieiiiieiiic e 173
4.5 Protecting and Policing IPRS iN ChiNa........c.cccviiiiiiiicieicse st 174
4.6 Patent and IP strategies fOor China .........cccccoeiviiiiiiciiicc e 176
4.7 Pharmaceutical Patent Litigation in ChiNa...........ccccocviriiiiiicieics e 177
A X0 TN g1 (=1 =T D (U o LSRR 182
4.8 New Judicial Interpretation of Guidelines for Applying Criminal Law to Fake Drug and
INTEFIOL DIUQG CASES ... vrteiuretieiiie st st ste e et e et e st et e st e e teese e e e b e st e besbeateateeseese et e besbesbesteaneareeneeneeses 185
4.9 Growing Demands for "International™ Standards of ADR Compensation ...........cccccccvevvennene. 191
CHAPTER 11-5 IMPORT TARIFFS AND TAX ISSUES .......ccoci i 195
5.1 Drug IMpPOort CUSIOM DULY ....veiiiiiiiieiiiesie sttt st st be e s beesbeesaee e 195
5.2 Major Tax Categories for FIES and FOrIgNEersS ........ccoeveieiiseiie s 195
CHAPER 11-6 THE ETHICAL PHARMACEUTICAL MARKET. ......cccoov v 200
8.1 IMAIKEE SIZE ...ttt ettt bttt 200
6.2 Growth Forecasts and FULUIE OULIOOK .........ccc.eviiriiiiiiiieiiiecs e 200
6.3 Special Characteristics of the Chinese Ethical Pharmaceutical Market............c.ccooevvevennenn. 202
6.4 The HOSPITAl SECIOT........civiiiiiieiie ettt sttt e besbesbesbeeneeraaneeneas 203
6.5 The Retail Pharmacy SECIOT........ccoiiiiiii ittt snesre e eneas 204
6.6 The Urban vs. Rural Ethical Pharmaceutical Market..........ccocoovivreiiinneinieneseec e, 210
6.7 Rising Importance of the “Third Terminal Market” and Community Healthcare Sectors ...... 212
6.8 The Chinese VacCing MArKEL...........ccoviiiiiieiie et 213

Copyright © 2010 by WiCON International Group LLC



China Pharmaceutical Guide 2010 (5" Edition)

CHAPTER 11-7 THE OTC PHARMACEUTICAL MARKET ....cccooiieie e 217
7.1 IMAEKEE SIZE ...ecviieiiciicee ettt ettt b bbbt b et eenes 217
7.2 Regulatory Progress 0N OTC DIUGS ...ccecvevieieiieieeieiiesiesesiestesessesaeseessessessessessesssssasssesseseens 218
7.3 The Rise 0f Retail PharmMacies ........cccviiiiiiiiiiieiseesee s 220
7.4 Rising Trend of SEIf-MediCation ...........ccccviiiiiiiie i 220
7.5 Enthusiastic Pharmaceutical Industry Seeks to Expand into OTC Drug Market.................... 222
7.6 Pharma Companies Turn to Consumer Healthcare Market for Higher Return ....................... 224
7.8 Healthcare Reform Casts Shadow on Future of the Retail Pharmacy Sector...........c.ccccceenias 224

CHAPTER 11-8 THE BULK DRUG/API SECTOR .....ccoiiiiieir e 226
8.1 AP PrOUUCEIS .....ovvitiiteieiiste ettt sttt ettt b bt s et et n et n e nennenes 226
8.2  API OULPUL AN EXPOIT ...vvcvieieeiieieitisie ettt sttt st a st et e st sbe e e neenee e esbesbesnestesnennens 227
8.3 International Regulatory COMPIANCE .........cccveieiiirieie et ene s 230
8.4  Technological SrENGIN.........ccviiiiie et re e sre s 230
8.5 Comparisons With INdia’s AP INAUSTIY .......cceoviiiiicie e 231
8.6 Rising Power of China’s API INUSIIY ......ccociiiiicicic e 232
8.7 Latest Trends and ChallENQES...........cccvieiiiiiicicicre s sre s 234
8.8 Outlook of the API industry and market in China and Asia PacifiC...........cccccoeviiiiiiiiininnns 235

CHAPTER 11-9 PHARMACEUTICAL IMPORT AND EXPORT ....c.ccocv e 237
0.1 OVEIVIBW ... ittt b ettt b bbbt s b e s bt s bt e s ekt e st b b n b et st bt n e b e enes 237
9.2 Import of Western Medicings in 2009 .........ccccvoiiiiiiiiiieie e eneas 239
9.3 Export of Western Medicings in 2009 .........ccccveiiiiiiiieiisieie et e s e s eneas 241
9.5 Trends and Outlook for Western medicine foreign trade in 2010 ........ccccevveveveveieveneieenens 246

PART Il PHARMACEUTICAL REGULATORY FRAMEWORK ................... 248

CHAPTER HI-L OVERVIEW ...ttt 250
1.1 Drug Regulation StatiStICS........cciiieiieieiiie ettt et ra e sr e e s renre e e 250
1.2 Overview of Drug Registration and ADR reporting ........ccccceveverenesiesesesiesieseeseesesesvesee s 252
1.3 Recent Restructure of the Chinese Drug Regulatory Authorities...........ccocvvvevviiveiecicicsecnenn, 255
1.4 Another Round of Reform for China’s Drug Regulatory Regime in 2010 ........c.ccccceeeevenenn. 256

CHAPTER I11-2 IMPORTANT LAWS AND REGULATIONS .......ccoco v 258
2.1 The Drug Administration Law of the People's Republic of China..........ccccccocevvieiieicninininnas 258
2.2 Regulations for Implementation of the Drug Administration Law of the PRC....................... 258
2.3 Other Regulations Governed under the Drug Administration Law (2001) .........ccccceveeveiiennns 258
2.4 Other Drug Related Laws and RegUIAtiONS..........c.cceieiiiiie i 261
2.5 Major drug regulations and laws under drafting process in 2010 .........cccccevevveivivieveienesennens 263

CHAPTER I111-3 MAJOR GOVERNMENT AGENCIES IN THE PHARMA FIELD .264

3.1
3.2
3.3
3.4
3.5
3.6
3.7

State Food and Drug Administration of China (SFDA) .......c.cccvieviiiieie i 264
National Development and Reform Commission (NDRC).........ccccccvviiviiiniesieeiienene e 272
The MInistry 0f HEaltN.........cccooi e 276
Ministry of Human Resources and Social SECUMLY.......ccccvcviiiiieieiiie e 281
Ministry of Industry and Information Technology (MHT).....ccccccoiiiiiiiieiiiiie e 282
Ministry of Commerce (MOC of MOFCOM) ......cooiviiiiiiiieseeeeieee e 283
State-owned Assets Supervision and Administration Commission of the State Council (SASAC)

Copyright © 2010 by WiCON International Group LLC 9



China Pharmaceutical Guide 2010 (5" Edition)

10

3.8
3.9

.................................................................................................................................................. 285
State Administration of Traditional Chinese Medicine (SATCM)........cccoevevevenieiieseseseevenns 285
National Population and Family Planning Commission (NPFPC).........cccceveviiiiieinnnsnenn, 286

CHAPTER I111-4 PHARMACEUTICAL INDUSTRY ASSOCIATIONS IN CHINA ....288

4.1 China Pharmaceutical Industry Association (CPIA) ......cccoveieiiiiiie s 289
4.2 China Biochemical Pharmaceutical Industry Association (CBPIA) .........cccccevvevviieiiicvieiennnn, 289
4.3 China Chamber of Commerce of Medicine and Health Product Importers and Exporters
(O OL 011/ T 1 SRS 289
4.4 China Association of Pharmaceutical Commerce (CAPC) ..o 289
4,5 R&D-based Pharmaceutical Association Committee (RDPAC) .......cccoveveveveinsieceeeeieees 289
4.6 China Pharmaceutical Packaging Association (CPPA) .........cccveieiieieie e 290
4.7 China Pharmaceutical Technology Market Association (CPTMA).......cccccecevevevenenesie e 290
4.8 China Quality Association of Pharmaceuticals (CQAP) .......cccoceiivieiiiieiieeieree e 290
4.9 China Medicinal Biotechnology Association (CMBA)........cccccceeveieeiieieneie e 290
4,10 China Pharmaceutical Association of Plant Engineering (CPAPE)........ccccccocvivvivivniesnennene. 290
4,11 China Association of Pharmaceutical Equipment (CAPE).........ccocevviieieie i 291
4,12 China Association of Traditional Chinese Medicines (CATCM) .....ccccceveveveieieseseseennn 291
4.13 China Association of Traditional Chinese Medicing (CATCM).......cccovvvveievinenesesiesieevenes 291
4.14 China Healthcare AssOCIation (CHA) ....ooiiiiiieceeee e e 291
CHAPTER I11-5 DRUG REGULATORY FRAMEWORK IN CHINA..........cccovveie 292
5.1 Pharmaceutical Manufacturer LICENSING.......ccccorveiiirieienieieiesiercse e 292
5.2 Contract ManuUfaCtUre/OEM.........c.ccoviiiiiiieieie et 296
5.3 GMP Certification/Pharmaceutical ManufaCturing.........c..ccocvevvevviieiinienie s 299
5.4 Drug Labeling and Packaging ........c.cccieiieieiieieieiiie et e et sa e srens 305
5.5 Pharmaceutical Distribution LICENSING .......cccoveiiiiiiiiiiecieieese et s sre e eneas 311
5.6 Provisions for Control of Drug DiStribution ...........cccceiiiiiiiie e 313
5.7 Registration 0f Drug PrOGUCTS.........cccoeiiiiiieiiie ettt sre e sresbe st sne e e eneas 315
5.8 DrUQ IMPOIT PIOCESS ...vviiviiiiieiiiesiie sttt sttt sttt s b e s b e s bbb e s e e srbe e bbeenaneenteas 334
5.9 Classified Control of Drug ProdUCES ..........ccceiiiiieciciecicie ettt eneas 337
5.10  DrUQ AGVEITISING ....cveieieitiitesieetee et este st te st st e e eae e et e e te st e s besbeeteeseesae e e sbesbesbesteaneeneeeeneas 340
5.11 Price Control Of Drug PrOQUCES ........cccoeiviieiicieiece ettt st 345
5.12 Post-marketing Surveillance/ADR REPOIING .....c.cceiveieiiiiie et se e e s 358
5.13 Counterfeit, Fake and Sub-standard DIUGS .........ccccerueieieienene e eesie et eneas 364
5.14 Control of Narcotics and PSYChOtropiC DIUGS.......cc.ciueiveiierieresieitesie e eeseesieseesre e e sre e eneas 371
5.15 Internet Information Service and Sales of Drug Products..........c.ccevivveieviiveieneie e 374
5.16 Drug Prescription/Clinical Practice/Surveillance of Rational Drug USe..........c.cccceevvviinanns 376
5.17  GLP/NON-CINICal RESEAICH.....c..ciiiiiieiiteee et 380
5.18 The National Essential Drug SYSEM.........ccccviiieiiiieiiie et 381
5.19 Pharmaceutical Technology Transfer/Administrative Protection/IP ............ccccccveveveieinenn. 387
IO B (V1o T o] 4T o] o USSR 391
5.21 International Regulatory COOPEIatiON ........cccvveieriiie i s 391
oI © 1011 SOOI 394
5.23 Major drug regulations and laws under drafting ProCess .........ccccecevevierenesiesiesesiesreesee e 396

Copyright © 2010 by WiCON International Group LLC



China Pharmaceutical Guide 2010 (5" Edition)

PART IV HEALTHCARE PROVISION AND FINANCING..........ccccvveeiiiieenn 398
CHAPTER IV-1 OVERVIEW AND HEALTHCARE REFORM .....ccccccoviiiviiiciiee 400
1.1 Improving HealthCare PrOVISION .........ccciviiiiiiiic it 400

1.2 Falling Death Rate and Rising Life EXPECIANCY .......cccceviiiiieeicieicse e 402

1.3 Composition of the Chinese POPUIALION.............cceiiiiiiii i 403

CHAPTER V-2 STRUCTURE AND COMPOSITION OF MEDICAL PROVISION. 406

2.1 Composition of the Chinese Medical INAUSEIY........c.cccoveieiiiinieiie e 406
2.2 Grade Structure of Chinese Medical INStITULIONS ...........ccooviiiiiriiiiiisee s 411
2.3 Regional Distribution of Healthcare RESOUICES .........cccceierieiieieieeie e snea 412
2.4 Distribution of Healthcare Resources by Medical Specialty...........ccccocvvvvieiivcieiicieieneieinens 415
2.5 Human Resources in China’s Healthcare INAUSLIY.........ccccovveieiiie i 417
CHAPTER IV-3 HEALTHCARE REFORM ......ooooiiiiici e 419
3.1 AReview of China’s Healthcare System Reform in the Past Three Decades............cc.ceeuenias 419
3.2 Details of the healthcare reform plan and its impacts on the pharma industry........................ 420
3.3 Healthcare reform objectives in the next three Years ..........cccoveveieie i i 424
3.4 Latest Trends and Developments - Healthcare Reform Initiated on Various Fronts in 2009/2010
......................................................................................................................................................... 425
3.5 Government Action Plan for Healthcare Reform in 2009/2010 .........ccccoovvivriivnennireincnienes 430
CHAPTER IV-4 HEALTHCARE FINANCING AND INSURANCE PROGRAMS.....432
4.1 Healthcare FINANCING iN ChiNa........c.cocoiiiiiiiiie ettt ene s 432
4.2 Urban Employee Basic Medical INSUTANCE ...........cccveiiiieiiie et 437
4.3 Urban Resident Basic Medical InSurance Program..........cccccceeeveiiiieiieeiesiesieeieeseeseseesrese e 438
4.4 Occupational Hazard INSUrance Program..........cccccooeiiieiieieiieeie e e s sre e snens 439
4.5 Medical Assistance Program for Civil SEIVaNTS..........cccccveieiiieieiene e 440
4.6 Rural Cooperative Medical Scheme (RCMS) .......cccviiiiiiiiieicie e 441
4.7  Commercial Health INSUFANCE.........ccuiiiiiiiicse e 442
4.8 Universal Coverage of Chinese Population by Basic Medical Insurance ............cccccoceevvvvenins 445
CHAPTER V-5 DRUG REIMBURSEMENT ......ooiiiii e 447
5.1 Drug Reimbursement under BMI, Oll and MI Programs ..........ccccceceieneiieseeieeneieseseseanens 447
5.2 A Summary of the MoHRSS Notice for Publication of the 2009 NDRL under BMI, Oll and Ml
e (00 =T 1 T PP OPROPPUPRPI 448
5.3 Common Rules (JL1) of the 2009 NDRL under BMI, Oll and MI Programs ...................... 452
5.4 Drug Reimbursement Under The New Rural Cooperative Medical System..............ccccccueniae 454
5.5 The Proposed Negotiation Mechanism under the NDRL...........cccccooiiiiinieii e 455
5.6 Observations and discussions on drug reimbursement in China..........cccccoevevviieveievenieieinnns 456
CHAPTER IV-6 MEASURES OF MEDICAL COST-CONTAINMENT ........cocevvernee 458
8.1 PriCE CONIOl ...ttt ettt bbbt b et n b neenes 458
6.2 Centralized Hospital Drug PUrchase TENUEIS.......c.cccieviieieiieieeieeie e sre e e e sre e sneas 460
6.3 The National Essential Drug SYSIEM ........cccviiiiiiiiiiiie et eneas 464
6.4 Clinical Pathway Management .........cccceiirieiicieiierieie et e et e e e e sresbesresne s 465
6.5 National Formulary and Clinical GUIAElINES ..........cccoevieiiii i 465
6.6 Other Cost-CONtAINMENT IMEASUIES .........eveiirieriitirieieii ettt se b s e nes 466

Copyright © 2010 by WiCON International Group LLC 11



China Pharmaceutical Guide 2010 (5" Edition)

CHAPTER IV-7 CONTEMPORARY TRENDS & ISSUES IN HEALTH SECTOR....469

7.1 Aging population and increased demand on healthcare in China.............ccoceevviviiiicvcieienn, 469
7.2 Contemporary Issues and ChalleNgES..........ccuevcieiiieiiie e 473
7.3 Recent Trends in the Health SECOT .........ccovviiiieicerece e 475
PARTV DISEASE AND DRUG CONSUMPTION PATTERNS.........cccccoone. 480
CHAPTER V-1 GROWTH OF DRUG CONSUMPTION AND DEMAND ................... 482
1.1 Sharp Growth in Drug Consumption and Healthcare EXpenditures...........cc.ccoovevvevvevieneiieinens 482
1.2 Size of the Chinese Pharmaceutical Market............ccccovviiiiiininniiieseese s 484
1.3 The State of Health of the Chinese POPUIALION .............ccccviiiiiciiiieic e 486
1.4 Health AWareness and LITEIACY .......c.ccvciviiveieiieiicie e sre ettt st nr e snens 487
CHAPTER V-2 POPULAR DISEASES AND MORBIDITY ..coooviiiviece e 489
2.1 Leading Diseases iN RECENT YEAIS.......cciveereiierieisiesie ettt sie sttt sb et se et 489
2.2 Leading Causes 0f Death in 2008 ..........cccceivierieieienieiesenise ettt 493
2.3 An Extensive Overview of Chronic and Epidemic Diseases in China...........ccoceovveivevveviennenn, 496
2.4 Recent Chinese therapeutic trends in diabetes, hepatitis B and oncology.........cc.ccccevvevvernennn. 506
2.5 Unhealthy Lifestyle and Environmental Pollution as Widespread Healthcare Problem ......... 510
CHAPTER V-3 HOSPITALATTENDANCE AND MEDICAL EXPENSES. ................. 512
3.1 Composition of Medical Care System in ChiNa..........ccoviiiiiniiiiieneiiee e 512
3.2 HOSPItAl ATENAANCE ....c.veiviitiiiecie et sttt s be et se e e et e besresbesteeneereaneeneas 513
3.3 Healthcare Expenditures and Medical EXPENSES.........ccivevieiirerieieeesieeie e sre e e eae s 516
CHAPTER V-4 HOSPITAL DRUG CONSUMPTION PATTERNS ..o 520
4.1 IMS: Market Trends of the Chinese Hospital Drug Market in 2009 ...........ccccooeivvieniiienieennen, 520
4.2 Leading Drug Products in Urban HOSPILALS ........cccoreiiiieiiiiicieie e 521
4.3 Leading PharmaceutiCal SUPPHEIS .......ccoviiiiieiie ettt 522
4.4 Patterns of Hospital Drug Purchase by Therapeutic Classes........cccocvvvenereieeiesieeieiiesieniens 523
4.5 Drug Substitution for Rising Drug EXPendituresS...........cccoeeieveiiiiesisiecieeie e se e 528
CHAPTER V-5 RETAIL DRUG CONSUMPTION PATTERNS ... 530
5.1 Patterns of Retail Pharmacy Sales of Medicine and Health Products ..........c.ccccocevivriiieniecnnen, 530
5.2 Leading Retail Pharmacy Chains in ChiNa..........ccoceviiiiiiiiieniiienecse s 532
5.3 Analysis and Observations on Retail Pharmacy Sales ........c.cccverviiniiiieneisensce e 537
5.4 Consumption Patterns of OTC Drug ProdUCES .........cccouevieieiiiere e eeeeee et sre e eneas 537
CHAPTER V-6 REGIONAL DRUG CONSUMPTION PATTERNS..........ccccoviiveien 541
6.1 Gap Between Cities and RUFAI ATEAS ......c..ccvrviiiirieiiisiei et 541
6.2 Regional Markets for Pharmaceutical ProduCtS ...........ccoovveiiieneiinienniesenee e 542
6.3 Regional Hospital Markets for Drug ProdUCES .........c.coueiiiieiineie e e eneas 543
6.4 Regional Hospital Markets for Imported Drug Products...........c.cccvvvieivieiiencne s sesnennns 544
6.5 Regional Hospital Markets for JV-made Drug ProductsS ..........ccccecveieiiieienene e sesnennns 545
6.6 Regional Hospital Markets for Locally-made Drug Products...........cccceveveieieniniesesesnennn, 546
CHAPTER V-7 MARKET SHARES OF LOCAL, JV AND IMPORTED DRUGS ...... 547
7.1 Hospital Market — Local vs. JV vS. IMPOrted DIUGQS .......cccoeivreiieeierieniese e sie e e e eeee s 547
7.2 Retail Pharmacy/OTC MarKEL........ccccceiiiiieie ettt st nes 551

12

Copyright © 2010 by WiCON International Group LLC



China Pharmaceutical Guide 2010 (5" Edition)

7.3 Market Segments for New Drugs and GENeric DIUGS.......cccoveveieerieieienesesteseseeeeseeseesiesnens 552
7.4 Analysis of Leading Foreign Drug Companies in China ........cccccoeeiiienienie e 552
7.5 Analysis of Leading Foreign Drug Products in China.........cccccoveieieiieiiie e 553
7.6 Future Trends and OULIOOK ..........ccoiveiiiiiiiiieisees e 553
PART VI PHARMACEUTICAL SALES, MARKETING AND DISTRIBUTION
IN CHINA e s e e e e e e e e st e e e s e ste e e e e asa e e e e annsreeeeenees 556
CHAPTER VI-1 HISTORY AND OVERVIEW. ...t 558
1.1 Pharmaceutical Sales and Distribution in China Before Early 1980s..........ccccccoceviieienennnn, 558
1.2 The Roles of Manufacturers in Distribution under the Old System..........cccccoceveveiiciiennnnnn, 559
1.3 Retailers and Their Roles under the Old SYStEM ........cccceiiiieiicieiiie e 559
1.4 The Breaking Up 0f the Old SYSIEM .......c.ccvciiiiic e 559
1.5 The Present State of the Pharmaceutical Marketing, Sales and Distribution System in China -
AN OVBIVIBW ...ttt sttt ettt be et b et e b s bt e b s b et e b e e b et e b s b et e Ee s b et e b s b et et sbe st ebenb et et nbns 560

CHAPTER VI-2 MAJOR PROMOTIONAL PRACTICES AND GOVERNMENT

e T I TSRS 564
2.1 National and Local Drug Reimbursement LiStS........ccccvvieiecieieeiieie e e sre e 564
2.2 Pricing Of Drug ProQUCES.......cccviiiiiiie ettt sttt s te e ena e e nn e eenneas 566
2.3 Centralized Hospital Drug PUrchase TENUEIS........c.cccieriiieieiieieeieeriesese e sre e e sae e e sneas 568
2.4 ProdUCE LAUNCRES. ..ottt ettt bbb nnenes 569
2.5 ClINICAI RESEAICI .....vitiiiiiiiiiese ettt ettt neneenes 570
2.6 PUBIIC REIALIONS .....ovieiiiieieiiciee ettt bbbttt neenes 571
2.7 Lobbying on Industrial Policies and Regulations...........ccccevveieiieneii i 572

CHAPTER VI-3 MARKETING AND SALES OF ETHICAL DRUGS IN URBAN

[ (020 o I N 0 OSSR 573
3.1 Mainstream Hospital Marketing and Sales MOdEelS ..........cccccovveiviviiiiiinic i 573
3.2 The Hospital Drug Purchase APProval PrOCESS ........ccccieieieiieieiiieiieiesesiesteseseesesnesseseesnens 574
3.3 Hospital Drug Purchase Channels............cccviieieiieicie e sne 575
3.4 Hospital Marketing/Sales Organization and EXECULION .........cccocveieievenesesieieeieeie e 576
3.5 Key Factors in Hospital Marketing and Sales.........c.cccooviiiiiinieiiecie e 577
3.6 Developing effective market coverage and sales force strategies in China............cccoceevevenins 577
3.7 Shifting from Network Marketing to Evidence Based Medicine in China ..........cccccoccevviienias 582

CHAPTER VI-4 MARKETING AND SALES OF ETHICAL DRUGS THROUGH

URBAN RETAIL PHARMACIES. ... .ottt 585
4.1 Channels of Retail Pharmacy Sales and Distribution.............ccccooviiiiiiiiiinieciciecese e 585
4.2 Process and Key Components of Retail Pharmacy Sales..........ccccoovvvvivieiieciicieiene e 586
4.3 Key Factors in Sales of Ethical Drugs through Retail Pharmacies ............ccocvcvvvvievereneiennnns 587

CHAPTER VI-5 SALES & MARKETING OF OTC DRUG PRODUCTS IN CITIES 588

5.1 Channels 0f OTC DrUQ SAIES........cccciiiiiiieie et e e sr e et e e ae e e nresrenre s 588
5.2 Process and Key Components of OTC Drug SalesS ........ccovvviieieiiieieiene e 589
5.3 Key Factors in OTC Drug SalES.........ccciviiiieiieiieicie s se ettt st e e sne e sresne s 590

CHAPTER VI-6 SALES, MARKETING AND DISTRIBUTION OF DRUGS IN THE

Copyright © 2010 by WiCON International Group LLC 13



China Pharmaceutical Guide 2010 (5" Edition)

“THIRD TERMINAL MARKET T ..ottt st 592
6.1 Pharmaceutical Sales & Distribution Channels to the “Third Terminal Market”.................... 592
6.2 Sales and Marketing Strategies for the “Third Terminal Market”............cccccooviniiiieiinsininennn, 593
6.3 Special Characteristics of the “Third Terminal Market” ..........cccccove i, 594

CHAPTER VI-7 PHARMACEUTICAL DISTRIBUTION......coooiiviece e 596
7.1 OVEIVIBW ..ttt ettt bbbtk e b bbb e b e st ettt e st st b ene et 596
7.2 Important Regulatory Requirements on Pharmaceutical Distribution............ccccocvvvveviivinenn, 599
7.3 Pharmaceutical Distribution Channels in China..........ccccoovvivriiiienninieeese e 600
7.4  GSP Requirements for Pharmaceutical DiStributors ..........cccccovviviieiinciie e 603
7.5 Restrictions on Setting Up Pharmaceutical Warehousing Facilities...........c.ccccoovvevienivnininennns 603
7.6 Logistics in Pharmaceutical Distribution — A Brief OVEIVIEW .........cccovevieviiieicii e 605
7.7 Recent Trends in Pharmaceutical DiStribUtiON .........ccccooviiieiiieneiiie e 606
7.8 Chinese Pharmaceutical Distribution Landscape and Models ..........ccccceoeviieienieiicnnniesnennns 609

PART VII CONTEMPORARY TRENDS, OPPORTUNITIES AND STRATEGIC

CONSIDERATIONS ...ttt s et e e e re e e e nees 621
CHAPTER VII-1 INTRODUCTION .....oiiiiiiii st ste e stee e tee s stee e nnee e 623
CHAPTER VII-2 MARKET DYNAMICS AND STRATEGIC CONSIDERATIONS..625

2.1 Rising Problem of COUNErfeit DIUQS......ccoivieiiiiieiieieicse ettt s 625
2.2 Rising Conflicts and IP Disputes between Local and Multinational Companies..................... 626
2.3 Medical Representative Perception, Recogintion and Certification in China..............cco....... 630
2.4 Chinese Pharma Companies GO ABIOad ...........ccccviveieeiieiieiiie et ste e te e eneas 634
2.5 Government-backed Development of Urban Community Healthcare Sector ...........ccccuc.eee. 636
2.6 Anin-depth look at Community Healthcare Centers in Beijing.........ccocvvveveieeieeiierienesiesienn, 638
2.7 Increasing Awareness of Patient RIGOES ... 643
2.8 Physician-Patient Relations and Health Literacy in China..........ccccovevevieiiiiie e, 644
2.9 How Much Growth Will the Ongoing Healthcare Reform Bring Directly?............ccccccvvennee. 646
2.10 The Impact of Chinese Health Care Reforms on MNC Business Models and Strategies in

China — Survey Findings and ODSEIVALIONS...........cceiiieiieieiecie e s sre et re e 647
2.11 China Healthcare Reform Update and Policy Strategy of MNCS..........cccccevvvieivcivieevieinennn, 654
2.12 MNCs face strategic dilemma: essential drugs or OTC brands?..........cccoeeveverenieniesiennennas 660

CHAPTER VII-3 PROMISING OPPORTUNITIES OF THE PRESENT AND FUTURE

................................................................................................................................................ 662
3.1 IMS: ABillion Reasons to INVest in ChiNa .........cooeiiiiiiiicee e 662
3.2 Future outlook of the Chinese Pharmaceutical Industry and Market .............ccocooevviviiiininenns 665
3.3 The Chinese OTC and Consumer Healthcare Market Offer Huge Potential...............c.c....... 667
3.4 VacCines — The NEW FIONTIET ......civeiiirieiie ettt 668
3.5 In-and out-licensing OPPOTTUNITIES .......ccccvieeiieiieieie e e ettt es 671
3.6 Opening of the Chinese Pharmaceutical Distribution SECtOr.........c.ccccveveviiievieiin i cecnennns 672
3.7 R&D Relocation to China by MINCS..........cccoiiiiiicicicicie et st eneas 673
3.8 Chinaasa Launch Pad for NEW DIUQS ........cccveveiiiieiiic ettt 674
3.9 Rising Research Collaboration between Chinese and Foreign Companies..........cccccevvevvervennn. 675

CHAPTER VII-4 TRENDS AND PROSPECTS IN PHARMA OUTSOURCING......... 680

14

Copyright © 2010 by WiCON International Group LLC



China Pharmaceutical Guide 2010 (5" Edition)

R O YT Y 1= SO 680
4.2 Active Pharmaceutical INgredients (API) ... e 685
4.3 Pharmaceutical FiNiSNEd PrOGUCES ..........coiiiriiiiiiiirieeisieis et 688
4.4 Outsourcing in Pharmaceutical R&D............cccociiiiiiiiiicieicse e sne 691
PART VIIIT MARKET ENTRY STRATEGIES AND EXECUTION ................... 703
CHAPTER VII1I-1 PREPARATIONS FOR A MARKET ENTRY STRATEGY ............ 705
1.1 The Need for a Market ENtry Strat@gy .....ccvcvevereieiisieieseeieesiesiesr et e e ne e s 705
0 o o T T =Y =Y 65 oL £ SRS 705
1.3 INTOIMALION SOUMCES .....viviitiiterietisieiete sttt sttt sttt sttt bttt et esbe e eresbe e eresbeeas 706
1.4 GEtting EXPEIrt HEIP ..c.viiviiieie ettt st sttt re b e e e 709
1.5 IMArKet RESEAICH ...c.viiiitiiciiite ettt sttt sttt sb et sb et seete b s 709
1.6 Selecting the RIGht PrOGUCES ........cceiiiiiiiiceece e 710
CHAPTER VII11-2 STRATEGIC APPROACHES FOR MARKET ENTRY ................. 712
2.1 Direct Export of FiNiIShed PrOQUCTS..........cccoviieiiiiic ettt e sne 712
2.2 SINO-TOreign JOINT VBNTUIES.......ccviiiieie ettt ettt b e te e e naesnenbesrenneas 714
2.3 Solely Foreign-owned Companies in ChiNa...........cccoceviiiieiisiesiecie e 716
2.4 Licensing and Technology TranSTer ..ot 717
2.5 Merger & ACUISIEION (IMEA) .....oiiiieie ettt s e e seesbe b nne s 719
CHAPTER VIII-3 EXECUTION OF THE MARKET ENTRY STRATEGY ............... 722
3.1 ProduCt REQISIIALION. .....ccuiiiiitiiieceeeeieite st e st e et et te et a e e e e besbesteereenee e ebesrenrens 722
3.2 New Drug Clinical Trials and Patient Recruitment in China...........cccocovvviviviienieeievcneiennens 724
3.3 Ethics Committee Challenges in Chinese Clinical TrialS...........ccooeieveiiiieiiinie e 726
3.4 Selection of a Local Distributor for IMported DIUGS ........cccveveieeiiereieie e eeeseesie e enea 729
3.5 Selection of a Chinese Partner for Sino-Foreign Pharmaceutical JV .........c.cccoceeevivieiieinnnnns 730
3.6 ProdUCE LAUNCH ...ttt bbbttt 731
3.7 Promotional Activities and AGVEITISING ......ccccveiieiiiieie et s sne s 732

CHAPTER VII1-4 CHALLENGES AND REALITIES FOR OPERATING IN CHINA

................................................................................................................................................ 734
4.1 The IMportance Of PALIENCE .........cccviieieicie et s re s reene s 734
4.2  The Value of RelationShiP......cccoviiiiiicccc e ne 734
4.3 Dealing With Chinese SEYIE LAWS ......c.coveviiiiiiiiiiiie ettt re e sne s 735
4.4 Professional EtNICS.......ccuiiiiiiiiie bbb 735
4.5 Bad Debt and Credit CONIOl ..........coviiiiiiiiiisee e 736
4.6 Staff Turnover and Talent Retention A Growing Problem ... 736
4.7 McKinsey: Chinese Prefer Local Products over Foreign Brands..........c.ccoovevveivevieveienenennens 738
4.8 Managing Clinical Trials in ChiNa........ccccoiiiiiiiiiisese e 738

PART IX  MINICASE STUDIES ...t 741

CHAPTER IX-1 MNC MARKET ENTRY AND BUSINESS STRATEGY .........cce... 743
1.1 Quest PharmaTech's lllI-fated China VENTUIE..........ccocviiiiiiisce e 743
1.2 Ranbaxy’s successful entry and surprising exit of the Chinese pharma market...................... 744
1.3 Zuellig Pharma China — A Successful Case and Business Model for China’s Pharmaceutical

Copyright © 2010 by WiCON International Group LLC 15



China Pharmaceutical Guide 2010 (5" Edition)

DISLIDULION SECLON ...ttt ettt sttt s bt s et e s bt en e b et s ne s 747
1.4 West Pharmaceutical Services - Tapping into China"s growing healthcare industry .............. 749
1.5 Novo Nordisk China - FOCUSING 0N DIADELES ........ccveveieiiieiese e 752
1.6 Abbott Succeeds in China by Focusing on Nutribution BUSINESS ..........ccccvvevieveieiienenieneennns 754
CHAPTER IX-2 R&D OUTSOURCING CASE STUDIES. ........ccoooe e 756
2.1 Eli Lilly: Build-Operate-TranSTer? .........ccccviiiiiciieieiie sttt sre e snenns 756
2.2 Huya Bioscience - Tapping into China for Novel Drug Candidates............ccccoovveveivevveivernennn, 757
2.3 Chine Becomes Center of Startup CROs for basic research...........ccccovveveviiiiniiie s, 759
2.4 LEAD Therapeutics: A New US-China Drug Discovery Model..........c.cccoocvieveniniieinnininennns 764
2.5 SFDA Official Comments on Multi-center Global Trials in China..........cccccoevvvieniiiienecnen, 766
2.6 Regulatory Strategies for Conducting Multinational Trials in China...........ccccccoevviviiviininenn, 768
2.7 Human Genomics in China: 10-Year BNAEAVOL ..........cccceiverieiieresreseseeieeseesieseesresiesre e sseanens 769
CHAPTER IX-3 HUMAN RESOURCE MANAGEMENT CASE STUDIES................ 775
3.1 AstraZeneca China: Continued MisSion 0N PEOPIE.........ccuvvreiiereiiieneiseee e 775
3.2 Novartis China: The [earning Strategy .........ccoceeviieiieiieicie s 776
CHAPTER IX-4 CASE STUDY: LEGAL/IPR/ICOUNTERFEITS BATTLES.............. 779
4.1 Sankyo vs. Beijing Wansheng: First Lawsuit over Process Patent for Preparing Pharmaceutical
(070001 o To LY | £SO 779
4.2 Pfizer vs. 12 Local Drug Companies: Landmark Lawsuit over Viagra Patent...............cc.cv... 780
4.3 Eli Lilly vs. Beijing Ganli: Battle over INSUlin..........c.cccooeiiiiiiiiiicc e 782
4.4 Boehringer Ingelheim vs. Chaitai Tianging over Tiotropium Bromide...........c..ccocevveverenenn. 783
4.5 Legal Battle between Sanofi-Aventis and Jiangsu Hengrui over Docetaxel .........c..cccceevenene. 784
4.6 Merck vs. Henan Topfond over Chinese Patent for Finasteride.........ccccceveveveivninceciveicnnenn, 785
4.7 Fake Drug Sting Operation — GSK EXPEIENCE........ccvcveiieriirieiesiseseeeeseesie e sre e sae e seeee s 786
4.8 Legal and Ethical Implications of ELAD Clinical Trial Death ............ccccovevevivcieienesece, 787
4.9 Ruling over Responsibilities of Distributors and Hospital in Fake Armillarisni A Injection Case
......................................................................................................................................................... 789
4,10 Review of the 11-Year Trademark Fight between Roche and Southwest Pharma................. 790
4,11 Merck & Co. Loses Trademark Fight against Tianjin Zhongxin Pharma.........c..ccccccevevvennene. 793
4.12 Pfizer Loses Final Battle for Chinese Trademark of Viagra..........cccccvvevviiniiieninccicieienenn, 793
4.13 The Rio Tinto Case Lays New Ground for PR of Foreign Companies in China................... 794
CHAPTER IX-5 CASE STUDY: LOCAL SUCCESS STORIES.......cc..ccociviievreiiee 798
5.1 China Resources Group — New Kingpin of Chinese Pharma is Born .........ccccocevvevvvieierinennan, 798
5.2 3SBio — The Success Story of a Chinese Biogeneric COmMpPany ..........cc.coeevererieieseresieseneanen, 805
5.3 Shanghai Sunway Biotech Co. Ltd. — The Success Story of a Chinese Gene Therapy Drug
(001111 0] T- |V PP UPPTR 807
5.4 SinoVac Biotech — The Story of a Chinese Vaccine Developer.........cccccveveveieieveiesiesnennn, 809
5.5 Zhejiang Hisun Pharmaceutical Ltd. — A Showcase for International Business Transformation
of Chinese Pharmaceutical COMPANIES ........ccccvciveieiieiieriie e ste e e ee e e e sre e s re e re e e e saesrennas 811
5.6 Jiangsu Hengrui Pharmaceutical — What Does the Future Hold for China’s Largest Oncology
[ (Vo T 1 RSSO 815
5.7 Tongjitang Chinese Medicines Company — The Tale of a Fallen Wall Street Darling and One of
the Earliest ‘China Concept” Drug StOCKS .....ccciiiiiiie e 818

Copyright © 2010 by WiCON International Group LLC



China Pharmaceutical Guide 2010 (5" Edition)

5.8 Shenogen Pharma Blends East and WESL ..........ccccviiieiiiieiiicie et 820
PART X COMPANY PROFILES: MULTINATIONAL PHARMA COMPANIES
IN CHIN A et e e e nne e 827

PFIZEF CRING ... 829
ASIFaZENECA CNINA......oiiiiiiiiii e 838
ROCNE CNING......ooiiiiiii e 844
NOVAITIS CHINE......ciiiiiiiie e 851
SaNOFi-AVENTIS CRING........ciiiiiie s 861
Bayer Healthcare ChiNa ... 868
GlaxoSMIthKIINE CRING.......ccoiiiiii s 876
Merck Sharp & Dhome ChiNa ..o 884
NOVO NOFISK CRINAL....ciiiiieic e 891
Johnson & JONNSON CRING.........ccociiiiiiii e 895
Xian-JanSssen PRarMa ..o s 900
BN LY ChINA ..o bbbt 904
Fresenius Kabi ChING.........cooiiiiii e 910
Bristol-Myers SQUIDD ChiNa .......ccociiiic e 915
Baxter Healthcare ChinNa .........c..covoiiiiiiii e 919
ASEEITAS CRING ... 924
Merck KGAA/Merck Serono ChiNa..........ccoooiiiiiiiicseeeee e 932
EHSAI CNINA.....cieii e 937
SEIVIEE CRNING ... 941
GE Healthcare ChiNG ..o s 945
OLSUKA CNINA.....ecc ettt 948
Daiichi SANKYO ChiNa.........cccooiieieic e e eeenne e 952
ADDOTE CHINA ... 956
Solvay Pharma ChiNa ..ot 960
Beaufour IPSen ChiNa ..ot et aeesree s 962
SANTEN CRINAL. ..ottt 964
Mitsubishi tanabe Pharma ChiNa ... 967
TaKEAA CHINA ... e 971
Kyowa HaKKO ChINa........ccccoiiii ettt nnne s 973

Copyright © 2010 by WiCON International Group LLC 17



China Pharmaceutical Guide 2010 (5" Edition)

Daiinippon sumitomo Pharma China.........c.ccccooiiii e 976
TEVA CRING ..ottt sttt et sttt et e sbe e e sbeeree it 978
SEAA CHINA ...t 983
ZAMDON CRINA ... et 986
D111 IO o T4 - OO URRR 988
APPENDICES ...ttt 998
Appendix | Drug Administration Law of The Prc.......cccccvviiiiiiiieccecsecsec e 1000
Appendix Il Regulations for Implementation of the Drug Administration Law of the
P R C ettt b e e be e R e e be e nre e 1021
Appendix 111 Regulations on Administrative Protection for Pharmaceuticals............. 1042

18

Appendix IV Special Review and Approval Procedure for Drug Registration of the

SFDA  (SFDADECIEE NO. 21)...eiiiiiiiiieiee ettt sttt st ens 1047

Appendix V Provisions for Drug Insert Sheets and Labels ............cccoovviviviiiiincn 1053

Appendix VI Provisions for Supervision of Drug Distribution ...........c.c.cccocoveiiveiinennnnnn 1058

Appendix VII Provisions for Drug Advertisement Examination ............cccccvveviieenneenn 1064

Appendix VII1 The Official Healthcare Reform Plan ..o, 1072

Appendix IX Implementation Plan for Healthcare Reform 2009-11..........cccccoevvenenne. 1083
Copyright © 2010 by WiCON International Group LLC



China Pharmaceutical Guide 2010 (5" Edition)

LIST OF TABLES
Table 2.1 Overall Chinese Drug Market Size and Growth 2001-08............c.ccccevevviiennnn 78
Table 2.2 Chinese Drug Market Size by Major Segments 2001-2008..........c.ccccceerrvennenn 78
Table 2.3 Chinese Drug Market Shares by Sub-segments 2003-2008..............ccccccevenen. 79
Table 2.4 Growth in the Number of Pharmaceutical Businesses in China ...................... 80
Table 2.5 Growth in Output Value of the Chinese Pharmaceutical Industry ................... 82
Table 2.6 Growth in the Chinese Pharmaceutical Industry Revenues .............cccccceevennene 83
Table 2.7 Growth of the Chinese Pharmaceutical Industry’s Net Profits 2007-2009 ......84
Table 2.8 Chinese pharmaceutical industry performance in 2009 (NDRC) ........c...cc...... 85
Table 2.9 Revenues and Profits of the Chinese Pharmaceutical Industry In 2009........... 86
Table 2.10 Distributor Sales of Pharma Related Products in China 2000-2009 .............. 86
Table 2.11 Distributor Sales of Pharmaceutical Chemicals in China............ccocoevvviienns 87
Table 2.12 Distributor Sales of Formulated TCMs in China .........cccccevviiviiiieniieiiens 87

Table 2.13 Distribution of Pharma Industry Sales by Sectors and Ownership in 2009 ...89
Table 2.14 Distribution of Pharma Industry Profits by Sectors and Ownership in 2009.89
Table 2.15 Leading Ten Chinese Pharma Companies in 2008 by Sales ...........c.cccccuvnee. 91
Table 2.16 MNC Subsidiaries/JVs in the Leading 100 Chinese Pharma Cos in 2008.....92
Table 2.15 New Vaccine Products of Selected Chinese Biotech Cos in 2008/2009 ......103

Table 2.17 First 10 Sino-Foreign Pharmaceutical Joint Ventures in China.................... 134
Table 2.18 Foreign Investment in the Chinese Pharmaceutical Industry....................... 134
Table 2.19 Pharma foreign investments in China between 2000 and 2006 ................... 135
Table 2.20 The World’s Leading Pharmaceutical Companies in China..............cc........ 136
Table 2.21 Top 10 MNC Companies by Hospital Drug Sales in 2009 ..............ccccueee.. 139
Table 2.22 Chinese Retail Pharmacy Market Segmentation 2005-2009........................ 206
Table 2.23 Chinese Retail Market for Western Medicines by TCs 12/2009.................. 206
Table 2.24 Growth of Third Terminal and Community Markets 2003-08...................... 213
Table 2.25 Chinese Vaccine Market 2006-2009..........ccccovirininininieeene s 214
Table 2.26 Market Shares of Chinese and Foreign Vaccines Companies by Volume....214
Table 2.27 Market shares of Chinese and foreign vaccines companies by value .......... 214
Table 2.28 Estimated Size and Growth of Chinese Retail Pharmacy Market 2002-2009
........................................................................................................................................ 217
Table 2.29 Growth of the Chinese API/Bulk Drug Sector 2002-2009.........c...cccccveunnne. 226
Table 2.30 Output/Export Volume Change of Major Classes of APIs in 1H/08............. 228
Table 2.31 Export Sales Growth of Major Categories of APIs in 2008...........cccccceuenee. 228

Copyright © 2010 by WiCON International Group LLC 19



China Pharmaceutical Guide 2010 (5" Edition)

Table 2.32 Export Sales of Major APl Products in 2008............ccccceevveveeneivie e 229
Table 2.33 Leading API export products in 2009 .........cccceriiieiieienie e 229
Table 2.34 Foreign Trade of Medicines and Health Products in 2009 .............ccccev..... 238
Table 2.35 Foreign Trade of Western Medicines in 2009...........ccccceevveveereeieseeneeennnn 238
Table 2.36 Major Categories of Western Medicine Import 2003-2009 ............c.ccoen..... 238
Table 2.37 Major Categories of Western Medicines Export in 2003-2009.................... 239
Table 2.38 Leading Ten Western Medicine Importers in 2009...........cccooevvieieninnnnnns 240
Table 2.39 Leading Chinese import origins of drug products in 2009 .............cccceenuee. 240
Table 2.40 Leading Ten Export Markets for Chinese-made WMs in 2009 ................... 242
Table 2.41 Top ten Chinese exporters of WMS in 2009..........cccoceveniininieninnienesene 242
Table 2.42 Leading 20 Exporters of WM Formulations in 2009...........cccccoevvvvireennnne. 243
Table 2.43 Leading 20 Chinese API exporters in 2009 .........ccccooveveeieieeneenin e 243
Table 2.44 Leading WM formulation export products in 2009 ...........ccccceeveveiveiieennene, 244
Table 3.1 Drug Approvals Issued by SFDA 2007-2009 ........cccooieieniininiieieseenieeen 252
Table 3.2 China’s Drug Approvals by Therapeutic Classes 2007-2009 ...........c.ccccen..... 252
Table 3.3 Breakdown of all drug evaluation cases in 2009 ...........ccccccevveveiieseereennn 253
Table 3.4 Breakdown of all new submissions in 2009...........c.ccovvvireninenenisinninienns 253
Table 3.5 Breakdown of all supplemental applications in 2009 ............cccccevvvieniennnene. 254
Table 4.1 Improvement of Medical Provision in China..........cc.cceovieiineninininieen, 400

Table 4.2 Comparisons of Healthcare Provision by China vs. Other Countries(l) ....... 400
Table 4.3 Comparisons of Healthcare Provision by China vs. Other Countries (2) ...... 401

Table 4.4 Birth, Death and Population Natural Growth Rate ............cccccevveviiiiniennene. 402
Table 4.5 Rising Life Expectancy of the Chinese Population ............cccocevcniniiiinenn, 403
Table 4.6 Composition of the Chinese Population by Urban/Rural Division and Sex.. 403
Table 4.7 Composition of the Chinese Population by Age ........ccccoceeveiievi i, 404
Table 4.8 Composition of the Chinese Population by Education ..............ccccceeveinennee. 405
Table 4.9 Medical Institutions by Specialties and Affiliations ............ccccceveniiiiiiinnnn, 407
Table 4.10 Inpatient Beds of Medical Institutions by Specialties and Affiliations........ 408
Table 4.11 Share of Non-Profit and For-Profit Medical Institutions in 2009................. 409
Table 4.12 Share of Medical Institutions by Ownership in 2009 ..........cccccoviiiiiennnnne 409
Table 4.13 Share of Inpatient Beds of Medical Institutions in 2009 ............ccccccevvenene. 410
Table 4.14 Share of Inpatient Beds of Medical Institutions in 2009 ............cccccceevenee. 410
Table 4.15 Number of Medical Institutions by Grade in 2009 ............ccccceevevvvieiieennenn, 411
Table 4.16 Regional Population Distribution in China 1990-2008.............ccccccevvevveenee. 412

Table 4.17 Regional Distribution of Medical Institutions and Inpatient Beds in 2009 . 413

20 Copyright © 2010 by WiCON International Group LLC



China Pharmaceutical Guide 2010 (5" Edition)

Table 4.18 Regional Distribution of Healthcare Professionals in 2009 ..............c.......... 414
Table 4.19 Distribution of Inpatient Beds by Medical Specialty 1990-2009................. 415
Table 4.20 Distribution of Physicians by Medical Specialty ...........cccococviniiniiiniennn. 416
Table 4.21 Healthcare Personnel in China 1950-2009..........c.ccoovininininneiene e 417
Table 4.22 Distribution of Healthcare Professionals in Cities and Counties.................. 417
Table 4.23 Makeup of healthcare expenditures in China between 1980 and 2009........ 435
Table 4.24 Coverage of Chinese Population by Basic Medical Insurance..................... 446
Tabel 4.25 Coverage and finance of Urban BMI Programs...........ccccccvvvvevviiieivennene 446
Tabel 4.26 Coverage/ finance of Rural Cooperative Medical System (RCMS) ............ 446
Table 4.27 Consumer Price Price Indexes for Medicines & Healthcare Products......... 459
Table 5.1 Growth of Drug Consumption in China 2001-2009...........ccceevirienenennnnnnn. 482
Table 5.2 Growth of Healthcare Expenditures in China from 1980.............cccccevvennee. 482
Table 5.3 Rising Share of Per Capita Drug Expenditures in Healthcare........................ 484
Table 5.4 Trend of Chinese Hospital Market 2006-2009...........ccccceviiinnenieninneeeeee 485
Table 5.5 Leading Diseases by Two-week Morbidity in 2003...........cccoooeiiiiniiinnnnnn. 490
Table 5.6 Leading Diseases by Two-week Morbidity in 2008..........c.cccccecvvivvrveresnenne. 490
Table 5.7 Morbidity Rate of Chronic Diseases in 2003 and 2008 ...........c.cccceeveveruenne. 491
Table 5.8 Trend of Leading 10 Diseases among Inpatients of Urban Hospitals............. 491
Table 5.9 Leading 10 Diseases among Inpatients of County Level Hospitals............... 492
Table 5.10 Leading Causes of Death in Certain Regions of China in 2009................... 493
Table 5.11 Leading Causes of Death among Chinese Males in 2009 ..........c.ccccceveveenee. 495
Table 5.12 Leading Causes of Death among Chinese Females in 2009 ..................... 495
Table 5.13 Composition of Medical Care Providers in China 1980 - 2008.................... 512
Table 5.14 Number of Outpatient Visits and Inpatients in Medical Institutions............ 513

Table 5.15 Outpatient Visits and Inpatients by Medical Institution Type in 2009......... 514
Table 5.16 Number of Outpatient Visits and Inpatients by Medical Specialties in 2009

........................................................................................................................................ 514
Table 5.17 Composition of Outpatient Visits by Medical Specialties 1998-2008 ......... 515
Table 5.18 Average Days of Hospitalization 1985-2009...........ccccccvevvrienveresienneeniennns 515
Table 5.19 Per Capita Outpatient Medical Expense in General Hospitals..................... 517
Table 5.20 Per Capita Inpatient Medical Expense in General Hospitals ....................... 518
Table 5.21 Top 10 Drug Brands by Hospital Purchase Value in 2009 .............ccccccceee.. 521
Table 5.22 Top 10 New Products by Hospital Purchase Value in 2009 ...........c.ccccuee... 521
Table 5.23 Top 10 Hospital Drug Suppliers by Sales in 2009 (IMS)........c.ccccceevvenenne. 522
Table 5.24 Top 10 MNC Companies by Hospital Drug Sales in 2009 (IMS)................ 522

Copyright © 2010 by WiCON International Group LLC 21



China Pharmaceutical Guide 2010 (5" Edition)

Table 5.25 Leading MNC drug suppliers to Chinese hospitals in 2009 (CPA) ............. 523
Table 5.26 Leading 15 Pharma Suppliers by Hospital Sales in 1H/2009 (CPA)........... 523
Table 5.27 Top 10 Therapeutic Classes in 2009 by Hospital Drug Purchases............... 523
Table 5.28 Top Ten Therapeutic Classes in 2008 by Hospital Drug Purchases............. 524
Table 5.29 Drug Purchases by Representative Hospitals 2005-2009 Unit: CNY MiIn 525
Table 5.30 Leading 20 products by hospital purchase value in 2008-2009................... 526
Table 5.31 Changing Hospital Drug Consumption Patterns 1999 — 2009..................... 527
Table 5.32 Chinese Retail Market for Western Medicines by TCs 2008-2009.............. 531
Table 5.33 Leading Ten Chinese Retail Pharmacy Chains in 2009 by Sales................. 532
Table 5.34 Top 10 Chinese Retail Pharmacy Chains in 2008 by Stores...........cccccceu..... 533
Table 5.35 Leading 10 Retail Pharmacy Chains by Revenues in 2009 ............cc.ccooveee. 534
Table 5.36 Chinese OTC Drug Sales by Therapeutic Classes 2005-2009..................... 538
Table 5.37 Leading Chinese OTC Brands (Chemical Drugs) in 2009..............ccccueeneee. 538
Table 5.38 Leading Chinese OTC Companies in 2009..........cccovrieeiiniiniieneseeseenienn 539

Table 5.39 Sales of Pharmaceutical Chemical Finished Products by Regions in 2004. 542
Table 5.40 Hospital Drug Markets of Key Chinese Cities/Regions in MAT 3Q/2009..543

Table 5.41 Shares of 16 Major Chinese Regional Markets in 2006 .................ccccuvennee. 544
Table 5.42 Regional Market Shares for Imported Drug Products in 2006 .................... 545
Table 5.43 Regional Market Shares for JV-made Drug Products in 2006..................... 545
Table 5.44 Regional Market Shares for Local Drug Products in 2006.............c..c........ 546

Table 5.45 Market Share of Imported Drugs in Ten Major Chinese Cities in 2Q, 1995548
Table 5.46 Hospital Market Shares of Local, FIE and Foreign Companies 2002-08....548
Table 5.47 Hospital Market Shares of Local, JV and Imported Drugs 2006-2009........ 550
Table 5.48 Market Shares of Local & Foreign Cos in Retail Drug Sales 2004-06........ 551

Table 6.1 Number of Cities Accounting for 90% of the Market............cccccvevvvveinennenn, 579
Table 6.2 Chinese Pharmaceutical Distributor Sales in 2007 ..........ccccovvviiiniiienennnne 596
Table 6.3 Chinese Pharma Distributors with the Highest Growth in 2008.................... 598
Table 6.4 Leading 20 Chinese Pharmaceutical Distributors in 2008................cccevennee. 598
Table 7.1 Comparison of Diabetes Patient HbAlc levels at CHCs and Tier |11 Hospitals
........................................................................................................................................ 641
Table 7.2 Survey of MNCs over Impacts of Chinese Healthcare Reform..................... 649
Table 10.1 Pfizer’s hospital drug sales 2006-2000 ............ccooevrieieienenenineseeeeees 832
Table 10.2 AstraZeneca’s hospital drug sales 2006-2009...........cccccveverieiveresieeseenenn 840
Table 10.3 AstraZeneca’s hospital drug sales 2006-2009...........ccccceeveeieveereseesieennn, 846
Table 10.4 Novartis’s hospital drug sales 2006-2009 ...........ccccovereniininnienesie e 856

22 Copyright © 2010 by WiCON International Group LLC



China Pharmaceutical Guide 2010 (5" Edition)

Table 10.5 Sanofi Aventis’s hospital drug sales 2006-2009...........c.cccceveeveeveiieeseenenne. 864
Table 10.6 Bayer Healthcare’s hospital drug sales 2006-2009 ...........ccccccoeeviveiiireieennnn. 872
Table 10.7 GSK’s hospital drug sales 2006-2009 ...........c.cooererimieienenene e 879
Table 10.8 MSD’s hospital drug sales 2006-2009...........ccccceeiereerneinsieene e 887
Table 10.9 Novo Nordisk’s hospital drug sales 2006-2009 .............cccevveveevieiienieseene. 893
Table 10.10 Eli Lilly’s hospital drug sales 2006-2009...........ccccoeriririinneniienee e 906

Copyright © 2010 by WiCON International Group LLC 23



China Pharmaceutical Guide 2010 (5" Edition)

LIST OF CHARTS
Chart 2.1 Output Value Growth of the Chinese Pharmaceutical Industry ....................... 82
Chart 2.2 Revenue Growth Rates of the Chinese Pharmaceutical Industry 2001-2009 .. 83
Chart 2.3 Segmentation of Chinese Pharma Industry Revenues in 2009 ...................... 84
Chart 2.4 Segmentation of Chinese Pharma Industry Profits in 2009* .............ccccceenee. 84
Chart 2.5 Sales Margin Trend of the Chinese Pharma Industry 1997-2009.................... 85
Chart 2.6 Distribution of Pharma Industry Sales by Ownership Types in 2009.............. 89
Chart 2.7 Distribution of Pharma Industry Profits by Ownership Types in 2009............ 90
Chart 2.8 Application ProcedureS OF APP ..o 166
Chart 2.9 Flowchart — Revocation Procedures Of APP .........ccooviiiiiiienenie e 167
Chart 2.10 Re-examination Procedures Of APP ..o 169
Chart 2.11 Infringement Settlement Procedures of APP..........ccccoocviieviieiecieene e 170
Chart 2.12 Size and Growth of Chinese Retail Pharmacy Market 2000-2009............... 205
Chart 3.1 Administrative Structure of Food and Drug Regulation in China ................. 265
Chart 3.2 Functional Departments of the SFDA..........cooeiiiiie e 272
Chart 3.3 Application and Approval Procedures for Clinical TrialS............ccccceevvernennee. 320
Chart 3.4 Application and approval procedure for imported drugs (1)........cccecvervvenenee. 323
Chart 3.5 Application and approval procedure for imported drugs (2)........ccceevervvreenee. 323

Chart 3.6 Supplemental Application and Approval Procedure for Imported Drugs (1) 324
Chart 3.7 Supplemental Application and Approval Procedure for Imported Drugs (2) 325
Chart 5.1 Growth of Per Capita Healthcare Expenditures in China 1990-2009............ 483
Chart 5.2 Core Product Sales Composition of Chinese Retail Pharmacies in 2007-09.531
Chart 6.1 Structure of the Chinese Pharma Distribution System in the Old Days ........ 558

Chart 6.2 Approval Process of Hospital Drug Purchase............ccccceeeveninininieicnene, 575
Chart 6.3 Hospital Market Potential ASSESSMENt ProOCESS .......cccevvviveieerieciieseerie e 578
Chart 6.4 Type of Clinical Trials Conducted in China in 2007.........c.cccceecvevveiiverncnene. 582
Chart 6.4 Pharmaceutical Distribution Channels in the Urban Areas..............ccccevnee. 601
Chart 6.5 Pharmaceutical Distribution through Retail Pharmacies...........cc.ccoceovvinnen. 602
Chart 6.6 Pharmaceutical Distribution in Sub-urban and Rural Areas............cccccveueenee. 603
Chart 6.7 Dominant distribution models used by MNCs in China...........ccccccovvevveenenne. 611
Chart 7.1 Average number of patients seen per condition, per week...........cccccevveeenne. 639
Chart 7.2 Prescribing habits of physicians at Level 111 hospitals and CHCs................. 641
Chart 7.3 Breadth and depth of hypertensive prescriptions at CHCS ..........ccccccevvvreenee. 642

Chart 7.4 Expected Changes to MNC Marketing Strategics after Healthcare Reform.. 651
Chart 7.5 Expected Changes to MNC Marketing Strategics after Healthcare Reform.. 652

24 Copyright © 2010 by WiCON International Group LLC



China Pharmaceutical Guide 2010 (5" Edition)

TABLE OF ABBREVIATIONS

ADR - Adverse Drug Reaction
API — Active Pharmaceutical Ingredients

APP - Administrative Protection of
Pharmaceuticals

AmCham - American Chamber of
Commerce
CCCIEMHP - China Chamber of

Commerce for Import & Export of
Medicines and Health Products

CNCM - China National Corporation of
Medicines

CAPC - China Association of
Pharmaceutical Commerce

CNY - Chinese Yuan

CRO - Contract Research Organization
ED — Erectile Dysfunction

FDI - Foreign Direct Investment

FIEs — Foreign Invested Enterprises
GCP - Good Clinical Practices

GDP - Gross Domestic Products

GLP - Good Laboratory Practices
GMP - Good Manufacturing Practices
GSP - Good Sales Practices

IFPMA - International Federation of
Pharmaceutical Manufacturer Associations

JV - Joint Venture
M&A — Merger and Acquisition

MIIT - Ministry of
Information Technology

Industry and

MOC - Ministry of Commerce
MOF — Ministry of Finance
MOH - Ministry of Health

MoHRSS - Ministry of Human
Resources and Social Security
MNC - Multinational pharmaceutical

companies (in the context of this guide)
MR — Medical Representative

NBS — National Bureau of Statistics
NCGHSR - National Coordination Group
for Healthcare System Reform

NDRC - National
Reform Commission

Development and

NPFPC — National Population and Family
Planning Commission

OECD - Organization for Economic
Co-operation and Development

OTC - Over The Counter

QA — Quality Assurance

PRC —People’s Republic of China
R&D - Research and Development

RDPAC - R&D-based Pharmaceutical
Association Committee

SATCM - State Administration of
Traditional Chinese  Medicine and
Medicines

SDA - State Drug Administration

SFDA - State Food and Drug

Administration
SIPO - State Intellectual Property Office

SMEI - Southern Medicine Economic
Institute

SOE - State Owed Enterprise

SPAC - State Pharmaceutical Admini-
stration of China

STD - Sexually Transmitted Disease
TC — Therapeutic Class
TCM - Traditional Chinese Medicine

USFDA - US Food and
Administration

USTR - US Trade Representative
VAT - Value Added Tax

WM — Western medicine

WHO - World Health Organization
WTO - World Trade Organization

Drug

Copyright © 2010 by WiCON International Group LLC 25



EXECUTIVE SUMMARY

James J. Shen

China’s economy is already the third largest in the world. Its foreign exchange reserve
stands second to none. In the next three years, China’s GDP is expected to grow between
7-9% per annum, while the overall compound annual growth rate of the pharmaceutical
market (2009-2013) is projected to be 24%.

Sustained economic development is foundational to growing healthcare expenditures; in
China, healthcare spending CAGR (2006-2011) is expected to surge to 20%. Rising
levels of disposable income, meanwhile, are laying the groundwork for higher
out-of-pocket expenditures for healthcare and pharmaceutical products.

Continuous double-digit growth in the past two decades has convinced even the most
conservative industry analysts to offer optimistic views about the future of the Chinese
pharmaceutical market.

Recap of Chinese pharmaceutical sector last year

Despite the global financial crisis and economic slowdown, the Chinese pharmaceutical
sector maintained its high growth in 2009. The uninterrupted growth was driven by
improved order of the Chinese pharmaceutical market place, exits of small and irregular
competitors, relatively more stability in drug regulation, increased government
healthcare funding and surging market demands.

Output value and sales value of the Chinese pharmaceutical industry rose 21.02% and
21.19% respectively, reaching CNY 940,305 million and 896,589 million last year,
according to the National Development and Reform Commission (NDRC). Affected by
the falling export sales, the 2009 growth rates were 2.6 and 1.4 percentage points lower
respectively than the same for 2008.

The output value of the chemical drug sub-industry rose 16.80% to 483,183 million in
2009, while that of biological products rose 23.97% to 211,168 million. The growth rates
of both sub-industries were substantially lower than those in 2008.

Also noteworthy is the much higher growth rates of new product output for the
pharmaceutical industry and chemical drug sub-industry at 28.38% and 25.30%
respectively, indicating a shift to new generations of drug products.

The Chinese hospital market surged 27% in MAT 3Q/2009, while the Chinese retail
market and vaccine markets grew around 15% last year. In the meantime, the growth of
the Chinese OTC market continued to be slower than other market segments at nearly
10%.

Many leading Chinese companies, including Hengrui Pharma (+57%), Shanghai Pharma
(+100%) and Fosun Pharma (+250%), reported sharp profit growth last year, suggesting
improving margins for large pharmaceutical companies. Industry-wide, however, the
profit growth is expected to have been lower than that in 2008.
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Rising global importance

With sharp growth and advancements on many fronts in the past two years as backdrop,
the global importance and influence of the pharmaceutical industry in China is beginning
to emerge.

The following trends serve as good indicators for the rising importance of China in the
global pharmaceutical sector.

&=

Rapid growth of the Chinese pharmaceutical market — Regardless of the wide
ranging estimates made by different information sources on its size, China is
now one of the largest drug markets, and by 2020 (if not earlier) will be the
second largest market in the world.

The importance of China to MNCs has been rising fast — the country is
important not only because it offers a fast growing and potentially huge market,
but also because it plays critical roles as a manufacturing base, a critical source
for APIs and raw materials, a hotspot for R&D outsourcing and in-house
research centers, and a potential source for drug innovations. Most recently,
some MNCs upgraded their Chinese business units and moved regional
headquarter operations to China to improve competitiveness.

MNCs seek faster growth in China - With worsening performance in their
traditional markets, MNCs are under increasing pressure to grow their China
business, the flagship of their emerging market operations, bigger and faster;

Chinese companies see opportunites in overseas expansion — Despite being the
dominant API supplier to the world, China is investing heavily in the past few
years to gear up its preparations to become a major supplier of generic drug
formulations to the world;

Overseas funding helps the growth of Chinese companies - More and more
Chinese pharmaceutical companies have become listed in overseas stock
markets, in particular the United States, and the resulting financial strength of
these companies will help facilitate their rapid growth in China and
internationally; and

Acquisitions facilities faster overseas growth - Chinese companies are
beginning to consider acquisition of foreign companies as an option for fast
growth and market penetration in developed markets, as shown by Wuxi
PharmaTech’s acquisition of AppTec in 2008.

China strives to build up an innovative drug industry as its long term goal

The Chinese government has always stated that it wants to have an innovative
pharmaceutical industry led by large and research-based companies. At the same time, it
has consistently welcomed foreign investment and encouraged integration of the local
industry with international companies.
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To achieve its goal, the Chinese government has adopted industrial and regulatory
policies that favor research-based multinationals and large domestic enterprises, and at
the same time, it has improved market access for foreign companies, strengthened IP
environment to foster innovation and, most recently, cleaned up the country’s
marketplace to ensure success of larger and innovative companies.

Because of this, China has won increasing trust and confidence from foreign companies,
most notably from R&D-based multinationals, who are boosting their investments in the
country not only to expand manufacturing and marketing operations, but also to move
some of their critical business operations and to transfer core technologies to the
country.

Today, China is well on its way to develop its pharmaceutical industry side by side with
the research-based multinational pharmaceutical companies. With the ongoing
restructure of the global pharmaceutical industry in the backdrop, the fate of the Chinese
pharmaceutical industry and those of R&D-based MNCs are increasingly linked together.
As this bond grows stronger and deeper, it becomes a path of no return for both sides.

China will be, as its long term policy, committed to supporting new drug innovation as
well as growth and development of research-based multinational companies in the
country, while, at the same time, attempting to foster the rise of its own large and
innovative companies at the same time.

On the other hand, China faces the daunting challenge of securing the essential
healthcare needs of its entire people. As the country’s economy continues to grow, the
need for new medicines and high quality healthcare will also rise. While large domestic
companies are best-positioned to fulfill the essential healthcare needs of the nation in the
short- and medium-term, innovative MNCs are certainly better -suited for the task of
satisfying higher level demands.

Despite short term regulatory corrections, administrative changes or healthcare reform
uncertainties, the long term direction and present development path for China’s
pharmaceutical sector are unlikely to be altered in any significant way.

MNCs in search of higher and broader growth in China

In spite of the turbulent market and regulatory environment, innovative multinational
pharmaceutical companies (MNCs) have managed to establish a solid foothold and
accumulated their business strength in China in the past decade.

During the period, MNCs have consolidated their bases and organizations in the country,
gained absolute control in their joint ventures, expanded sales and marketing networks,
improved on IPR awareness and enforcement, quietly increased their influence over the
Chinese government and its policies, and most importantly, successfully fostered an
industrial and market environment that is now relatively more friendly to them.

Big pharma companies fared well in China again in 2009. The country is already one of
the largest overseas markets for most MNC companies and it is on the way to become
the largest for many in the near future.
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Pfizer reported overall growth of between 25% and 28% in China last year, while that in
its other emerging markets was only 12% to 14%. Bayer Healthcare and Roche also had
growth higher than 20%. All three want higher growth in the near future.

With global pharmaceutical industry restructure accelerated, most MNCs stepped up
their China business last year through strategic adjustments and additional investments.
Besides, a score of companies including Roche and Bayer Healthcare upgraded their
China business units to facilitate higher business priority of and top management
attention on China. Roche even moved its Asia Pacific headquarters to China in late
2009 and Bayer said it may even move the HQ of a global business unit to China in the
foreseeable future.

MNCs are resorting to a wider range of new and existing strategies to fulfill their
growing ambitions in China including:

Horizontal business diversification: In addition to the traditional urban hospital and
retail pharmacy markets, MNCs are now diversifying horizontally into a range of other
business areas including vaccines, generic drugs and consumer healthcare products.
They are also broadening their business activities in China from mainly local
manufacturing and sales to R&D, sourcing, global logistic chain and
licensing/partnerships.

Vertical market expansion: Eyeing opportunities and market expansion brought by
China’s healthcare reform, MNCs are also working hard to penetrate into lower tier
cities and the urban community healthcare market.

M&As, JVs and licensing deals: Although many MNCs were actively looking for
acquisition targets in China, the outcome was meager in 2009 with only one such deal
made by Novartis to take over Chinese vaccine company Zhejiang Tianyuan Biopharma.
However, MNCs were more successful with joint venture deals — GSK concluded two
such deals in the vaccine sector, while Sanofi Aventis formed a new consumer healthcare
JV.

New product launches: Most MNC companies announced plans in recent years to boost
their new product launches in China to help drive new drug sales growth, and the
strengthening R&D capabilities of MNCs in China will further support this trend.

R&D outsourcing market grows at breakneck speed

There are drastically different estimates of the Chinese CRO market size at present, but
everyone agrees that there was phenomenon growth for the country’s R&D outsourcing
in the past few years and the future is bright with highly promising prospects.

Leading companies in this sector have typically recorded triple-digit growth and are
expanding in both their sales and business scope at astounding speed in the past few
years. It is widely expected that strong financial support from venture capitalists,
investors and the stock market will lead to fast expansion of the major players and the
sector as a whole.

Despite its huge potential, the further growth of the Chinese pharmaceutical R&D
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outsourcing market may be limited by three factors: 1) Shortage of highly-skilled talents,
2) High upfront investment for startup companies, and 3) Relatively low IPR awareness
and weakness in the IP security of local CROs.

Competition became increasingly intensive in this sector as many new startups and
existing MNC CROs entered the space through a variety of means in recent years.
Besides, global service providers to CROs are also flocking to the country in order to
cater for the rising demands of their clienteles. This trend is help China develop and
improve the infrastructure of its new drug research sector rapidly, thus making it a more
important player in the global R&D outsourcing arena.

Challenges continues to cloud the future ...

Despite all the positive forecasts and encouraging trends, the pharmaceutical industry in
China, including both local firms and multinationals, is facing serious challenges that
may potentially jeopardize the future prospects of the pharmaceutical market in the
country.

Contradictions in Government Policies - There is no doubt that the Chinese
government’s economic policies and systemic reform spurred the rise of the Chinese
pharmaceutical industry and market.

On the one hand, the Chinese government wants the pharmaceutical industry to develop
into an internationally competitive industry with strong new drug R&D capabilities,
advanced technologies, and high quality standards; but on the other hand, it has cut back
state investments in the pharmaceutical industry, repeatedly slashed prices of drug
products and squeezed profit margins of the pharmaceutical industry through various
cost containment measures.

The Chinese government, however, is now determined to reverse the trend and pledged
to sharply increase government investments in healthcare dramatically in the years to
come, and we already saw improvements to this end last year.

Healthcare reform initiated on various fronts -After extensive public hearings and
debates, the State Council of China finally approved and released the official healthcare
reform plan, "Opinions on Deepening Pharmaceutical and Health System Reform” and
“Implementation Plan for Deepening Pharmaceutical and Health System Reform
2009-2011" in April 2009. The release of the two documents represents initiation of the
new round of Chinese healthcare reform.

The fresh healthcare reform initiative will have comprehensive and far-reaching impacts
on the pharmaceutical industry, and is triggering another round of restructuring of the
industry. Launching various reform experiements may be a pragmatic and effective way
to settle differences between government agencies for the time being, but the final
outcome is hard to predict and may come at high costs. To the pharmaceutical industry,
the reform experiments will create more regulatory, policy and market environmental
instabilities and turbulences in the short term.

Cost-containment Measures - In its desperate attempts to control the rapidly rising
healthcare expenditures, the Chinese government has introduced a matrix of
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cost-containment measures at national and local levels. These measures, including
repeated price cuts on drug products by the central government, have seriously disturbed
the normal operation and profit margin, causing sharp increases in administrative costs
and resources, and substantially narrowing the profit margins of pharmaceutical
companies, both local and foreign.

Intensive Competition and Industry Consolidation - The Chinese pharmaceutical
industry, which was once dominated by large state-owned enterprises, slowly
disintegrated in the past 25 years into a large number of small enterprises with similar
product portfolios. By 1985 there were only 1,377 pharmaceutical manufacturing
companies in the country, but the number rose to over 4,000 in 2008 in spite of ongoing
consolidation and compulsory GMP implementation.

This has led to intensive competition and to the rise of unethical and illegal practices in
pharmaceutical sales and marketing. Cut-throat competition among local generic drug
manufacturers has also resulted in shortening product life spans for generic drug
products. Most local pharmaceutical companies are trapped in a vicious circle of low
R&D investment, poor innovativeness and product differentiation, price competition and
low profitability. Compounded by the effect of government price control and cuts,
many pharmaceutical companies are suffering from heavy losses, and most small
companies are expected to be out of business in the near future.

The government’s strategy to ““support the big, and let go of the small” in the past did
not produce the desired result. Many large state-owned enterprises simply became
bigger and fatter in size, rather than stronger, more competitive and more profitable.
Valuable capital and resources drawn from the government and the stock market have
been largely under-utilized without delivering the expected performance.

Rising Conflicts between Local and Multinational Companies - In the 1980s and early
1990s, local Chinese and multinational pharmaceutical companies had focused on the
collaborative parts of their mutual relationships. The honeymoon period was over in
the past decade, however, with both sides growing stronger in their own ways and
beginning to concentrate more on the competitive parts of their relationships, leading to
rising conflicts of interests between the two sides, especially in the area of IPR.

Rampant Counterfeit Drugs - AmCham China estimated that between 10% and 15% of
drugs sold through the retail channel in China are counterfeits. Not only do counterfeit
and fake drugs pose serious public health problems for China, but also the country is
now one of the biggest exporters of such products. In the past, drug counterfeiters in
China developed poor quality fakes, but today they are producing high quality
counterfeit drugs.

Market outlook for 2010

The demographics show that the Chinese population is not only sizable but also aging
and increasingly beset by chronic diseases. An estimated 10% of the total Chinese
population will be over 65 by 2015. The new demographics are fortunately happening at
a time of economic prosperity.
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Chinese healthcare spending (2006-2011) is expected to surge at a CAGR of 20%,
according to IMS Health. Rising levels of disposable income, meanwhile, are laying the
groundwork for higher out-of-pocket expenditures for healthcare and pharmaceutical
products.

The growth of the Chinese pharmaceutical industry is expected to be steady but slower
in 2010, according to Lin Jianning, President of the Southern Medicine Economic
Institute (SMEI) under the SFDA.

Lin forecasts that the economic climate surrounding the pharma industry will improve in
2010 with expanded BMI coverage and NDRL. The healthcare reform will boost the
Chinese pharmaceutical market by some CNY 20 billion in 2010, he predicted.

The total output value of the Chinese pharmaceutical industry is forecasted to grow 23%
this year reaching CNY 1,250 billion, while drug sales of hospitals, retail pharmacies
and rural areas are forecasted to grow 20%, 13% and 40% respectively.

Impacts of healthcare reform

The expansion of basic medical care system and improved infrastructure of primary
healthcare institutions will lead to additional growth of the Chinese pharmaceutical
market, especially the generic drug segment. Higher government funding of the BMI
programs may in turn translate into broader BMI coverage and higher drug
reimbursement levels. On the other hand, the rising use of essential drugs may create
pressure on sales of more expensive drugs.

Although the central government will be responsible for setting the rules and
“coordinating” healthcare reform experiments nationwide, local governments are
expected to be the dominating forces in local trials. Various local “circumstances” will
be ranked high in shaping the local reform packages. In addition, reform measures in
public hospitals are likely to create certain turbulences and chaos in the hospital market
in 2010.

Vision for the future

Despite increased government funding and expanded coverage of the BMI programs,
growth spurred by healthcare reform will be limited in the long run.

The ultimate fruit of the Chinese healthcare reform will be the creation of a healthy and
streamlined healthcare environment under which patient needs can be better met by
more robust and efficient healthcare delivery, management and insurance systems.

As China’s healthcare expenditures continued to account for less than 5% of the
country’s GDP last year, the growth potential should be huge. The healthcare needs of
the Chinese are clearly depressed under the present system and must be released through
a reformed healthcare model.

In addition to a universal basic medical insurance system, China needs a well-established
commercial healthcare sector (with Chinese characteristics) to meet multi-layered needs
of its people.
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In conclusion ...

Despite the anticipated growth, we believe that the future outlook of the Chinese
pharmaceutical industry in the near future will continue to be heavily influenced by new
government policies in areas such as healthcare reform, drug pricing, drug registration,
basic medical insurance and healthcare administration.

Disputes and debates among stakeholders over the Chinese healthcare reform will persist
even after the release of the final official healthcare reform plan and the process of
reform has just started.

In the next three years, varying regional policies, local protectionism and characteristic
experiments will almost certainly result in a more fragmented and chaotic healthcare
marketplace. Pharmaceutical companies need to be vigilant, prudent and flexible to
navigate through troubled waters.

As the importance of China’s pharmaceutical industry grows and its bond with the world
fortifies, its future fate will no longer be isolated, but will instead be increasingly
intertwined with the global pharmaceutical marketplace.
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