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PREFACE

Address by Mr. Zhou Hui, President of CCCMHPIE

WWIW COCWMERE ORGLCH

Dear frisnds and partners:

Against the backdrop of global economic slowdown, profound
restruciuring and uncerainties in 2019, the Chinese healthcare
foreign trade witnessed strong growth, Statistics of China
Cusloms revealed a total import and export rade volume of
145.691 billion USD, up by 26.858%, the highest since 2011.
Europa, Asla and Morlh America were China ' s oo three rading
partnars in terms of healthcare foreign rade. US continued 1o
ba China's top 1 trading partner, followed by Germany, Japan,
India and Ireland.

Since the beginning of 2020, an unexpecied cutbreak of Noval
Coronavirus (COVID=139) quickly became a global pandemic
that inslanily conmects the health of everyone logether. We are
facing a health threat unlike any other in our lifetimeas.
Meanwhile, the virus |5 spreading, the danger s growing, and
Wi have no other options bul to stand and act together and ook
afler gach other,

In the era of profound transformation, as a responsible national
Industry association, China Chamber of Commearce for Import &
Export of Medicings and Health Products(CCCMHPIE), together
with thie Chinese Realthcare mdustry, shall work closely with all
pariners and friends, to serve as the link between the
government and the industry, domestic and overseas markels,
and pave the way for smoath, successiul and haalthy busness
for the industry.

Zhou Hui
Prasident
CCCMHPIE

m



Chart 2: China’s fop ten importing countries (Unit:100 million USD)
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2. Registration and Certification at Stringent Regulatory Authorities
US market

MDA

On Movambaer 15, 2019, BeiGena's self—cevelopad BRUFINSA (zanubruftinib) raceived accelarabad
approval from FOA as a freatmant for mantle call kmphoma (MECL) in adult patianis who have
racaved at leasi one pror therapy.

AMNDA:

In 2019, FDA granited B08 AMDAS and 149 tentative approvals, of which $2 ANDAs ware given o
Chinesa drug comganias, or 76 active substances from 28 manufacturars, Fosun Pharmaimainty its
affiiating Gland and Yaopharma), gained the most raembar of ANDAs] 16}, followsd by Movasb{12].
Fosun pharma, Movast, Hsun Pharma and Sungan Phanma had saen increases n the numbar of
AMDAs compared with 2018,

FDA Site Inspaction:
From Jamuary 15t to Dacembar 315t of 2019, 200 Chinase facilites were evaluatad by FDA as in

compliance with apolicabla laws and regulatons (ncluding 949 sites for drugs, 45 sites for medcal
devices and 56 sies for health and nuntional products).

EU market

Tha murrber of CEPs acojuirad by Chinsss corrpanias iotalsd 247,
According o EudraCP |, So far ihe Chiness cormpanies galned 453 EL GMP ceriificates, Including
47 galred n by Decamber 10, 2019,

BriE MHPE b )

WHO PQ
Medicines: By Fab.5, 203, thare are 37 madicines passing WHO PO,

Active ingredients: By Dacembar 19, 201%, thera have bean 56 APls passing WHO PO, nchading
24 APls newly approved in 2019,

Vacclnes: & products in total, including Japanese Encaephalitis Vaccna (liva, attenuated), Influenza
‘Yaccing (Split virion, inactvarted), Hepatitis A (Human Diploid Call), Inactivarted (Adult), Polio Vaccina
— Dral [0 Bivalant Types 1 and 3, Hapatitis A [Human Diploid Call), Inactivated (Pasdiatric).

IVD: By Doc.18, 2019, there have been & VDs passing PO, including [ ONE STEP &nti -HIV {142)
Tast,Rapid Anti -HCV Tast,One Step HIV12 Whole Blood/Sarum/Plasma Test,Diagnostic kit for HIV
{1+2) antibody (colloidal gold) W2, Rapid Test for HW )

‘Vector CGonfral: & products passed PO,

Annial Highignes of Chna's Healihcans indyesing 2013
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PART ONE

Progress on The Internationalization of The Chinese
Healthcare Industry

In 2019, China's haalthears import and axport volurne Bolh 58w an incraase from the previous yaar,
making a record high since 201 1. Europa, Asia and North America were China’s top three trading
pariners in larms of healthcars foraign trade. LS continued 1o ba China's fop 1 trading pariner,
lollowed by Cermany, Japan, inoka and (reland. Undar the Bail and Road Initialiva, these have baan
quicker paces of oversass invasiment, M&A, license-in and licensa-oul. The deapaning of
heallhcars reform in China continuad to unleash new marke! opporiunilies. The numbar of
interatnnal ragistration and carliiicalion acquired by Chinese companias was also on tha riss.

1. International Trade Performance

Overall trade performance
Tabile 1: China's healthcare trade performance in 2019{Unit:100 million USD)
Cinrmmngsd |ty Expaort YoY%  |Impori YoY% Import& Export YoY%
Tatal Tia3 14.6 TR 475 1455 51 2585
TGM 40,14 282 2155 1593 8175 .05
Hrbal euracts 2372 0,19 848 16 85 32.11 4.1
TCHM firished aroducis 763 045 393 -2.51 £.55 -1.68
TCM prepared sices 137 1032 3158 2582 14,56 13,68
Heakh products 247 .21 5.56 24.77 g.03 1602
Pharmaceuticas A1108 1148 4202 6256 840.29 3277
APIS 136,53 12.1 107.5 24.7 444,34 1481
FOF 410 0.23 1881 5278 240,13 a2z
Biothemicals 13186 2128 1226 15798 185,78 10802
Medical devices 2I02 145 26785 2084 554 BT 21.16
“edcal cansumatkles |- 4,76 5.8 2513 32 61 15
Medcal disansakies 5488 W8 4181 1855 5.5 2953
D o 12458 2361 18665 2338 311,21 23.48
Rerabiitation aroducts 67,11 11.5 2353 BAE 90,54 10.75
O 13.3 355 1031 1415 23 61 24.81

China’s total heaithcare frade volume: 145,691 hilion USD, 26.85% »
= Export volurme: 73,83 bilion USD, 14 8% #

= import volere: 71.86 billion LSO, 42.5%

- Trade surplus: 1.87 billion USD, B5.92%"

annial Highighes of Chna’ s Healihoans ndueing 5013



3. Mergers &Acquisitions

Owverseas M&A cases covered diversified fields in 2019, involving cases In blood
products, generic drugs, medical devices, COMO, CRO, blopharma, health and
nutrition,ete. While M&A has become an important step to break into the
international market as it helps to expand overseas distribution channel, extend
product line, conduct overseas dinical trials and increase markel share. In terms of
the target markets, the US s undoubtedly the most eve-catching market, while
some European companies seem 1o have bigger compelitive edges in specific niche
markets. The medical service market of Southeast Asla and nutraceutical market of
Ausiralia are equally affractive in the eyes of Chinese companies. The below table
prasents an overview of major overseas M&A cases in this sector in 2019

Table 3: M&A cases in the Chinese healthcare sector in 2019 (Equity participation included)

Trangacton Transaction  Areas Country of
modal g L trdgln off

Status
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1 T8 mllien frtri
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Ik usn
Histmie Eull {100%) waseita AN ua,
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Su Bk RS
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Licence=in & Licence-out

Licence in & out has become a new pathway 1o enrich the pipeling of innovative
blopharma players and launch in=depth cooperation with thelr overseas partners n
R&D, manufacturing and commercialization. In 2019, the number of Licence=In
fransactions totaled 80, with a special focus on oncology, Al lechnology-based
drug development, ophthalmology and cell therapy are also hot on the list. Such
partners are very much concentrated in the U.S, Eurcpe, Japan and South Korea., In
terms of license=out, there were 13 transactlons, Involving development of
anti-cancer drugs, nervous system drugs, immunctherapy and blood=lipkd lowering
drugs. The below two tables present an overview of license=In and license-out
cazes with ransaction volume above 100 millen LISD:

Table 4 : License=in cases warth aver 100 milllon USD

Pariner Company

Centanls of ihe Trads

Primeipis
Company
from China
Hovember  Pharracestical
b
F
Mavaries Em il
i Ll
Meverker
Mavernbes  BelGors ol
Oielnsar Beiare G Lid
It Thebiiipsa
Delngar Phar—atedicd
Calm
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duy Hidal Blaphanms
Agapr
uy Pharraspdicals
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Product-specific figures:

TCM: Todal Irade volurma B175 mil S0, (axport 4018 mil, import 2155 mil)

Pharmacauticaks: Tolal rade wolumes 8203 ba USD. (axport 41,1 bn, irmport 42,8 bn)
Medical devices: Tolal Irade voluma 55.49 ba USD, {export 28,7 ba USD, imporl 26.79 ba LSD)
Mutracewticals: Tolal trads volurmes B03 mil USD, (axport 247 mil IS0, impodt 556 mil IS0}

Tabla 2: List of CCCMHPIE member companias supplying to International organizations

Company names Calegory

Fluidiak YAME! INDUSTRY L TRADE SO, LTD.
ARHUI TIANKANG MEDICAL PRODUCTS CO
EELING BIC INSTITUTE BHOLGSIGAL PRODUCT
CHEMGDU INSTITUTE OF BIOLCEICAL PRODUCTS
CHIMNA RESOURCES ZIFHU PHARMACEUTICAL CO
FOEUN PHARMACEUTICAL DISTRIBUTION JARGEU QO LTD
WURANGIHOU DOUBLE OME LATEX PRODUCTS
GILE N PHARMACELITICAL COLTD

LR IN JEHU LATEX GO LT

MNORTH CHINA PHARMACELITICAL 200

GQiteGAD HAER BIOMEDICAL COLTD

REYOLMG PHARMACELTICAL COLTD

SHANGHAL DbHLLA PHARMACELITICAL SO LTD
SHENZHEM MINDRAY BIO-MEDICAL ELECTRONCS

SHENZHEMN FHLILIK MEDICAL AND
PHARMACGELTICGAL TRADMG COLTD

SOUTHWEST INTERMATIOMNAL MEDICAL
EQUIPKMIENT MALL GO LTD

TRANSRN YOSRKOOL INTERMATICNAL

WL ANBO MEQIGAL FOUIPMENT MANUFACTURING COLTD
XLAN SiWaY SCIENTIFIC BSTRUMENT COLTD

FHEHAME DAl MEDICAL INSTRUMENTE COLTD

THEJAMNG MEDICIMES & HEALTH

Figures by major markets:

134.87

G581

S o

WWIW SO WMERE ORGL.CH
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Labaraiory and Testing Eouipmant

fedical Eguinment

Pharmaceuticats, Comraceplives, Vaoodnos
Pharmaceutcals, Conlraceplives, Vacdnos
Pharmaceuticals, Conlraceglives, Vatcines
Pharmaceusicals, Conlraceplives, Vastines
Phiarmacbcas, Conlraceplichs, Vatsns
FRamrmeaLicass, Comracedtans, Vs
Pharmaceuticats, Confracepiioas, VWassrms
Prarmaceuicas, Conlraceplaes, Vacstines
Mabariad Handing kMachinery
Pharmacewtcals, Contraceptiees, Vaooires
Pharmaceusicals, Conlraceplives, Vacodnes
Labaralory and Testirg Ecupment

Pharmaceuicals, Conlracepiives, Vascnes

MMedical Equiprment

MMedcal Equiprmant
fedcal Equipmsant
Lakoraiory and Testing Ecuprant
Medcy Eoquinresnt
Modical Equinmant

Chart 1: China's top ten exporting markets (Unit: 100 million USD)



Table 5: License—out cases worth over 100 million USD

Decembear [ 3D Medicines | TRACOM, America

A axclusive and non=transferrable license to Tracon on KN=035 (a PD-L1 monoclonal antizady] far reatmant
of human Soft Tissuae Sarcoma in Amarica, Canada and Maexico,

Anfi-cancar: antibody

Cecember | Shanghal Henlius Blotech Co Lid [ Farma de Colombia, Columbia

Farma da Colombia antered into an axclusive license agraamant 1o commarcialize HLX-01 (Rituximah
|n,i'lv:1:itll‘|:| in Colombia, Pery, Ecuadar and Veraouela,

Anli-cancer: antibody

Movember | Pharmaron Belling Co Lid / Bayer Animal Health GmBH, German

Collaboration agreement for developing molecular medicines for veterinary purposes, Bayer enfered info an
agraament with Pharmaron to develop smal molecules using Chemistry, Manufacturing and Confrols (C3C)
service phatform for veterinary medicines, incuding aclive pharmaceutical ingredients, finished medicineg
products, to mest the requiremends of Baver in drug discoveny and commaerciakzation,

COMO

Movember | Hefel Cosource Pharmaceuticals Inc | Frulthy Medica, Australia

Agrgarment 1o invesligate Hefel Cosource Pharmaceuficals ' HYR-PB21 in a phase | study for agule
posloperative pain,

Mervous sysbam

| Movember | Wuhan University [ Populas Blopharmaceutical, Hong Kong

Colianorate 0 develop anti-Mav1.9 anibody for the treatment of pain,
Merous syshem

| October { Jiangsu Quanxin Blopharmaceutical Co Ltd | Seneca Biopharma, America
Sanaca Biopharma ablained tha licanss o develop and commarcialize padial Yuns's novel drug programs
wiorkdwide, including QXDDEN for asthma and abopic derrmalitis, Q004N for ankylosing spondyiflis and 50 on,
Imrrung Sysiam

September [ Beijing Health Guard Biotechnalogy Co Lid [ R-Pharm, Russia

Collanoration in developing and cormerclalizing ronavalart HPY vaccne in Russia by importing Baijing Health
Cuard Blotechnology's technology in manutscturing nonavakent HPY vaccine.

HPY vactine

Saptember | Shanghai Henlius Biotach Co Ltd | PT Kalbe Genexine Biologics, Indonssia

An exclusive llicense of commercialization (including and not lirmited fo export, Fmport, promotion, storage,
offered sale sale and &0 on) and commearclalization-related intelleciural property of the on—going prodwect
HL¥~-10 {recombinant hurren PD-1 monoclonal artibody inection) for the primary ndication, two combination
theraples and two other indications selectad by KalbeGeanaxne undar the agreamant in in Asla Paciic termbory
{10 couniries in total, Including Philippines, Indonesia, Malaysia, Singapore and 80 on).

Anti—cancer: antibooy

WAAWW COCMHERE, QR GLCH ar



| May /| Sumitomo Pharmaceutical (Suzhou) Co. Lid § Mochida Pharmaceutical Co Lid, Japan

Coflaboration for the developmant of icosagent ethy for Hypertiglyceridemia in China
Cardiovascular Sysbem

| May ! Manjing Leads Biolabs Co Ltd ! Pneurna Respiratory, America

Pneuma oblained an exclusive license on Leads Biolahs' technology of pulmanray delivery of antibodies and
molecular dregs, allowing Pnewssma to develop a battery of Leads Riolahs” immunoc—oncology monoclonal
antbodies and fusion prolein molecules, Bath parties would explore the pobeniial of pulmonary delivery using
Pneuma’s digial inhaler platform agains{ oncologic or immune—mediated luna diseases.

Anli—cancer; anfibody

May | HitGan Pharmaceuticals Ltd | Kaken Pharmaceutical, Japan

HitGen transfermad its cone tachnology platforrn of DkA-ancoded Brary design, synithesis and screaning, which
coversd ower 400 bion drug—Ske small malecular comgounds basad on dhiversifled skedetal structures. The
transfar included saveral lead cormpounds with noval structures, whose detabad tangets were not ravaealed.

Srall moleculs compounds

April | Adagene Ine § ADC Therapeulics, Switserland

ADE Therapeutics and Adagens entered into a discoveny collaboration and licenss agreamant to develon safe
artibody drug conjugate candidaies using Adagene’s SAFEbody™ technology against a solid fumor targat,

Anti-cancar: antibody

March ! Suzhou Sincvent Pharma Co Lid [ SinoMab Bioscience Lid, Hong Kong

Ralated fechnology and application of BTE tyrosine kinasa inhibitor (SM=1011) for autoimmung diseases,
fAnli—cancer; anfhody

In a nutshell, there are saveral features in M&A cases in 2019:;

Multinationals are focusing more on innovative dregs, particularly propelled by caniralized
procuremant strabegy, which will leave litle leeway for companies with only common products.

CRO busimess in China i getting more internationalized than ever, as many more Chinese
CRO companies are making heir presence ovarseas.

Medical device companias will quicksn paces of mergers and acquisitions 1o expand thair
scale and increase market panatration,

For companigs n this secior, the onty way out saems to be an axpandad pipaline and more
proactive approach in tha international market. & company's continued growth ralies heavily
an innovatees products baing brought into tha market, during which mergers and acouisitions
will not only ba a pathvway 10 gueckly expand thesr busiwess in the global markads, bat will ba
undaniabéy crucial for increasing market scale in the homa market,

Annual Hghignks of China' s Healihsang ndusing 2013



PART TWO

Health Sector and Industry Policies of 2019

WWIW COCWMERE ORGLCH

1. Health Sector and Changing Policy Landscape

China calebrated the 70™ anniversary of its founding in 2019, a year which also marked
the firat 10-year anniversary of the new medical reform, During the past one decada,
China stepped into a new era in the progress of its health sector, featured hy a
restructured government framewoark, an array of policies, and tangible cutcomes of
medical reform ranging from public hospital reform, universal health coverage, medical
insurance payment to drug supply system.

According to the National Bureau of Statistics, by the end of October 2018, the number
of health and medical institutions in China reached 1.01 million, an increase of
10,738 from the previous year. There were around 34,000 hospitals in total, including
12,000 public hospitals and 22, 000 private hospitats. Compared with the comesponding
period last year, the number of public hospitals dropped by 169, whereas the number of
private hospitals rose by 1720,

There were 956,000 primary-level health and medical institutions in China,
including 35,899 community health centers, 36,000 township hospitals, 621,000 vilage
health centers and 240,000 clinics. There were also 18,000 professional public health
instifutions, including 3,445 disease prevention and control centers and 3,113 health
suparvision cerntars,

The number of medical senvices offered are also on the rise, which could be ssen from
the bebow chart:

Chart 3: The quantity of medical services in China surges.
The numbar of inpatients [ Unit: 100 milllon persons times }

2012 &

wm
= Mutorvids .I-ud-piu.l uaﬂn mrpdical and Raalih



Against such a backdrop, a8 number of policies have been introduced to boost the
development of all segments. By the end of 2019, there were 245 policies relating to
medical reform (including that of medical insurance, medicines and medical services), of
which policies relating o medicings and medical devices accourted for 47% of the total,

representing nearly half of all medical reform documents.
Chart 4: Number of heaith policles issued in 2019
23
1 i I
ol R B

35
i | i
L
2. Major Industry Policies of 2019

Among all the policy documants relating to pharmaceuticals and medical devices, those
concerning drugs accountad for 73%, while those concerning medical devices accountad
for only 12%. Tha year 2019 was also a historical year for vaccines, as the first
comprehensive vaccine managament law was promulgated. It is expeacted that in 2020,
there will still ba promising prograss in the fallowing areas, just to name a few:

10

10
Il
A vl

"y O
%, OO

@ The generic drug eguivalency assessmant and medical reimbursement reform will
provide more apportunities for innovative products;

o Corpanies might consider innovation as their main strategy to win out in the nexi
round of competition, while the value heavily relies on price negotiation with the
redical securities authority;

@ China will gradually become a strategic hub for pharma companies;
@ Bip—pharma comparies will embrace unprecedented opporiunities;

@ China’s medical care services will continue to be shaped by digital communication
rrodel,

annial Highigres of Chna’ 5 Healihoang indeing 5018 a[4]



A Glance Over the Highlights of Major Policies:

A Science-based Legal Framework

9 The Vacecine Management L aw was passed on June 29th, 2019, making it the first
comprehensive vaccing management law in the world, and was put into official implemnentation
since December 1st, 2013,

a2 The Dy Adeimisination Law, considered to be the strictest drug administration law ever in the
hisfory of drug requlation in China, was put into official implementation since December 1st,
2018,

© Regulation on the Implemeaniation for the Food Safely Law af the People s Repubiic of China
(draft) was passed on March 28, 2018.

Clinical Trials

Improve the managemant of drug clinical trials

Fules On Drugy Clinieal Triads Orpanizations was Tormulated by NMPA and NHC, and was
put Into official implementation since Decamber 1, 2019, According 1o the new rule,
arganizations conducting drug clinical trials are asked (o be filed, instead of certified 1o
carry out clinical rials (the drug default CTA system was passed in 2018, according to
Notice on Adlusiing Drug Clinical Trial Review and Approval Procedures of NMEPA,
Mo.50, released on July 27, 2018).

Improve the supervizion and management of medical device clinical trials

8 |ssued the Suidelines for Medical Device Clinlcal Trial Deslgn and Technical
Guidelings for Accepiance of Overseas Maeokcal Devices Clinical Triad Data

Issued the Molce on the lssues Periainimg lo the Communication of Cincal Trials of
the Madical Devicas thal Raguire Aporoval, and the Aanouncemant on Adiusiing the
Aporoval Procadure of Magica! Davices Chinical Triads, According 1o the documents,
applicants are allowed to communicale with CMDE (Center for Medical Device
Evaluation) of MMPA aboul submission issues beforehand. Within 80 days after the
submission of the medical device clinical trial application, il the applicant does nol
receive any notification of negation {including request for expert consultalion meeting
or supplementary documenis), then it is deemed as consent for the dinical irial or the
medical device default CTA system). The approval resull will be released on the
CMDE website and inform the applicant, instead of via the form of an approval letier,
FResearches have been conducted (o use real-world dala (o assess the clinical risks
and benelits of products.

8 |ssued the Sasfc Reguiramants on Chinical Evaluation Document of Ciinical

Thal-Examolted in Viro Diagnosiics (Trial implementation); deafied the Seguialion on
the Expanded Clinical Trials of Medical Devices.

2 |ssued the Key Inspaction Poinls and Principles of Decision in Clinvcal Trials of
Medical Devices.

WWW SO MERE, ORGLCMN
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Regulation of the People's Republic of China on the Administration of Human
Genetlc Resources

The dacumeant was put into official implementation sinca July 19, 2018, stipdales specific
requiremants on wsing, storing, collecting and sharing human genetic resources in clinical
trials in China conducted by foreign organizations or entities set up by foreign
arganizations or individuals.

Clinical trials in hotspot areas(anti-cancer drugs):

Im 2018, a fotal of 474 anti—cancer drug clnical trials weara approved o be conduclad in
China, accounting for 21.8% of all dinical trials approved. From 2018 to 2018, there were
452 ragistered clinical frials initiated in the Clinical Trials Centear, of which 138 were
initiated in 2015, an increase of 31.4% over the previous year. Of the 127 IND trials,
3B(29.9%) wers in Phase |. There were 129 multicenter trials. Lung cancer and breast
cancer wers the most common, with 40 and 13 trials respectively. Trials on biological
antibody agent and small malecule targeted agent accounted for the largest proportion
(Data source from Slnical Trials Cenler 2018 Annwal Report of the Cancer Hospital

Chingse Acacermty of Medical Sciences).

Review and Approval

Drugs

8 Accelerale review and approval process for drug marketing

8 Promote drug innovation and generic drug development
~The development of Cataiag of A Dvugs Listed an the China Market
-Push forward the classification and registration of chemical drugs, changing the
definition of new drugs from "Mew in China” to "MNew in the world".
-Release the expiration information of drug patent rights and the list of over—
duplicated drugs
-Accelerate the consistency evaluation of the quality and efficacy of generic drugs

8 [Implement the legal liability of the marketing authorization holder
=Oirdery promote the pilot of Drug Marketing Authorization Holder (MAH) System
=Clarify the responsibities of MAH in the entire product (ife cycle
-Establsh the adverse reactions direct reporting system by b holder, and strictly
imvestigate and punish those who fail to report directly.

o [mprove technical capacity
=Improve technical evaluation system
=Iimprove review and inspeciion abity
-Establsh a team of professional inspectors
=Join ICH and enhance international cooperation

Annial Highigngs of Chna' s Healihcans induesing 2013
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Medical devices

Since the implementaiion of Soecia’ Examinaiion and Aaoroval Procecunes e lnnovaiive
Medlcal Devices fn X074, the number of products that entered into the special approval
procedures and got approved kept Increasing, The innovative development of the
indusiry is well guided and supported. Up watil July, 2019, 68 nrovative medical devices
have been approved io the market,

Ragistration of imported medical devices

& Apply the consistent procedures and standards on domestic and imported devices.
@ Consider the characteristcs of imported devices and domestic devices.

& Possible points to consider in the next step:
= The registration application of innovalive medical devices can be exempted from
providing the overseas markeling approval files;

= The applicant is allowed to submit sef-testing report for regstralion;

= Improve the management of domestic agents of imported devices and the
inspection on overseas quality managament system.

Pllot of MAH systemn

& Since 2017, the NMPA has approved Shanghal, Guangdong and Tianjin to start the
MAH pilot program.

& LUp until August 314, 2018, Shanghai has approved 10 products from ¥ companies 1o
register according to the piloting plan. 16 products from B companies entered the
prioritized registration and testing procedure, and 334 products from 109 companies
have the intention to join in the pilot,

@ Notice on Expanding the Medical Device Registrant System. No. 33 Notice of NMPA,
August 1%, 2018,

Outcomes (As of November 2018):

Approval timeline for drugs was shortened to 12
maonths on an avarage lavel;
Approval timeline for innovative medical devices and

prioity review were shortened by B3 days;

16 national-level new drugs were approved;

62 overseas imporied new drugs were approved;
The first domestic HPY vacting was approved;

The first domestic biosiméar riludimab was approved.

WWW CCCMHERE, QR G.CH 13



Tabla &: List of China-made new drugs fiald at NMPA in 2018

Chamical namas Manufaciurars indications

Polyethyiane Ghyool Loxenatide bnjecion Hansoh Type || diabeies

Flurnatink Mesylate Tablets Hansnh Ghranis mysiogenaus leukemia

Camnelizumab for Injpctian Hongrui Pharma Hadigkin's lvmpbama

Remimazolam Toslae Hangrul Pharres IPr e, anes e

hiraparinTosyate Meceanydrate ZaiLab m%‘&ﬂ:‘h‘: Ko,
B Garn Hodgkin's ymphama

Clomithrmnmycin Tonrgllan Group Uipper respiratary iract inlectian

prcs acors (S5 e, oo e

Pasonia Gramule Tor ireating cormibion Tasky Toursims

Sodium Oligomiannato Capsules{GV-E71} Craaraley alrngimer’ & dlsease

Berwilimod Cream Tiaj pharma Prsoriasis

China's regulatory international cooparation

Established bilateral cooperation mechanisms with 66 regulatory agencies, including
effective cooperative mechanisms with stringent regulatory autharities in the US, EU and

Japan,

Actively participated in ICMRA, ICH and PIC/S aclivities, and conducted regulatory
coordination and cooperation under multiateral cooperative mechanism including ECBS,
IMDRF, ale.

The MMPA assumed presidency in IMDRF in 2018, to actively join in and promote
international standards development of medical devices.

The NMPA becama (CH member in 2017 and ICH managemeant committes member in
2018, and 50 far has comprehensively participated in ICH standards building,
harmanization and translation work in China.

The NMPA has signed a comprehensive cooperation document with WHO in October
2019, launched comprehensive evaluation on NRA In vaccine management, and
enhanced communication related to WHD PO program.

Procurement and Distribution

Centralized procurement

Policles and Measures to Deepen the Medical Reform by Leveraging Drug
Centralized Procurement and Liilization, No. 3 of 2019 released by the Siate Council
Medical Reform Stesring Group, is often considered as a pathway to achieve Joint
Feform of Medical Insurance, Medicines and Medical Services.

Annial Highignes of Chna's Healihcans indyesing 2013
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Trend of centralized procurament in the future

@ ‘“alue—hbased purchasing: featursd by group purchasing and medical combos.
@ One—invoice system: to be paid by healthcare security autharities directy.

@ A nalion—wide unified publc procurament marketplace: an open platform with unified
code, standards and functions, supported by provincal drug procuremeant platfarms,
shall be set up to share resources and pricing information.

[Bccording to Nodice on the Second Balch of Drug Cenfralized Procurement, Mo 2, 2020,
Mational Healthcare Security Administration, Oadnvions on Expanded Piol Areas of Orug
Cenfralized Procurement and Uilization releasad joinfly by nine deparimeants, different
pravinces are allowed o form purchasing alliance o include all public health institutions
and army medical institutions on a compulsany basis and private medical institutions and
ratall drug stores on a voluntary basis. The joint purchasing office will carry out
centralized procurement based on 50-30% of forecasted purchasing demand reported
by participating medical institutions/dnug stares).

Traceability system:whole life-cycle management

On April 28, NMPA issued the Guidetine on Developing Dvug fnformalion Systam and
Reguirements on Drug Traceabiily Cods. The two documents sat rules on system
building and coding requiremeants on drug information system. On Decembar 12, NMPA
and the NHC jointly issued the Molice on Buiding Vacoine Traceabilily Sysfam, and will
initiate tha pilot in 7 placaes, Baijing, Tianjin, Inner Mogolia, Shanghai, Jiangsu, Hainan and
Chongqing. On August 27, the NMPA issued the Ruwes an LIOF Sysiem of Medical
Devices, and put into aclion since October 1st, 2018,

The above documents are considered to be real actions to ensure quality at the
distribution leval.

Payment Side
Medical Insurance Expense Reimbursement Catalogue
The updated medical insurance expense reimbursement catalogue was finalized in late

Movember 2018, The new catalogue included 2709 drugs, of which 37 drugs succesded
in ending price negoliations with the authority (see table 7).

Table 7: Medical Insurance Expanse Reimbursement Catalogue 2017 V5 2018 version

3017 3018 Hotes
Pharmascoulical Formulations 1287 1278 The updated version adds
148 product iypes (47
238 1396
TGM I,eru-;!ng witnic drags)  nciuding 53 efinks drugs)  Phamaceutical Formuta-

tigrs and 107 TCha)
Mpgotated dnige = a7

WWW CCCMHERE, QR G.CH
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Featuras of the new adjustmant:
1. Widened coverage of drug types: axtending to national essential medicines, and
drugs against cancer, rare diseases, chronic disease and pediatrics drugs

2. More attention given to innovative drugs: attention given to relativaly high—priced
patented drug, upon axpert review and vole.

2. Paymaent standards: largeted policy measures on diabetes and high blood pressurs,
the two diseases with over 300 million patiants in China.

DRG Reform

On Cetober 23, the Motice on the Technical Slandards and Grouping Blan for National
Pilod DRG Paymant, as well as two other documents— Technical Guideling for Mational
DRG and Payment, and DRG (China Healthcare Security Diagnosis Related
Groups-DRIG) Grouping Plan wers relsased officially.

Pharmaceutical companies should consider:
@ Shift their focus from single product only 1o a package of products, largeting at the

treatment of a discase,
0 Give more altention o the ability of treatment schutions on cosl conlral.

Annial Highignes of Chna's Healihcans indueshng 2013
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PART THREE

Trends and Outlook in 2020

WWW GG MERE ORGLCH

1. Trends

Updates on the Chinese Pharmacopeia 2020

The Chinese Pharmacopoeia 2020 edition will be put into mplernantation on December
1, 2020, It will include 5,911 monographs, incleding 2189 monographs newly added and
3,177 monographs revised. 10 monographs will be removed, and another & will be
reduced after product consolidation.

The main features of ChP 2020 includes:

Steadily increase the number of monograph inclided
Imiprove the national drug standards system

Adopt more mature analytcal techrigues

Imiprove requirements on drug safety and efficacy
Ratse standards on exdciplents

Strengthen harmonization with international standards
Strengthen the guiding role of the ChP

Imiprove the working mechanism of the ChP

Basad on scienfific, advanced, practicality and standardized principle, the ChP 2020
edition aims to enhance the core status of ChP in national drug standards in China., Thea
standards system and development processes are further improved, the standards
contents more rigorous and ara further alignaed with international standards, thus
incraasing the averall level of drug standards system. The ChP 2020 edition gives a
comprahansive ovarview of the currant status of China's drug industry development and
application of testing technologies. It will play an important role in improving drug qualdity,
ansuring drug safaty for the public, promoting healthy devalopment of the industry, and
anhancing tha nternational infience of tha ChiP.
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Improving healthcare security system

On March 5, 2020, the Central Committes of the Communist Party of China and the State
Councll released the document “Opinions on deepening the reform of medical security

systam.”

Maxt stap: Improvement of China's health care in the fulure would rely heavily on the
reform and efficiency of the health care system, instead of just increasing medical
expenditure.

Overarching objective: By 2030, a mullilevel medical security system shall be
aslablished with bagic medcal insurance as the mainstay, medcal rellel as the baselng,
supported by joint development of supplementary madical insurance, commarcial medical
insurance, charity donation and mulual medcal assistance.

Industry supearvision

@ Infroduce the third—party supervision

o Establish and optimize the credif managemeant system

@ Implement the big data dynamic and intelligent suparvigion

Procurameant

@ Further implemant drug and madical consumables centralized procurament,
establish provincial bidding platform for procurement, construct cross-regional
purchase aliances, and promate direct payment between medical insurance funds
and manufacturers,

2 Improve the medical services pricing mechanism, and enhance the accesgibility of
health care senvices,

Payment

& Focus on clinical neads, reasonable diaqnnsis and l.l"ﬂﬂh‘lﬂl"ﬂt, and appmpriat&
technokgies.

© Ensure the dynamic adjustment of the medical insurance expense reimbursemant
catalogue.

@ Accept "Internat Plus medical care” into the coverage of medical insurance, and
implement diversified payment modes special DRG-based payment as the cora.

Annial Highigngs of Chna's Healihcans indueshng 2013
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2. Annual Events and Industry Reports of CCCMHPIE

CHEXPO ASEAN

Organized by Ministry of Commerce of China, and co-organized by CCCMHPIE, the
expo has been held successiully for wo sessions, Over 200 enterprises exhibit and more
than 2,000 professional visitors from over 20 countries and regions attend the event each
vear. The axpo focuses on Iraditional products, medical consumables, medical devices,
rehabilitation, medical services, elc. A series of visits, professional forums and b2b
malch-making meslings will be held, which provide enterprises with a platform o develop
and facilitate their access 1o the international markels.

CPhl & P-MEC China

Each year, the show is held in June in Shanghai. Each year, the show attracts over 3,400
axhibitors from China and overseas and 70,000+ professionals from more than 140
counfries and regions. The expo has g2t up 14 exhibition areas for different themes
including pharmaceutical excipients, pharmacautical preparation, bio—pharmaceutical,
pharmaceutical machinery and eqguipment, package, laboratory, as well as environmental
pratection and clean technology, etc., becoming a large comprahensive service platform
o limk the whole industry chain of the pharmaceutical secior.

HNC

The Healthplex Expo, Matural & Nutraceutical Products China (HNG), organized by
CCOMHPIE and Sinoexpo Informa Markets, takes place each yvear at the Mational
Exhibition and Conventlon Center (NECC, Shanghal). As a flagship exhibiton in big
health sector, the expo gathers the world's leading health and nutrition brands and
quality products, shares the [atest sclence and technology and updates in big health
sector, and atiracts quality buyers from across the globe, making it an effickent and high
quallty cne-stop trade and exchange platform for Chinese health brands and
international buyers. Moreover, the exhibltion is an [deal channel for Intemational brands
o enter Chinese markels.

HEP

Heaalth Equiprmant & Products Shanghai (HEF), organized by COCMHPIE and Sinoaxpa
Informa Markets, takes place sach year al the National Exhibition and Convention Canter
{NECC, Shanghai). Tha axhibition aims to build an one—stop platform for health
machinery and products procuramant, including healthcare massage products, sports
pratective equipmant, homa cans products, and pan—medical products, ste.

WWW CCCMHERE, QR G.CH
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China International Import Expo

China International Import Expo (CIIE) takes place each vear in Movember in Shanghai.
CCCMHPIE helps organize the exhibition zone for medical equipment and medicines and
health products. This year, the exhibition zone will add a special zone for global public
health and epidemic prevention management, which aims to jointly fight against the
global epidemic. CCCMHPIE will hold concurrent events such as Global Public Health
Security Governance Conference and China Medicines and Medical Equipment
Regulation Summit.

Research Reports

O Annual Highlights of Ching ‘s Healthcare industry

o Compelitveness Report of Companies

0 China Mutraceutical inoustry Report

@ Heathcare Marke! Report of 17 CEE Counlries

@ Biue Paper on the inlernationalizalion of China 's Healthcare Inoustry
0 China-Afica Healthcare Cooperation Report

O Heathcare Reporf on 27 African Counltries

3. Services Offered by CCCMHPIE

International cooperation network
Lead/participant organization of bilateral dialogues of health collaboration

@ China-UK JETC Healthcare W3 (since 2007)

© China-Denmark Healthcare WG (since 2012 during the then President Hu Jintao's
visit to Denmark)

O China=italy Healthcare WG under the China=haly Business Councll (astablishesd in
March 2015)

o 30+ Molls with overseas parners

Lead/participant organization in extensive multilateral cooperation

Coopaeration with international organizations:

o Partners: WHD, UNAIDS, UNFPA, UNIDO, UNICEF, UNOPS, BMGF, The Global
Fund, MSF, etc.

@ China Suppliers Survey/Conferences: in collabaration with UNICEF, The Global
Fund, UNFPA, UNOPS, stc.
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Flagship cooperative programs:
© The first China Healthcare Products EXPO{CHEXPO ASEAMN) supported by
MOFCOM

@ Project of health cooperation with Africa: HealthCAC platiorm, Ethiopia industry
park project supporied by the Gates Foundation, Roundtable on China-Africa
Health Collaboration.

© China-CEEC healthcare indusiry cooperation program: health minisiers" mestings,
high—level trainings, b?h sessions, etc.

@ Regulatory Trainings: Infternational Regulatory Agencies Update & QA Session
in collabaration with FDA, EDOM, MHRA, PMDA, NMPA, WHO, USP, BP, ChP, efc.

Services for the government

Extensive cooperative with relevant Chinese governments, including Ministry of
Commerce, National Health Commission, National Medical Products Administration,
China Intemational Development Cooperation Agency.

Projects entrusted by the government

@ Mational projects concerning internationalization of the industry development,
including Analysis of Distribution of TCM materials, Regisiration of THMP in the EL,
WHO PO Status Quo and Analysis, etc,

o Feashbility studies of Chinese Trade, Investment and Medical Assistance Projects to
foreign counfries, including compiling Catalogue of Medicines and Medical Devices
of Chinese Alds to Foreign Countries

@ EUCTP project io support China-ELU sustainable development on economy and
trade

o Assessment Report on CFDA's Entry into PICIS, ICH
@ Major intemational trade and investment platforms: CIIE, Canton Fair, eig.

Consultation services for the Industrylcompanies

© Seeking the mast appropriate trade and investment pariners in traditional medicines,
pharmaceuticals, medical devices, health and nutraceutical products, R&D and
clinical services through the Chamber”s strong connections and platform in China
and overseas couniries.

© Staying connected to the most up—to—date drug, medical device and health policies
in China and I"I"Iﬂjl:rr' marksais.

[+ ] Eaaking market and spanifia pl‘ﬂlﬂuﬂi .EI"IH|}'EiE in grdar to make more informad
decisions for your business strategies in China.

@ Gelling invalved in major bilaleral and multilateral healthcare cooperation programs
to participate in policy advocacy and changes.
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