Hainan Boao Lecheng Pilot Zone
Introduction and New Policy Interpretation
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Boao Lecheng International Medical

Tourism Pilot Zone Introduction
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The background of Lecheng Pilot Zone
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are 600,000 people go abroad to access
health care in 2016. Global health
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9 medical institutions are operating

gt ‘ The Pilot Zone start to operate 9 medical institutions are operating
Medical system gradually improved and more institutions are during approval process
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New Policies Interpretation
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The Nine Preferential Policies
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The nine preferential policies issued by the state council can
be summarized as “ Four special permissions “
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Franchise Medical Care : medical technology, medical talents,

SRS i RCRN  medical devices and drugs -
v silives prrestemaes 2, ®FiAR: FERTHEIGKRHARSRBETRAHRRIE
lecrinirnaserion  hoovssonminnn Franchise Research : carry out research projects of advanced
R medical technologies such as stem cell clinical research
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M 3. BUEE: WESSEFEIN, AFENEISENISE
B aanntaons Franchise Operation: relax some medical examination and
hunearns 2 ‘ approval rights, and allow foreign capital to enter and operate
e e 4. FHFEFFETEE: STERZRETAR, RDPETRIN

B kuns et Franchise International Communication: Chartered

' International Exchange medical organization, undertaking
medical conference




The New Nine Preferential Policies Released by
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On September 16, 2019, with the approval of the State Council, the national development and Reform
Commission, the health and Health Commission, the Chinese medicine bureau and the Food and Drug
Administration jointly issued “Implementation Plan for Supporting the Construction of Boao Lecheng
International Medical Tourism pilot Zone *

St BT 7 SFRBURS, B

ELps RUER. @iF BA. SEZSNEXAHEER;
TS AE R ARRRESER, MREREN;
RAEF S S A RS AR O RS TR
BT HRIERSIENA, GEOGRSEFEMETES T
SATEHOBR, EfFSIGr SRR T MmERS;
HOSSERZSERIKISHIRTIE NG, FRE" ;
HRMBESREHAISTELRE, NARMIBEsZa;
$ TR B RSS RS WS R IFHEELTTH S UTNHE;
ESCELSHEFDE, RESWAATEETEERET;
MABRSHSENE, e TEREFRSHTE;
ENRREF USSR, ERFFRIGHRIAE;
* .. ZESHEHE

e ] 25 B2 37 8 o 44 3

THE STATE COUNCIL INFORMATION OFFICE. PR.C.

=

® O NEP 9" 670 O ¢ O




I A BT

Two Main Goals

nol Equipment . Medicines

-:l‘ By 2025,significant breakthrough will be made in the pilot zone covering aspects such as
". establishment of advanced clinical medicine center, transformation base for cutting-edge medical
;’f technology. The zone will boast world -class medical technology, equipment and medicine

;‘; h By 2030, Industrial cluster and brand effect will be fully formed. The pilot zone will turn into a

| , ‘ world-class destination for international medical tourism and innovation platform for medical

science and technology
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The initial effects of the policy have begun to emerge
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Patients can receive the world's best and latest medical services in the pilot zone.
@ RIFIIBETFERESLITEAFIRIZTT IS

Foreign medical experts carry out diagnosis and treatment activities are allowed.
® RIreLm. Bk Em#As. SRMoIAEETRRENNAH

Drugs and devices listed overseas but unlisted domestic can be used in pilot zone
@ BFREARFETEEFIWESTFSEBRENHDA B HITXES

Patients in medical institutions in pilot zone are allowed to leave with imported drug

in reasonable self-dosage. o
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Innovative medical mode - shared hospital mode.

BEBEERET “1+X" HEBFDEER, SIET17METERBEAZHOAE, HARSORFIEASHEIFAR

Boao Super Hospital has adopted the "1 + X" cluster medical model, already have 17 academicians and industry
experts teams sign in, and carried out more than 50 “National First Case ” pioneered surgeries in domestic.
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I Implement of innovative drug and medical devices
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China First Full-Process Visualization and Magnetic-Electrical Dual-Positioning Cardiac Surgery
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b Chma s.Fi gatible cardiac resynchronization for cardioverter defibrillator implantation.
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Implement of innovative drug and medical devices

EajthFIMDE-EL Mi1200 SYNCHRONYHEIBENIF EEAB~2LTUItra 3DEHIGHENP
Austrian MDE-EL Mi1200 synchrony cochlear implant Advanced Bionics ultra 3D cochlear implant
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: "UStﬂa"-MDE' ELsonnet sound processor Cochlear CP950 sound processor
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Implement of innovative drug and medical devices
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Boston Type | keratoprostheses implantation
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Boston Type Il keratoprostheses implantation
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The first innovative cataract surgery with Catalys femtosecond laser in mainland China
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First Fluocinolone injection in China
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First minimally invasive glaucoma drainage tube implantation in China
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Netherlands NKL scleralscope
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Implement of innovative drug and medical devices
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First minimally invasive glaucoma drainage tube implantation in China
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‘ First launched abroad Conducted in Pilot Zone
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Implement of innovative drug and medical devices
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HERRAMETTHES
The first licensed import of Sulfinizumab for Psoriasis
Treatment,in mainland China
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First launched abroad Conducted in Pilot Zone
201 5L FDAE 20186822
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Injection of dupixen, a targeted biological agent for atopic dermatitis
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First launched abroad Conducted in Pilot Zone
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mplement of innovative drug and medical devices
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ERAEIREEE R EFRETIRER{TX fEHPerjeta(Pertuzumab)

Perjeta(Pertuzumab) First use in Boao Lecheng International Medical Tourism Pioneer Area in China

EAEREEERRERRETT R 75T X ERkadcyla(T-DM1)

First use in Boao Lecheng International Medical Tourism Pioneer Area in China

E RS E R REFRETT hxhF51T X EA(Ribociclib)

First use in Boao Lecheng International Medical Tourism Pioneer Area in China

RREESIIEIFITE (Tecentrip)

Immune checkpoint inhibitor (tecentrip)
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Implement of innovative drug and medical devices
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In the form of strategic cooperation agreements, MOU and letters of intent signed between the pilot area and

15 international pharmaceutical manufacturers, more in-depth and extensive cooperation will be carried out in
the use of more innovative madicine and devices in the future.
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Trial application of Real World Clinical Evidence enter the highway
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Unique pilot zone 14
“Application of RWS” /
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From October 9th to 11th, trial application of real world clinical data seminar was held

——in-the.pilot zone jointly developed by the CFDA and the Hainan provincial FDA, this is
the first on-site meeting of trial application of real'world data, mea/ﬁjmml—
world dmenter into the actual operation phase
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Trial application of Real World Clinical Evidence enter the highway
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MERHS On March 26, 2020, the "glaucoma drainage tube" of Allergan
L___*__;’ ., company was reviewed by the FDA and approved for listing,
_Hm,_i__ g fas o & becoming the first medical device successfully listed using
}__h f | J f,.i: 1 real world data in China, marking the phased achievement of

real world clinical data application pilot work
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Trial application of Real World Clinical Evidence enter the highway

2 Allergan
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XEN® GLAUCOMA TREATMENT SYSTEM
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Creating a New Highland in the
PAR'I'3 Medical Field
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Speeding up the introduction of global innovative medicines

-

® From 2001 to 2016, 433 types of innovative new drugs were approved in developed countries, but only about 100
types have been approved in China, accounting for about 30%. According to incomplete statistics, in 2017, about
20 foreign companies and 39 innovative drugs were approved in China, including multinational companies such as
Bayer, Novartis, Sanofi, Johnson & Johnson, AstraZeneca and so on. The treatment areas of the new drugs include
tumors, hepatitis C, diabetes, Parkinson's disease, AIDS, hypertension, depression, etc. About 35% of them are anti-

tumor drug.

® Professional service platform will be built with policy support on the pilot zone to accelerate the introduction of
global innovative medicinal equipment from those well-known global pharmaceutical companies and those small

and medium-sized innovative medicinal equipment enterprises.

® For example, low-risk special items like monoclonal antibody drugs can be imported first and then inspected. They

can also be imported and placed in public bonded warehouses in advance.
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Establish traceability management platform for chartered drugs and medical
devices
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Speed up approval process to ensure that patients can get the
medicine in a timely manner.
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Promo’émg Chinese-foreign cooper'tlve educatlon --Edlnburgh University and Shanghai
Jiaotong University Medical College
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The "Implementation Plan" clearly states to establish national medical education and scientific research bases. Encourage and

support key scientific research institutes and medical schools, national key laboratories, and well-known enterprises demostic and

overseas to set up branches in the pilot zone
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Building the first Research Hospital in China

E—
The construction area is 90,270 square meters. This is mos’@
taken up by the medical function room, scientific research
laboratory and other supporting rooms. After the project
finished and the number of beds has reached 500 the total
investment will be 870,000,000 RMB.

The project will be built into:
National Real World Clinical Data Research;
Center;National Clinical Medical Innovation Center;

National Medical Advanced Technology Research Center.
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Building an international new Drug and Medical Devices display platform--"Everlast”
Exhibition
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WE CONTRIBUTE TO THE ACCELERATION OF HAINAN FREE TRADE PORT CONSTRUCTION
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