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Since, July the 22nd 2015, NMPA (previous called CFDA or SDA) initiated a series of action to
reinforce the rules and regulations in China and tried to elevate the overall clinical trial status
progressively. In 2017, China joined ICH and become a formal member eventually. Thereafter,
to comply with ICH, Chinese government and NMPA started to implement more regulations in
recent year especially in 2018.

This talk tris to illustrate a brief picture of the evolution of NMPA regulatory and the procedure

of doing clinical trial in China. the possible trend of these topic in 2019.
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e Pharmaceutical industry in China at a glance

e The evolution of NMPA’s policy and ICH in recent years

e Chinese NMPA clinical trial related regulations and approval updates
e Status quo of Clinical trial in China (local and non-local sponsors)

e The KSF of a successful clinical trial in China

e Outlook in 2019, regulatory and process.

e Summary

14:45-15:25
(40 43)

i 2 ThEERGELDOREE  EL 2N LA, X UL China pharma
perspectives: growth, growing pains, and opportunities]
i © Timothy Pang, MA, MSc, DLSHTM, Senior Director, Informa Pharma consulting

FERERER-CHMICHE S % B C 7 Proswell Lo F#EHICN LT, /v 74—~ 77 —~vavH
VT 4V TF =L bk, PEOEENTGOMENMEHICOWTHEIHLET, 7—ARXT
A —=dMHNLET,

15:25-15:40

a2—bv—71L—7

15:40-16:20
(40 43)

i 3 [Patient-centric trials]

i © Dr Theodore Search, Pharm.D, Skipta, f ¥ 7 4 —~< « 77—~ v 7T U ¥ =z VR

16:20-17:00
(40 43)

a4 [23 A0 SRk - epEhim & 5% o J5 M/ Tmmuno-Oncology Primer: current state of
play and future trends and directions]

#Hi# ¢ Daniel Chancellor, Principal Analyst, Informa Pharma intelligence

B A% (Immuno-Oncology) 13, & @ 10 D EZHEHEICE W TR b K E I % UL
DT O—D2THL I LIIMECD Y THA, REEEE, FICPD-1/L1F vy 7H4 v
FHEEFANZ. WO ORAMICH L TREEREICR Y O22H 0 £5, IR/ FT v
A, BAMTEL D DRSO L WEFERICT 7 v R 572010, ¥z iR %
BHO XS ICHIL CwET, —H, BAEBEIFENCR NI, COERKTHICETF S
T RRAEDPERLLS ELTCWET, BEIMEDILKICHZ T, BERRA RZEREE O MG % F
DICHE- T, RIEFREIEOTE LIBW L CnE T, JAHin A 774 itk b, LiZs o
(I RIEREIE TG O REA TR S E 3,

SRl OFHE T, REEEE OB ORA BN Ss L CRHE T e /7 2283 5 2 L T,
ZONBOMBHIRIER S ED X S IR I N T 300 L3, ¥ affEofEeE
il 72 B O PEFBGR IS B LA A 2 9 X 9 ik B b, ERMERSE L L CRUEELEDRED
WL BABERERD I X M EIME DT Vv AR EDZLERDH Y T, N ORFEMNER

25, S 10 FEMIC BT B IBRETIGORT v o v L 2l 2 EARERIC AR B ATREME D &
D3,




Pharma intelligence&

informa

Immuno-oncology (IO) undoubtedly looks to be one of the biggest successes of the industry this
decade. IO drugs, and the PD-1/L1 checkpoint inhibitor class in particular, are becoming the
new standard-of-care treatments for several tumor types. Pharma and biotech companies are
starting new clinical trials on a daily basis as developers race to access new patient populations
ahead of their competitors, while latecomers seek to capture share of a sizable and growing
market, before it is too late. Sales of IO drugs are skyrocketing in line with new product labels
and growing physician familiarity, while an extensive pipeline will ensure the continued growth

of the IO class through the foreseeable future.

This seminar will review the current clinical landscape for IO drugs and interpret how new trials
and development programs will shape the ongoing expansion of the class. As attention switches
to new tumor types and combinations of expensive drugs, the industry will need to balance the
therapeutic advances of IO against the overall increased cost of treating cancer. These
commercial considerations may therefore be the main limiting factor in deciding the ultimate

potential of IO as it matures in the next decade.
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The Cell and Gene Therapy market is experiencing tremendous growth and interest in the area
is driving up partnership and acquisition deal values. This presentation will take a
comprehensive look at the pipeline trends for in vivo and ex vivo cell and gene therapies, the top
indications being targeted, the top 20 companies involved and deal makings and financings
trends. Additionally, challenges including manufacturing and pricing and reimbursement

challenges, will be discussed as the market evolves and materializes.
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