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APAC COUNTRIES - SUM OF TRIALS 2005-2015
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TREND: # OF CLINICAL TRIALS IN KOREA
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TREND: INDUSTRY SPONSORED TRIALS

Korea’s Site Share(%) Trend (2011~2015)
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MARKET SHARE (%) OF COUNTRY BY PROTOCOL #

S 7} H|QFA} O|OFE QUMAIH E3 K SSl

2012 2014 2015 2016
Total Country Protocol Total Country Protocol Total Country Protocol Total Coumtry Protocol
112 10,857 107 11,043 112 10,847 101 2,090
Country 96 Coundry 96 Coundry 96 Coundry 96
1 us 2azaUs 2515 US 27.01 \us 25.58/US 28.02
2 Germany 733 Germany 599 Germany 619 |Germany 6.068 Germany 540
3 UK 5.56/UK 477 UK 538 UK 519 UK 492
4 Canada 517 Canada 4.1% France 410 |Canada 4. 33|Canada 429
s France 454 France 3.87 Canada 4.02 |France 4 09{Spain 414
L] Korea 3.83 Spain 360 Spain 237 |Spain 3.54/China 400
7 Spain 359 Karea 343 Korea 312 Korea 3.11 France 3.72
a8 Italy 3.28 Belgium 291 Haly 2.20 Belgium 2.93 Korea 341
k= Belgium 325 Japan 284 Japan 284 | Japan 290 Japan 310
10 Japan 325 Haly 265 Belgium 2.77 Raly 2 77|Australia 265
11 Metherlands 270/Metherlands 257 Metherlands 2.51 |China 255 Ttaky 263
12 Poland 223 Australia 225/ China 216 |Metherlands 253 Belgium 240
13 Australia 215 China 215 Australia 212 Australia 2 35 Metherlands 224
14 China 210 Poland 1.8% Poland 187 |Poland 2 00 Poland 209
15 India 1 8% Russia 1.72 Russia 157 |Russia 1.51|Hungary 172
16 Ruzzia 17&Israel 166 Isracd 155 |Hungary 1.49 Russia 169
17 Sweden 169 Czech 160 Czech 153 [Israel 1.39Czech 1.40
18 Hungary 162 Denmark 149 Hungary 1.40 [ Tamnwan 137 Tamwan 128
19 Czech 161 Sweden 149 Ausiria 130 |Czech 1 32 Israel 125
20 Israel 1532 Hungary 148 Taiwan 129 |Austria 1.32 3weden 115
21 Drenmark 1.52 Austria 129 Switzerland 122 |Denmark 1.30 Austria 1.00|
22 Austria 144 Switzerland 116 Sweden 121 |Sweden 120 Denmark 1.00|
23 Taiwan 142 Taiwan 102 Denmark 1.20 | switzerdand 1.05 Mexico 0.es
24 Srazil 1.30 Brazil 100 Romania 0.21 |Brazil 0.95|Brazil 0.93
25 Mexico 1 17| South Africa 0.88 Meaco 0.82 |Bulgaria 0.93 Switzerland 0.e2
26 Switzerland 1.16/India 0.85| Brazil 0.79 |Mew Zealand 0.86/Romania 0.74]
77 Argentina 111Argentina 0.84 Bulgaria 0.75 |Mexico 0.83Turkey 0.72
2B Somania 086 Mexico 0.84 South Africa 0.71 | Turkey 0.82 Bulgaria 0,70
29 Singapore 085 Turkey 0.77 India 0.70 |Argentina 0.79 Puerto Rico 0.62
30 Greece 0.84 Finland 071 Argentina 0.58 |Romania 0.74 Argentina 0.61

24 7|E : www dinicaltnals. gov | 2} G#d =0f(11~1231) E8& Y i £ | kA YaFAlE | el o] 2o|2%E ZEh | B4 YuAE T2 8. A0|E == | KoNECT |
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DUBLIN, IRELAND
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CRO & SMO OVERVIEW
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BOSTON, MASSACHUSETTS
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S/ Ate) o/ F - ICH GCP & KGCP
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BERLIN, GERMANY
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DEFINITION OF ‘CRO?" - ICH GCP & KGCP

1.20  Contract Research Organization (CRO)

i i | . I I-I'. L | 5 [ [ : ‘3
A person or an orgamzation (commercial, acadenuc. or other) contracted by the sponsor to
perform one or more of a sponsor's trial-related duties and functions.

According to the Code of Federal Regulations, the U.S. FDA regulations state that a CRO 1s "a
person that assumes, as an independent contractor with the sponsor, one or more of the
obligations of a sponsor, e.g., design of a protocol. selection or monitoring of investigations.
evaluation of reports, and preparation of materials to be submitted to the Food and Drug

Administration" (US Food and Drug Administration, 2011).
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WHAT CAN BE DONE BY CRO? - KGCP
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CRO </ &2 SCOPE

* Protocol development

 Data Management

* Project Management

* Site Selection

* Monitoring

« Assistance with Patient Recruitment
 Pharmacovigilance

« Audit

 Statistical Analysis

* Report Writing
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CRO’S HISTORY

* Roots traced back to 1940s and 1950s (Huntingdon Life Sciences and
Charles River Laboratories) — provision of animals or conduct the tests

« CRO industry emerges in the late 1970s and early 1980s
 Quintiles, the largest CRO was founded in 1982
 PAREXEL founded in 1982

* Explosive Growth in the 1990s with full-service CROs offering a broad
range of services

 CRO industry worth $15 billion in 2007

* Highly consolidated with the top 10 companies controlling 56% of the
market and employing over 10,000 workers across the world
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PHARMA INDUSTRY CHALLENGED

Annual R&D Spending Versus New Drug Approvals, 1992-2013®
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(1) PAREXEL Sourcebook, 2014
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CRO’S OUTLOOK

« CRO market to grow at around 7-8% annually over the next five
yearS From CenterWatch Publication Jan 26, 2015

 CROs have developed a set of expertise and proprietary knowledge
and technology to rival any pharma company.

Examples of Global CROs

O auintilesMs  PAREXEL.  PPD

YOUR JOURNEY. OUR MISSION.®

Examples of Local CROs

greamcis ( C&R |_§|P Glohal PS " ADM Korea Inc.

ATIGERMED COMPANY RESEARCH

COVANCE.

SOLUTIONS MADE REAL

LSK Global Pharma Services Co.. Lid, For the Mo.1 clinical senice providar
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OPERATIONAL STATUS + CLINICAL DATA

INTERROGATION
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TAIPEI, TAIWAN
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A& & &/ A} (PRINCIPAL INVESTIGATOR)
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A& AtE 8/ % - ICH GCP & KGCP
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T/ 72 (SMO) - KGCP

T " A A A #7]3" (Site Management Organization, SMO) (o]} "
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2 J/ 2 (SMO) - KGCP
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2 7/ 2 (SMO) - KGCP
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TAKE-HOME MESSAGE: CRO & SMO OVERVIEW

m

CRO

@
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TOKYO, JAPAN

CONSIDERATIONS
IN INVESTIGATOR-
INITIATED TRIALS
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[/ 0] 2 A AIEA] 201 AL} - KGCP
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DUBLIN, IRELAND

INFORMATION ON
CLINICAL TRIALS IN
KOREA
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THANK YOU
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