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485 : WTO = World Trade Organization; TRIPS = Trade-related Aspects of Intellectual Property Rights; CNIPA = China National Intellectual Property Administration
'Yy, P (2020) China’s Innovative Turn and the Changing Pharmaceutical Landscape. https://scholarship.law.tamu.edu/facscholar/1441/

2 Ding, J. et al. 2011. From Imitation to Innovation: A Study of China’s Drug R&D and Relevant National Policies. Journal of Technology Management & Innovation, 6:2.

https://www.scielo.cl/pdf/jotmi/vén2/art01.pdf

BIChe, J. et al. (2021) China’'s Newest Examination Guidelines: Post-Filing Supplemental Data for Compounds (Part I). https://chinapatentstrategy.com/chinas-
newest-examination-guidelines-post-filing-supplemental-data-for-compounds-part-i/

¥ Huang, H. et al. (2020) China Promulgates Fourth Amendment Patent Law. https://www.jonesday.com/en/insights/2020/11/china-promulgates-fourth-
amendment-to-patent law#:~:text=The%20amendment%20will%20come%20into,to%20align%20with%20international%20practices

BI'Wexler, B. et al. (2021) Takeaways from Recent Implementation of China’s Patent Linkage System. https://www.paulhastings.com/insights/client-alerts/
takeaways-from-recent-implementation-of-chinas-patent-linkage-system
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Ding, J. et al. 2011. From Imitation to Innovation: A Study of China’ s Drug R&D and Relevant National Policies.
Journal of Technology Management & Innovation, 6:2
https://www.scielo.cl/pdf/jotmi/vén2/art01.pdf

Zhihua, L. 2019 Pharma companies move up the value chain
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485 : CNIPA = China National Intellectual Property Administration
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485 : R&D = research and development; CH = Switzerland
1 Ding, J. et al. 2011. From Imitation to Innovation: A Study of China’s Drug R&D and Relevant National Policies. Journal of Technology Management & Innovation, 6:2.

https://www.scielo.cl/pdf/jotmi/vén2/art01.pdf
12 Chinese Statistical Yearbook

BI'Mills, M., Zhang, A. and Kanavos, P. (2019)
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485 :R&D = research and development
12 Chinese Statistical Yearbook

BI'Ministry of Science and Technology, China Science & Technology Statistics Data Book 2021. https://www.lse.ac.uk/business/consulting/assets/documents/Gilead-
Pharmaceutical-Policy-in-China-Final.pdf

I BCIQ (April 2022) from McKinsey Report. Unchartered Waters - Can European Biotech Navigate Through Current Headwinds? https://go.biocentury.com/rs/731-
BYF-828/images/BioEquity%20McKinsey%20Report%202022.pdf
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3RilF: CAGR = Compound annual growth rate; MNC = multinational companies
485 Innovative molecules defined as new molecular entities (both chemical and biological) in China
1 National Bureau of Statistics of China, Chinese Statistical Yearbook

2L, S., Angelino, A., Yin, H. & Spigarelli, F. (2017). Determinants of FDI localization in China: A county-level analysis for the pharmaceutical industry.
International journal of environmental research and public health, 14(9): 985.

11 CEIC
THu, W (2017) FDI in China during 2017 Shows More Cautious Approach. https://www.china-briefing.com/news/fdi-trends-show-cautious-foreign-investment-china/
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BIClinical Trials Arena. 2022. The great wall: why overseas sponsors are yet to fully tap into China’s clinical trial resources. https://www.clinicaltrialsarena.com/
analysis/china-clinical-trial-challenges-cta-exclusive/

11 GBI, McKinsey analysis;

Bl 1o, C. (2018) Is China the next great hope for the pharma industry? https://www.pharmaceutical-technology.com/features/foreign-pharma-companies-china/
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# puglisi and Chou. 2022. China’s Industrial Clusters: Building AI-Driven Bio-Discovery Capacity. Centre for Security and Emerging Technology.
https://cset.georgetown.edu/wp-content/uploads/Chinas-Industrial-Clusters.pdf

¥I'China Association for Science and Technology. 2021. Judgment of strategic emerging industries and development proposals for the 14th Five-Year Plan (Part 2).
https://www.scimall.org.cn/article/detail?id=5072584
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M Ding, J. et al. 2011. From Imitation to Innovation: A Study of China’s Drug R&D and Relevant National Policies. Journal of Technology Management & Innovation, 6:2.
https://www.scielo.cl/pdf/jotmi/vén2/art01.pdf

121 https://ncses.nsf.gov/pubs/nsb20206/international-collaboration

B EvaluatePharma
¥ Campbell, J. R. (2013) Becoming a Techno-Industrial Power: Chinese Science and Technology Policy. Issues in Technology Innovation No. 23
B PWC. Investing in China’s Pharmaceutical Industry - 2nd Edition https://www.pwc.com/gx/en/pharma-life-sciences/assets/en-pharma_03-26-small.pdf

161 Xia and Gautam. 2015. Biopharma CRO industry in China: landscape and opportunities. Drug Discovery Today. https://www.sciencedirect.com/science/article/
pii/S1359644615000768#sec0070
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' National Center for Science and Engineering Statistics
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I Chemical Abstracts Service. 2022. Global Science & Technology Trends Report: Gene and Cell Therapy R&D

BN, J. et al. 2017. Obstacles and opportunities in Chinese pharmaceutical innovation. Globalization and Health. https://globalizationandhealth.biomedcentral.

com/articles/10.1186/s12992-017-0244-6#Fig2

BIZhang, Y. et al. 2022. From academy to industry: China’s new trend and policies on academic technology transfer. IAM Media. https://www.iam-media.com/
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B Atkinson. 2020. The Impact of China'’s Policies on Global Biopharmaceutical Industry Innovation. Information Technology & Innovation Foundation.
https://itif.org/publications/2020/09/08/impact-chinas-policies-global-biopharmaceutical-industry-innovation/

¥ Analysis of GlobalData Clinical trials database

BIClinical Trials Arena. 2022. The great wall: why overseas sponsors are yet to fully tap into China's clinical trial resources. https://www.clinicaltrialsarena.com/
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485 : NMPA = National Medical Products Administration

" Ding, J. et al. 2011. From Imitation to Innovation: A Study of China’s Drug R&D and Relevant National Policies. Journal of Technology Management & Innovation, 6:2.
https://www.scielo.cl/pdf/jotmi/vén2/art01.pdf

2 ThePharmalLetter. 2017. China loosens grip on clinical trials, improves IP protection to boost innovation. https://www.thepharmaletter.com/article/china-
oosens-grip-on-clinical-trials-improves-ip-protection-to-boost-innovation

BIClinical Trials Arena. 2022. The great wall: why overseas sponsors are yet to fully tap into China’s clinical trial resources. https://www.clinicaltrialsarena.com/
analysis/china-clinical-trial-challenges-cta-exclusive/

1 Baker McKenzie. 2019. Clinical Trials Handbook Asia Pacific: China. https://www.bakermckenzie.com/-/media/files/insight/publications/2019/healthcare/ap/
dsc125067_clinical-trials-handbook--china.pdf?la=en

I Cairns. 2017. China's new clinical trial regulations a win-win for all. Pharmaceutical Technology. https://www.pharmaceutical-technology.com/pricing-and-
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M Ding, J. et al. 2011. From Imitation to Innovation: A Study of China’s Drug R&D and Relevant National Policies. Journal of Technology Management & Innovation, 6:2.
https://www.scielo.cl/pdf/jotmi/vén2/art01.pdf

2 Chemical Abstracts Service. 2022. Global Science & Technology Trends Report: Gene and Cell Therapy R&D
B WIPO

HI'WIPO Statistical Country Profiles cited from He, A. 2021. What Do China’s High Patent Numbers Really Mean? https://www.cigionline.org/articles/what-do-chinas-
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Bl Giniat, E. et al. 2011. China’s pharmaceutical industry - Poised for the giant leap. KPMG. https://www.elsi-project.eu/fileadmin/user_upload/elsi/brosch%C3%BCren/
DD/Chinas_Pharma_Industry_- KPMG_2011__REPORT_.pdf
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Abbreviations: NCE = new chemical entity; NMPA = National Medical Products Administration; EMA = European Medicines Agency;
FDA = US Food and Drug Administration; IND = investigational new drug

¥ Su et al. 2020. Trends in innovative drug development in China. Nature reviews drug discovery. https://www.nature.com/articles/d41573-022-00077-3

B Su et al. 2022. Trends and Characteristics of New Drug Approvals in China, 2011-2021. Therapeutic Innovation & Regulatory Science. https://link.springer.com/
article/10.1007/s43441-022-00472-3

PI'Xie et al. 2019. The rewards of regulatory change: Launching innovative biopharma in China. Deloitte. https://www2.deloitte.com/content/dam/insights/us/articles/
R722481 The-rewards-of-regulatory-change/DI_The-rewards-of-regulatory-change.pdf
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FDA = US Food and Drug Administration; IND = investigational new drug
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M Ding, J. et al. 2011. From Imitation to Innovation: A Study of China’s Drug R&D and Relevant National Policies. Journal of Technology Management & Innovation, 6:2.

https://www.scielo.cl/pdf/jotmi/vén2/art01.pdf

2 Zhihua. 2019. Pharma companies move up the value chain. ChinaDaily.com.cn. http://www.chinadaily.com.cn/global/2019-07/26/content_37495602.htm

BI Atkinson. 2020. The Impact of China’s Policies on Global Biopharmaceutical Industry Innovation. Information Technology & Innovation Foundation.

https://itif.org/publications/2020/09/08/impact-chinas-policies-global-biopharmaceutical-industry-innovation/

I Diao et al. 2019. Unlocking Access To Novel Medicines In China - A Review From A Health System Perspective. Risk Manag Healthc Policy.

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6927264/

11 Jain et al. 2017. Structural and procedural characteristics of international regulatory authorities. Nature reviews drug discovery.
https://www.nature.com/articles/nrd.2017.135

I GlobalData report cited from Miseta. 2021 Report Reflects Huge Growth of Clinical Trials In China. Clinical Leader. https://www.clinicalleader.com/doc/report-

reflects-huge-growth-of-clinical-trials-in-china-0001
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(GhaRaE NG ER BRI iR BE W ARNBERATRAETRE, &M
T BE AT AR

SRR

GPBRFENGEBE)TAT RIENER R EHITIRABER, XEERE T M7

HEZTEHAEH
RERSIBEFRIAARDHITRACERANPERXIFHUANBRNER, BROMNSRAE
ANAEBEMLARIET “BCREANGTAE. &R IZE S AT RAFLMNA" 2

XRE T BEFIA AT EFEHITARMERT AN —ESEM A TED, BIEAXERRIR
VA 7S EE Tzl

BABBAMRESKB—LEBREBATABERIXE 9 SN IR B FF X N, B B RHTHREY
AES B, REI AT

T2 RS e RERERNARMNERGTREE T | ARBR FimA RAORE, “ B2
120195, ERAGmEEEF/EZ N4 MRMERSTT IRR XA Z (IND) BRiEH, 3%
BT RHIEQERZH

Abbreviations: FDI = foreign direct investment; IND = investigational new drug; NPMA = National Medical Products Administration
1 The Negative List for Foreign Investment (2021 Edition)

12 China Briefing

BIZhong Lun

¥ Deloitte
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EHMRERRRILH WM INSIRANAEB R RS T RBINFIINRE

7£2019-20205F 8], EEWR 5| T RAEMFIZITIINGEEKRETE, H#X
ERPENREZ (951781031 EM48MHA)

% - EEWEZEEATT (nuclear acid therapeutics) s SN HiE#& AT B Y
FE B, 2021 FFK T 24N NBETE , MPEEWR T 5.0

AN SN A EEAEE T, BAE N TEAAEANELETE

@ (2022453 SIS BAFIZE10) 1

@A . RETHIEAER N, BRG] T ARSI T B R AT
g,

FEPATEIEH W B ERKE IR

Abbreviations: FDI = foreign direct investment; IND = investigational new drug; NPMA = National Medical Products Administration
Bl Pharmaceutical Technology (2022)

161 Pharmaceutical Technology (2022)

I Kearney FDI Confidence Indices

1 Mercurio, B. and Kim, D. (2015) Foreign Direct Investment in the Pharmaceutical Industry: Why Singapore and not Hong Kong. Asian Journal of Comparative Law.
doi:10.1017/asjcl.2015.12

TUN ESCAP (2022)
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BIFRE R RY & BANE T KAV G R ZS Rt

HIENEZ (BEARITFNPOANTRURGFIZRIEEZ) SEEIFHGmE
#EEFiELd <

SHAlEERERO

RF—RINGEEERNE, RERY EHIHAKREIRILM, XABEHRKT ARz M
PAM, PEHAEHEES R EM XA NEFEEARERR:
20184, REFZ EHHLAE 05 tb X EMERER1E 728 AM31 A2

ST HTB0EOIZ5 GHIFE S AP 002%) , BAE S IRERIEH ST FERM > A T8
FEMIER,

X TF—RTIERS:
ERAGmuEEER(NPMA) A @it 03] 8 RIVEENHFIR;
REMHARBSHATRA—EONITRABRERIR;

X E = 2 M O 29 AR R AR E R i E RN R R o

Abbreviations: NPMA = National Medicinal Products Administration; PMDA = Pharmaceutical and Medical Devices Agency

Sy, L. et al. (2023) Trends and Characteristics of New Drug Approvals in China, 2011-2021. Ther Innov Regul Sci; 57(2): 343-351
2 Deloitte (2019)
Bl Atkinson, R. D. (2020)
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ESUIL P

EEERAmEEEIER (FDA) I ZHIARE R IEHNRIEE SR A,
FDABY R ER LAY BIZ PR A I E AR &RIZHY (9244K) .14

% © E20006F2, RIEEE. MEEHAG e FERFOERE R —EERE
54,1

BAZREST SRS S (PMDA) R #E UM B XEEE | mmis

@ BEERZE, H313K.1
- DERRRH AL — 5 MIRE YA

- ¥ EAERIFERB (The Health Sciences Authority, HSA) S E @4
@ MRS BN B S ERLIL T AccessBE 2 (Access Consortium) o

MEMEYIR TS 3811%I (New Active Substance Work Sharing
Initiative, NASWSI) RiZEXBA S 1ERITRIZ —, EEXNTEE#HITHES, M
M=, !

Abbreviations: FDA = Food and Drug Administration; PMDA = Pharmaceutical and Medical Devices Agency

¥ CIRS

151 Batta, A. et al. (2020) Trends in FDA drug approvals over last 2 decades: An observational study. ] Family Med Prim Care; 9(1): 105-114
51 HSA

11 Pink Sheet

HERERIFIMRINE T Em D I

61



BIFTE SR B & RAE | 5 & WA

¥§;igg?&s'ﬂ%’ﬂkilzE%Lﬂﬁﬁﬁﬁﬂ&iﬂﬁb?ﬁﬁﬁﬁ FRIEIN, (BHEETHEMAR
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Abbreviations: GDP = gross domestic product; OECD = Organisation for Economic Co-operation and Development
" OECD
2 Ding, . et al. (2011) From Imitation to Innovation: A Study of China’s Drug R&D and Relevant National Policies. Journal of Technology Management & Innovation, 6:2
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FHEWEWHLNREREEEHEERL FREKF, HYEFGDPHY
0.29%, H 1, BRI FEIE o B X —SZ 48 RI43%, B

20215, FHE BTN 1T LR RS (5/LLF) 1i2& 7 10%“, HE
R R BRWER REEREY A2 T BFEIR AR R 2RI AP

BRITIFrEEE SIS MR UL B S I A SRR IR0, (I L2 @ik
Z2)(The Orphan Drug Act) BUFE U0 (B 212018 FERBEIRIN A & AR 4<HY
50%, BTEN/925%) , REBFNHE R RAREIER (FDA) ME AR
Bk

) L2 SFRUEE %2 (The Orphan Drug Credit) B 81 3 1E 32 E LA S M X #
TR EEHR YIRS, F190, NREXEHITIARFER AR ERT,©

Abbreviations: FDA = Food and Drug Administration

BIOECD
I MNE Tax

15 Kesselheim, A.S. et al. (2019) Pharmaceutical policy in the United States in 2019: An overview of the landscape and avenues for improvement. Stan. L. & Pol'y Rev., 30, p.421

1l Moss Adams

HERERIFIMRINE T Em D I

63



E/RIEE SR (DELPHI PANEL) 41t : QIR M E A Y
X LR O 1IE TR & R E ISR R R IE

64

{2/RIEHIA(DELPHI STATEMENT)

PERACIFEERRO S URI BB/, ENEFE—LRRE—FRSEFMEFHE
EHEIERS . HR RIS AR .

a) GIERFENAEBE)RILINERAENARMEBER AT RAHRTRE, 0T
BEATRRERRE

b) ™WHENEZ (BEHRINPOANRRURMGHIZHRIELTZ) FHEIFAmMEH#
ENIEIPURIS

() BABRZENKTEERES, BEMRERISRHAENASETSEMEASHS
Hi0kFE
89%

Value of IP for health and growth



{B/RIEE R4 (DELPHI PANEL)EI & E

ELIFBERIMEN R R L, REBES T EAMR, XEBFm T E XK RIBHE
shANa B HIERE o

REQIFMEAFENINEREEEZIFE R, BURNAADRR BB =P FU#HTT
B ERBERRE, BB AL KR EE A LU — B iR Fo

EPESIFFRNEF NI 65



HBRAF MBI E Z B9 & RALA : 25 on i S EE R I
(REGULATORY DATA PROTECTION)

Hmid IR RIPCEMETHRZ AR, THERITHETE

SRR

20014, fEANIAWTOR—&RSD, REFIENERH U FLANAYRHEEDFNHRIAR
HHRFRIPE B, MNPNERE —LERIEN, Ll F S F R E” BRRE X W

20184, REHA A EEIRRF/(NMPA) A T (A mit i BIRRIP LD (B17) ), BEH
BERER D ZDERNEFZ (innovative drugs). EWIFEATT & (orphan drugs)#1) L
BEEZ A% (pediatric drugs)iefit T 6 ERIEURFRIFHER, ReIFETBEYHIR(innovative
therapeutic biological products)igfit 7 128 IR HA, @

20224, — UL E TSRS — BT B A B RN AR BRI IE L SRS
HEGEE ORI ER, 2

NMPA AT LA 28 it B0 EUR RIFEA AR IE A AR F s B T B S FE R BB M Hf (R IZ S EUE
SR IE St TE LA R 2 R R ER RIP A XA IR,

ERIVAA, XM T BRAm FEEMERRHHH—TPRHECEN. RN, BB AR E
BRI LA “BUH X TR IR BRI BISMAE” -

Abbreviations: NPMA = National Medical Products Association; RDP = regulatory data protection; WTO = World Trade Organisation

1 Cheng, W. (2019) Protection of Data in China: Seventeen Years after China's WTO Accession. European Intellectual Property Review, 41(5):292-297.
21 Han Kun Law Offices (2022)

Bl Ropes & Gray (2022)

¥l Yang, B. (2022)
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XEHA MR HIERPHIERNTE,

EEE, M FHESEE(small molecule new chemical entities)i
B5EMEIEIR 5% (data exclusivity), BT ABIFMEREST 7% (new
indication of a previously approved therapy) & 3EAEIRIR S,
EYFl G (biologics) B4FRIEHEIR SF 12F M 7Ih S HA (market

exclusivity),®

Abbreviations: RDP = regulatory data protection
5 Copenhagen Economics (2018)
© Hoen, E. (2022)

TERUM, FE G 2580 B 8 BV R TR S X T ERUETT ARV IERIEST
&, F XM R AE L LA AT A URE R R B & B Im PR3, ABAX
M7 A A RIS ERIM E R R ERL )

BE, MMNER =X TRREEZ MILERRE (European Commission’ s
proposal for revising the general pharmaceutical legislation) 342 i
WEIRRV R L RIFAAMBELERZE] T 645,

XIMREE T Al RS EBEUMBYSIFRIF R, IR 3T —E4iT,
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IR NH E AR B % BALE | T FHHPRGER (PATENT
TERM EXTENSIONS, PTE)

BEXTHERHERNAEPHRECESMAE. BHRRLHE

SHalEERERO

2021 FRIEREAERIETSINT TRIAHRRERFIE, LR R 25 L TR H PR S3
BYE IR, M

Bk, *MZERRR MBI 5F, Mt/ L ST AR A BT 145,
ZREPEETFSHARERSIETL TN &, HFEE— L@ ARE N :
ARIEE, 555 BTEWAIE X HEy” M N EE F A .

RIBSLHEAN E 2R, 4 mEFHARMMZERE], TRBRIPEER T HE ETHRYE, B
PR IZ A RIS N E

iR Z B MBI SE N,
XSBEFFEANFEETAENN Eh RS EREERNNETESHME,

Abbreviations: PTE = patent term extension
"' Huang, H. et al. (2020) China Promulgates Fourth Amendment Patent Law
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EEERHBHAIAREDH @RBEIERD

121 FDA (2020)
BBl Copenhagen Economics (2018)

19924, FUM B I N4 FE1RIFIEF (Supplementary Protection Certificates,
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ZHEHRSTUE) BEREETFINTY

EHES TR ENEERLG:
LZHEFRSTHER AN ERNE S RERMEME, RRZIFATHAT
X FRBEVE W SRZ BEMN, I SR EE SZHMEFIER

THESEFERTERIERT, SBERREARREERFIRZFIBEFH MREF
WESETR, MEBR 1L AN [E & FIAARIEEIFo

100%
- 75%
@ 45%
B
KR
Wy (BB) W (LEY) LSRPIREZIE> 147
TTARM

Abbreviations: CNIPA = China National Intellectual Property Administration; PRB = patent review board
TWIPO, Administrative Revocation and Invalidation Mechanisms: China

1 TAM (2020)

B TAM (2019)
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ARREKANB

IR

EE T FRAE N TREIE AR T8,

EEEFHFHF _EIFZER = (Trial and Appeal Board, PTAB) 5hE/ L )
SEE5THEEMN, AREFNNETRE S TIE BB LUIE S AR S
FTME S IFIRo

% © EUTREAL, THERESPER SRR
PTAB:23%BYPTAB/RTE B S WY Z F 2B L SV T FIBITE

MEEERNZ,

W75 AR  24%EFE SRR T 2B TH W EM T FIBIEK

EERERER.

Abbreviations: PRB = patent review board
BITAM (2019)
¥ Harness IP (2018)
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ARSI A RN R RS TS RN RS
(PRELIMINARY INJUNCTION)

5ERRtTEMLL, PEREFH EEEEMFRIPCERRE

SHAlEERERO

SR E B REVARIE TR IN5R 25 AT ] TR AT A
B0, EFEEEREAVEN, ATFED T RIFI IR LIHIE M
PAM, A TR MM EPEE TS EM S E A US ERRERS—

W R B BRXEN—MURZ BT aT EMENIEN ARG 7 (FIHFIES
=, R B E L AT AL HEER) EHE B RIE T A [ R TR Y

BT XELBRENET AR TR, M7 IRABAEVRERRMYE, 1552 HEXLERAR
3 R E E R E ST A2 R IR

1 PhRMA (2021)
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I 2SR SR ENERENR IRE 2L A E{NARR

HAEERERO

R TEEMEMN, PEVERREIGETZ < (Preliminary Injunction) 75 E AR &R,
20195, MM EMEHEESEEERRAEZRN TS RLEBEARS RIE?
PAT, ERLEEE, FINE RS IR SHIBARRT S 2
RIEARERMEY TRPBATEARITTARSEEFMERNRAETNERE

MUHME T “FIFHER NWEEER, R EARRRBRPBEMAEAORPIBAL
AR EZRI XL,

Z'Hogan Lovells (2019)

HEPESIFFRNEF @A 73



AP EAF R A RIE: TR

BIRSHMFE TAIREERRF RSN T R REER ERITR Z R

SHalEERERA

2021F EFEERIEITSINT ZmE 51 HIE (Patent Linkage System), E7EFHAHIZS
HEYHUZ (biosimilar drug) EHETRERfREF)ALH,

BEELHARTAEERIEFAMNEMANSFHFNEFHITECMS UL,
BAXZFEMIRFREEFRPN—NEXRHD, BHAFE LRI

HEMEEHENGITE AR EHRIFRZ G945 BB, (AHZ58 BahREOT
AN EHERIEFFH. XL HMESEE RN EEE .

HERE, fIgNAT 212 L AR 3R ERARTE FHHIUE EMRNARENMRMES,
rlaEE BRI E AR HAE,

SNREIFA R VAN KN ELZF TR ELWE STTRH BIEEZE—F LIF),
N =T e R m Im AR E IR R ST,

S/ EMRMA IR ERETFERN, SIFA IR T ERSERRF.

Kbl &AL B REAFM NS, BEEZRURRN G EZZ B ERRES
an T FEEHERIE Y

UT'Wexler, B., Zhou, M. and Sperling, M. (2021)
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FRERENB

IR

RIEFEEHatch-Waxman;£ZE(Hatch-Waxman Act) : @

E— MR EHBARIZIEIRIF 180K IR S (market
exclusivity), H52 2| —LiF MR EM A E RIZIR,

- RREEREFBG, )9 FhFIZ (generic small molecule drugs)i&
BapikiE30 ™ A L RIFERHA, XEF T ERLRIR AR,

Hatch-WaxmaniZZR S 7EE(R# QIS AR T ImEN Z B BT
1. ERRARE LBOARIBERE] T X— B 1R

© EHE, SEETENEHERASINE (KORUS FTA) #2mE #) §HEH E
BI5IN.

Abbreviations: KORUS FTA = US-Korean Free Trade Agreement

2 Raju, K. D. (2022) Patent Linkages and Its Impact on Access to Medicines: Challenges, Opportunities for Developing Countries. Access to Medicines and Vaccines.
https://doi.org/10.1007/978-3-030-83114-1_12

Bl Shepherd, J. (2016) Disrupting the Balance: The Conflict Between Hatch-Waxman and Inter Partes Review. JIPEL, 6(1)
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E/RIEEFA(DELPHI PANEL)45iE : RE R E T NsaEiR
;*2%%]%1215%@1975@@%7%#%5, B{hAEH—TTE
S

{=/RIELID(DELPHI STATEMENT)

REBLEE T#EY, BRENIRFNEHENTE—T TE, LH—T 5.

a) WZ5mit iR R P (RDP)SEEFMIEEH DR Z B MIBIARRE, BIAIx T “WHk=F
SR M R RE A9 BRE X E SR IT R E AT B

b) BXEFBHHIER (PTE)MENAMENEE S HAE, BRHRIRFH L

¢) TRTHEE R HREIRFIMEIRE, SEMNH LI IR E R Z BRfAR
#, BNEEF B ERMRIK, BT EEFEMNEHNEELRIEK

d) RIELEANESE, TFHRMERIEN U ST FRIPSERNRFEME
HYIE RLAE

e) PELEREMAIGET RS A EAMNRT
f) EFEEHERIERFEREFIERE, TAREFNEESE—P =E

g) BRI EFEFFFRFEE: LN HBHRTEREEFRIF; (NEBH
EFFIREYRBRA BERIR T L F

EEMEIE

IRk F

4

/i

100%
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E/RIEE R (DELPHI PANEL)4E it : Y aiav28 @it i
BFRIPERMEFNFIERE UZFFEGIFIFSIE K

{=/RIEHIZ(DELPHI STATEMENT)

RN EYIHIZ 8 — D & RAVEI R T B B L M it 18 SR R HI E R SEhEAD
WITRZ, UNEHFIERXTERE MR, TR SRR UG

R L Fi &,

L0k

\

90%

B/RIEERA(Delphi Panel) EEHE

FERNDRF NG EARRNERNEEEE T IFMNIFTECIRIREYT B, HATEE
HE5# T IR L,

MTEFE—LHkE, THRE U RPEZ iR i SR AIR = N RIF R E 5 E Frtn okt

TS ELRY,
PEUMEMERMMKEEHESENLRNZ), FEFPEFENSLER
A& H,

HERERIFIMRINE T Em D I

77



E/RIEERA(DELPHI PANEL)EEE : = E. FUMAN B 4sp9 24
X B SRR IPE ST H 25 61 Fh

=/RIELLIN(DELPHI STATEMENT)

EHKRFMHRITHRKEBIER, B CEMER, SXE. BN B ARIRELRRIE
REF—2 BB EMFA W FEPENHAT LNERKR R,

’
o

KF

N

~
v

80%

BRIEE R4 (Delphi Panel) B EHE

ETRAMGR, BRI BERIPEERP N —EEMENAHESER T —E4
W5V E R EH TS AN A,

HAth S 25T (R E. KON B A) A NS E 5T TREM G LI, MR SR
X AR 2 m R RIF R AT TIE L, ELIR SNE SR E ARV EIE R ANR
PSEE, HAREHMEKELEAPRS WA, WEFEE R RERLE TR0k

ERP, BEFENEIFENRFEH—PEK,

78  Value of IP for health and growth



E/RIEE R (DELPHI PANEL)4EiE : tN R & FltI EHELS
EI; iﬁ’jiéﬁé%%%éﬂﬂ&%, BAEMHRIZIFNENSEBEE X

{=/RIEHIZ(DELPHI STATEMENT)

TE TG E LB S E R ESSEARRT, B8 RT MR FRVZF R H B MHIT X
BHENL FRENFRPGENIRR L AT KT AR RN RIPSEEFITRE
TRAR T B E B2 7= A B9 BlHT, 1 INER & SEsh AR5 £

£i0k

\|

100%

ERIFERA(Delphi Panel) EIEHHE

ERIRF G EARRIRSGE, KEBANE T ‘Bl ERE NERMMXES
& B B2,

PENEMIDEESR X EMXBHERARULEERGEN. PEA USEXLE
EZRAIBLINEL, MFHHEABRMITER QBN EHBIRFRP. BEZMBEAN TR
HAGER) MO LAEEE, MR PERSIFTERNE K.
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BIFRIA IR — P e ERISF R

NRPERSRFMRNZRINTSERF?

EMEIX PR, PERGIFHIFRELE T ERNE, SEEIFENEMN. K518 KM BEIR
SeUHRTT AR RTREMELE M,

RERF T XEHD , FEREIFFIES EMERBILNE #—P i EN=IE), Fal 2 EAIR
ARG E 7S E B/RIFLIRIAN R ERIFIF R E— D A ER NN BEAA R B E RENE
PMEIFTHERREARF T

{2/RIEHiN(DELPHI STATEMENT)

YNR AR E#E — T o SR EERIF R, R AR SRR IR RIFBIBUITIONE, SR ). T H5E
BnEE, REBERSMSERIRIHT, R T

a) EYEHTUEIFESNZIEN, AJRESHREZHRY). TR R IBEMIRRIXILHE
BB M.

b) IEMBEIF ARSI BZRINEEZR R F AT RIE K N PEZF AR
EH T A G EMELS 1T RIRAL, MTTH RS F W o

c) HTFTXLRIFELD, BERF M. OB RP R,

=

7N

\I
-0

KF

100%
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S R—TEMFIRTMIZEERN G &

AT ENH—DNECIFHIFIR AT R, TR T —FER KRB RFIRRE KEE
B757E. XM T3 A S INTERPATIE Z K FHL T EMEU A R VIR S PRI R 5 7EE Mo

XA ENEREZELT FNABLAN —HRIHIRIPEE T4, TRNA—BEIANIOR
FRELHE—P BUA QTR A AR P AR, HR BT S S5 HEtRRIE KORE ] gE S S AR L
BRI 7 R MBERUHH RIS 718 KWERHHIHRIFT .

{#4RIEHIA(DELPHI STATEMENT)

NRAEREH— P E H RN R, BRIMFRIE, ALV K EHUREERS
N F 75 EEKEER R SALEE LS 7 QA AR A B R #H BB IA T 1742

pliny

HiAKF

100%
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MEPERFEKERNGZ

F—T hENEEEK

IR LA R, B E AR SRS R AR A0 24
i

BEFRE, RS XA F]AMIENE S FIEKE
(CAGR)

iR E  FEl

=%
wB s
Bﬁ—““{%g%

[

485: CAGR = Compound annual growth rate
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HRASLEN IR EF X BEERENZ
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=L HENEKRESR

FNPEGTRMER:

a) PHFEKER, HRAPEERRSZFMREZK
CAGRERHTHIEETRT

b) BIEKER, HFESHERAMRERESEKEMEF

AR E R

Ll = = = = = = = = =<

485 CAGR = Compound annual growth rate
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ZPIER 5 E K EHEREIRE B SRy eIHH A
R INBERZ = E MRS

EREGIFFEIRAIRAE:

. EENIGEBISRIFE, FR R AR AR
2. EHIENZRER LS hEABIER
3. EIVIEREIRIHERDEIRN

[y

4. BRTUEZERPLRENERESERIE, UETFHNTUMRRIER XMENTAEE
MR B R EIEEN, AAEXNERB UL ERKR, TERSAIENLUE

KBHETW
Fhhnig 5E BZ

20024, &I FIR 1Y « 20074, (BFEE), Naa + 20074, FLFRRIZ @it

&R 2 iR IR IR WEIERIPEAMGELEK
384 (GBHEIZR=0401001

20044, FrnK-=E « 20065, “EYIR AR EBF (BAES )

BHEZBESMEU.S.- % T HEZ23HRI (Bio-Vision - X EFRE DT

Singapore Agreement) 2016) (2004-2007)

. I

, TN58 T KR == 46 = 20084E, “577 41" . 20064, “BIEF 2534

20044, (& F (BIE) &

=)

86  Value of IP for health and growth



o

. FE
A 14.112
A3GDP 1256637

(& Hhhnsg

AH

5457
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BRI BTSRRI ERIE KB’

BRIt E EHillithx [5iY.- %2 ]
EMAEYEZRZHAR Zmbft &z &S 1000 AHY
YME10008RENES ESFEKE
FIEKE
R EE IS
- HEYAAENESFEEKE(CAGR); IEAERN o oL k%
R 3.1% 9.6%
A= HI E A SR R - FIg K
- BETFREIRFAGIEMNE A4S FSmI YA R 3L 5
#9E T &= KBS (Paced growth scenario)
0f® 0,
. EFEAFREROTIE KT 3.7%% 4 11.5% 4
LR EM UFTECE-SiRE K
- BETFREFIRFAGHIEMNE AU FTSEIY RiF 355
B9NN3E 1L K 5 1E (Escalated growth scenario)
4.1% Aa 13.4% Aa

© BETF=AEMNARERNESEKELY

485 CAGR = Compound annual growth rate
*Excludes Japan due to lack of available data

**As growth has been very high in recent years, we divided the scenario growth rates by two to provide a more realistic projection
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ERIFE kiR B=INER

BREMEARNESEN  EMSGERETINES
= KR

FREEEIEK

- FESMAFHNESFIEKE(CAGR); RIEAFHY

) )
SRR 0.6% 5.0%

AP HIEE A S SR - 1 <
+ BT EANAR AU B Efth 3T BB IR SChE

BE T & KIS S (Paced growth scenario)

9% 4 7.3% A
- BFRARRERN TR KRS R i

HIAF= A5 EE A ST R - =R I 1<
+ BT EANAR AU B EL RS E R 4T SCHE

B9NNIE K 1515 (Escalated growth scenario)

1.4% aa 1% aa
. BT CAEFHRERNES KR ° 8.1%

485: CAGR = Compound annual growth rate
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BRI ER(1/2)

Bl RAETEIEKIER

H&CAGR#3.1%,
BREEEHR

BlUARERRNENFNENES

— E&iEK - - H& hEgRiss - — REEKRE=R

PEEEYFEYEFRF BRI I AR RN,
hEEKERKR, REFUEIBAMNE, EXER R IENE S EMIE KRS,

485 CAGR = Compound annual growth rate
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SiEigKiES, CAGRIE
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e
s
@ 100 iEHICAGR¥9.6%,
@ KIEERS
< 50

0
—_— mEEK - - BHa hFIERKBS - - EHEEKES

PEMFIZH R X HELEIRE
RN

485: CAGR = Compound annual growth rate
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BRI ER2/2)

HZGTI Mk ERAIE K

Potential increase to

- 180000 1.4% CAGR
€ 160000
o
o
@ 140000
Q
& 2 120000
x o
- ©
.8 % 100000
§ 8 80000 Current slow CAGR

[}

(
g £ 60000 of only 0.6%
33
5 &= 40000
o 20000
@
Q0
:E; 0
2 © (N D WO QB O D PN PGP P PR
B EEE TSP S E S S S S
Previous growth == = Baseline Medium growth scenario == «= High growth scenario

©EER, PENGIZLRIERKER, RLEEESERKERT, PENMLEREREREX
R AER,

© R, XESMERRT RELIEKIER, MRBLHIZ RS KRS 2120145 LITRY
K, LR B E R HIF R

485: CAGR = Compound annual growth rate
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' 45000 £ CAGR
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ﬁ 40000
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% 30000
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¥ 20000
-
H&
& 15000
X
210000
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H 5000

0

O N b X D 0 A DO O NS A B b A D O D
NN A NN NN ANPNDPAT ALV QAL AL D
AT A AR AR 4D 4D AD 4D AT AR A AR D AR AD 4D 4D D 4D QD
Ehigk - — Hif
REIEKES - = SEEKES

EFBRAIARERS, URFRRAEE SR T TRENEN ZEEM, Fkx FhEFR
W, BMEERFERERT, ATRERIEKEIFE R,

485: CAGR = Compound annual growth rate
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—FRMENA R LR THE
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FRERK [SJE3 .S
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1. 2 SPEEEVFIZIFRIFIRLEPRIHD
REIEZRA—1T BRI TZIFEMELS IFMFIE

B L2380 ALK, REREYELTIFEIREIE K, 521 7 QI AIR A B SR AT 4
HERfo

BREFRTESNZFEEIT. EANHLIFIIE 2008F-F5) MEW L& RALY
(2012-2020%F) FZE R EIFT I RIFIENIR = 1UHI ERYE L, B /X Lot 7 ERTI#R .

SUFIFIRRIEE R T QIR 5T ER B IR IR R <

ERUIRRIEFER R X BEIT L, REEE ER20F AR E 2ETRH TTZANE K. £
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FRE SIFRIF R R R ERSIE]
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