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Regulatory Approval

: The Current Regulatory Issues and Development Strategies in Pharmaceutical Industry

Session 1. Regulatory Affairs Forum
Session 2. Systems Biology
Session 3. Biopharmaceuticals

Vaccine

: Korea's Role in Introduction and Development of New Vaccines for Developing Countries

Session 1. Overview of Vaccines and Public Health
Session 2. Korea's Role and Future Cooperation with Developing Countries in Vaccine

Bio-similar
: Current Trends in Bio-similar Development

Session 1. Biosimilar Development and Qualification
Session 2. Biosimilar Clinical Development, Commercialization & Market Leadership
Session 3. GMP Regulation & Biosimilar Comparability

Medical Devices

: Developing Strategies for Medical Device Clinical Studies & International Medical
Device Market Access

Session 1. Medical Device R&D Strategies to Access International Markets
Session 2. Strategies for Vitalizing Domestic Medical Device Clinical Studies
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Track 10
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Tissue Engineering & Stem Cell |
: Bridging the Gap between the Laboratory Research and Clinical Application

Session 1. Alternative Source of Adult Stem Cell for Tissue Engineering
Session 2. Clinical Application of Mesenchymal Stem Cells for Bone Regeneration
Session 3. Clinical Application of Mesenchymal Stem Cells for Cartilage Regeneration

Tissue Engineering & Stem Cell I

: Stem Cell and Regenerative Medicine for the 21st Century

Session 1. The Role of Stem Cell : Life Long Health &7 t/= Hisis 2= 2 2o
Session 2. Recent Advances for Stem Cell Research
Session 3. Recent Advances for Tissue Engineered Products

Therapeutic Antibodies
: Infectious Diseases & Therapeutic Antibodies

Session 1. Therapeutic Antibody Development 1
Session 2. Therapeutic Antibody Development 2
Session 3. Infectious Diseases & Therapeutic Antibodies

Clinical Drug Development

: Quality Issues in Clinical Trials and Strategies for Global Drug Development

Session 1. Quality Assurance
Session 2. Global Development Strategy

CGMAISAESIAIRIEL ZAHE, Rayer CropScience &8

Food & Agriculture |
:GM Crop

Session 1. Process of Development and Commercialization of GM Crops
Session 2. Current Statues & Future Plan for Development GM Crops
Session 3. Public Awareness of GMO and Communicating on GM Crop Issues

Food & Agriculture |l
: Functional FDC Development

Session 1. Natural Products and Functional FDC Development
Session 2. Successful Functional Food and Cosmetics Development and Regulation
Session 3. Technical Transfer, Marketing Strategy and Globalization

SEP. 28(Wed) ~ 30(Fri), 2011, COEX, Seoul, Korea ?

Track 11

Track 12

Track 15

Business Models & Finance
11-1: Evolving Business Models for Life Science Innovations

Session 1. Financing and Commercialization Strategies
Session 2. Toward Successful Bioincubators and Bioclusters

11-2: New Business Investment and Growth Model in Biotech Field for Asian Area

Session 3. New Business Model and Growth Model for Biotech Company
Session 4. Korean Biotech Investment Promotion Strategy

Biotech Patenting & Licensing

12-1: Business of New Drug Development : Licensing out Case of New Drug Candidate
Session 1. Business of New Drug Development : Licensing out Case of New Drug Candidate
12-2: Strategic Response in New Legal Environment and New Market

Session 2. Regulatory Approval on Biosimilar
Session 3. Pitfalls of Antitrust in Pharmaceutical Industry
Session 4. Introduction of Patent and Approval Linkage System and Its Effect

Diagnostics &Personalized Medicine
: Molecular Diagnostics on the New Wave

Session 1. Diagnostics of Infectious Diseases
Session 2. Diagnostics of Cancers

Pharmaceutical Industry 2020

: Future and Innovation in Pharmaceutical Industry

Session 1. Drug Development 2020
Session 2. Pharmaceutical Industry 2020

Traditional Medicine

: Korean Traditional Medicine as a Next Generation Medicine in the Era of Aging
Population and Low Growth

Session 1. Challenge and Mission of Medical and Health Service with Korean Traditional Medicine
Session 2. R&D of Korean Traditional Medicine and Industrialization

BIO KOREA 2011 | 09
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Track 1. Regulatory Approval O Session 2. Systems Biology
: The Current Regulatory Issues and Development Strategies in Pharmaceutical Industry TSH ol £t HoiZe /HES B=ot0] MEAHE 0121 U= S8 7S E0ll MZ)el 4S2ES 25 sl
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% 0|fE =0lot= EUCZ M M A2 MIE HLT2t 7 2 FEe2| AlAY 2Eof et olsiE S1uxt §ich. & EAU2
& 3702 oE ixiEta| Fxjof 2t MR TN HI0|QO|AES ZEe YUHAQI Ok otrpta| Aol T ek O & Al : Systems BiologyE 0|88t Ao 59| 517} - 7t
S =M Aok i, QlokF AIFel MiAIE S 22| Mof Aed SAH3SI0| SSHZ Mt} she MAHAZ &
N T Fast Track Drug Development
MAZS StHS o Q= HEHE HlSstit Fritz R. Buhler, Prof., University of Basel, IMI PharmaTrain
O Session 1. Regulatory Affairs Forum O Session 3. Biopharmaceuticals
X OOFZ 5{7t - plAL & I £2 5i7tSS 2 1Al 0ls30il tHott] wAg=At = LISt 7155 4R #& HIO| QO (HIO|A|LRY) 517} AAL S FETF R {7152 T 71X 0l#:0] tHeto] LIS &7t - 52 232 2=
A T2 =ofge=M Lot 5 A+ JHEXS MiE HE M= g, MA A HE 7199 ZHE SEE 2ot §2E Al AA| MEIISD =0|So 2 HIO|QOIOME(HIO| QA2 Jiet A 57} - S2 F2F 28], MAl AR & 7|0 A st
D3iCt £ Q3 HEE MBIt

Ozt & : ZS0| I, Aoy vlo|@olorE Ml

O & At : Overall Regulatory issues of New Biologics in Europe
CTD2] Ofset XrAta Heike Volkmer, CEQ, VBC Consulting Team
Asean CTD2| 0|2} QI |A|OF2] S{7FAAL A|AEH

Lucky S. Slamet, Deputy for Therapeutic Product, Narcotics, Psychotropic and Addictive Substance Control,
National Agency For Drug and Food Control Global Biosimilar Development Strategy

HEd 258 AE22 MELER

Quality Issues of New Biosimilar in Europe
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O Session 2. Korea's Role and Future Cooperation with Developing Countries in
Vaccine

Track 2. Vaccine

: Korea's Role in Introduction and Development of New Vaccines for Developing Countries
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: Paul E. Kilgore, International Vaccine Institute, Senior scientist
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O Session 1. Overview of Vaccines and Public Health
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: Tomas Wierzba, International Vaccine Institute, Acting Deputy, Director General for TRD

O & At : Market and Overview of Vaccine : Global and Regional Perspectives

Hedwig Kresse, Head, Vaccines & Infectious Diseases & Regional Head Healthcare Growth Markets, Datamonitor

Public Health and Vaccines

Paul E. Kilgore, Senior Scientist, Translational Research Division, International Vaccine Institute

Emerging and Re—emerging Diseases of Public Health Importance: Threats and Opportunities

Andrew A. Potter, Director, Vaccine and Infectious Disease Organization—Int'| Vaccine Centre, Univ. of

Saskatchewan

BIO KOREA 2011 113
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Track 3. Bio-similar O Session 2. Biosimilar Clinical Development, Commercialization & Market

Leadership
: Current Trends in Bio-similar Development
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Al HIO|2AIZH= HIOI2AIZ2] JHEARS T Oftlet 2lof JHESIALS Z2ret HIO|2F SIAS AOl0IM 252 Hesn SEM0| ZRES UX5HT UCE HO|RAYRiet 22X HE Aol 7|E 2 AFE (CMC)2] AlZIE HIEOR 0] Jtol=
QICt. EMAS| HIO|QA|HE] &1 HX} 7t0|=2t2! MEE ARCZR, ot U2 S Z&lst o] Ligte| oefE QI5{7t 7[2H| 2}010] MIAIBHT Ql= MOIANT} QIALAIE X}2o} 517 QA5 MESHR=S o2 0|Z T Q/Ct K|t 23 7 1A|CH HO|QA|L
A= HIO|2AIZE JHE Z10|=21S MIESIRTE. it 0= FDA= HiO|2AIZef 21517t EXt 710|=2f0ls FHletn U 2 HIZS0| AIROIA 2015 3172t 0f2IRSS 2=5t7| Y5t0d, THEE SH| HI0|QAIUR HMESO| 7% L AFRT QA
Lt OF&l IP ES, Xtz =&, CMC, 2|1 H|Yd 2 UM Xt2o| HAst @F 7|& 53 Eeleto] 6K 22 £20] Qlct A& XIR2 B3t O BLXO| K12 package JHE0| =REH AT @A} 7 QICH 0| OJokE X8t o|AFST} Qls7} of
EPO, GCSF, 12|11 2zt dd22=0 &2 1 Mt Hiol2Aze] MSS0 2528, H3E SHlel solAlz== 257t 7] XSO =2 ARIE ZA| Zlof Qe|X|Z QOHETH MR HIO|QAILY HIE Af0|2] THA| MUS 58 4 JUSK|E 22
S & OfL|et HIO|2H Mo RH AOE £2S 21 U BIO KOREA 20119| HIO|2AIZE session2@ ZH|et 0 & Ch OJAL Ol2 F27t 02|71 QIs{7t 7S 22 2 OFEAKSS Toaxoz ngstoz, Q2|X|d HZEDte &2t
E1HS HOI2AIZE TR SRS Al Just Tsof 20N Fadt g5 24300 2ot £2jof 32 oidd oltt ZROIA HIO|QAILRI7 AZSE 4 US ZH0]C Session Il OflAL= 1AICH HIO|RAZ2 RIZo|Al 25t x5t Q0151 bl wat
Of 2 MicH gloA|22] MEE9] AN F=H0i tshA] EQIE & Zd0|Ct, 1M|CH HIO|A Y] MEE0| AR ZQEtst Xt
S ES SollA HE2 A dio|2A Y HES0| dMS 71 4 Qe 7[9HS CHElg: IS Z0|Cf. Ol MSHe =27t 9f
. .. e 2= MH|A o ATF KO 2 HMIXL 2 OfL 2t O|eFE AMS SIXIE0fA| 7|2 S0 Aokt sEE MEE 4~ QI Zolct
O Session 1. Biosimilar Development and Qualification = cEmETeTE e =TS T aE
O =tz o2y MR §tat0|ZHF) BIO 7| &lE
et StetEnt el HE2 et 20| 37|17t 2 MESA 2219 B2 257t EAFR| Ofal iR AAlet FA|XQ! 7|
20| MRECH MBI 2X0| DX 7|2 El LAISE QMBI OFEA U 20| TAEs EF X0 E0|A =0 O ¢ Al : Innovative Products vs. Biosimilars, Long—term Market Perspectives
K MBS HES0| BHS I Erh Eot MBS T 7|52 M2 oofZo| JIXIE 50|17 98 STES IR /A Paul Coleman, COO. Hanwha Bio Business Ui, Hanwha Chemical
Mol 22 JElE 28, MYt MM AIIE Z2-AE S25 247t E A0|Ch 0] session0MeE MESHA 3™ S Strategic Commercialization of Biosimilars
20t & ME0IoHE T MAH 20t0lA 22150 J2|1 Yo| = S #1 e MEIIED & EQE ot E Aot Mateja Urlep, CEO, Tikhe Pharma
O = & ST AKX AIZAD2|0FA|HT2A
O & Al : Physicochemical Characterization of Biosimilar Using Mass Spectromete 0 Session 3. GMP Regulation & Biosimilar Comparability
O|EHE CHE, NOVACELL Technology
Advanced Technologies for Screening Mammalian Cell Clones for Production of Monoclonal Antibodies and HIO|RAIZE2] JHLUXE0| MESIHOR £IE AE HAIE sdot=dl UMM 0|3t E49 HlusSH2 525t 247t 2
Recombinant Proteins Zi0ICh T2iLf, MESM Z2I9| uitat M| nHFHoA EMSt= CHfst BHA2 H|UESENE YUSoHK| 2ots oflASHR| 26t
Claire Bungard, Application Specialist, Molecular Devices AIIE XSX|E D2} MEO|OFE (E5| HEE SiA| HIO|QA|Z )2 GMP ME7IS2 HI0O|A |22 HZEQ| Qo= X|=
S Ta| 7|20 UM Sohst IS0l Bstd EQIE ot € Zdolch ESF M= Ad|of 012 GMP X R GMP #50] U
oA, A AIE 2 32 A 2OHE ISt MIE 252 88 =2 AiE ZE7= R0US0] toiA AMlekAH EQIE Zi0|ch

& AME SRO0IML (F)=HAE St

re
Rl

- James Cornwall, Vice President, Quintiles

Overcoming Quality, Safety and Regulatory Challenges for Biosimilars
Olaf Stamm, Senior Specialist, Charles River Biopharmaceutical Services
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Track 4. Medical Devices O Session 2. Strategies for Vitalizing Domestic Medical Device Clinical Studies

: Developing Strategies for Medical Device Clinical Studies & International Medical Device Market Access O|MCITIL o|27|7| HIRS 0I5 Al DAS = BHI0ID. 0|2 SlsiM AT 30| [HEIEIRIS0| UMASMES M2i5iT

TAA 7|20l 2= YAATS HAleh| /I8 FHIS ot QUCE 019F 22 FHIS ot U= UMAIRMIE HIERES 2ol
Ql27|7|= &=2 0120Z UHTSHUY 5 otLtZ 7|tHE 21 QUC 0]H EoM= thetn|= 227(7] Mgx|7t 22 Ol MMoIM= Q=2 717] UMAIR H27HS0] CH=A S2717] SAJolM X|@oh= XAl 927|7] LUgAIRS =Uol &
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2 OFEEIT F JIX] EES 7|Hez AIEEd A77hgut st chet ofolClof, thE sl AIF ZiE, J2(1 20| =X >0foF & E&E IRt

A
Hoz YIAEE MEst| 2ot YHE ARt HEZ|AES SaliA MBIt
O & AL E=0IMQl 22717] LR BE R 2 73
25 2AATE, AFAASATY Flohollud

Y o)2717IUANRO| A5t F2t
SAZ AT, NI RFEOIRY 0|=717] LMAIZME

dsHez =2 AR TES| fleiMe =71 S5 g HA0M 2B /S, OAIEVIX] X&XQ1 H2ko| Hesic). o)
MMoM= 222 MM HIHEE 71T 7IsS SHE EAZ &'74A|7|” Y EXE 223 U 9= 7(7] lAel 5
o AIE 7hA g5 & AiiARIE SFeIt 012 Soll = MESIAMOIA XA S-UHEE SdAZ|7] figh Taf ME el /HE
oM EeXeoz elix|0joF sh= S0l tiet OF0[CI0iE MISITt £t ZU 2= 7(7] MZ2IMS0] 2 U= 7IeS 2lAt
tggHez 282 2 4 s Ve g5AIE YOl MAIED:

O zt 2 - ZEfi, HE, =027 |7 |51
O & Ab: 4 THHOIAL (F)A0[HlA

Medical Device Business Strategy for Global Market Entrance
Eun Sung PARK, Senior Manager, Corporate Strategy and Innovation, Medtronic Inc.

Development Process of Medical Devices
Daniel H. KIM, Prof., Neurosurgery, Baylor College of Medicine

BIO KOREA 2011 117

16| www.biokorea.org



ﬁ) BI0O KOREA 2011 Conference & Exhibition SEP. 28(Wed) ~ 30(Fri), 2011, COEX, Seoul, Korea ?

Track 5. Tissue Engineering & Stem Cell | QO Session 2. Clinical Application of Mesenchymal Stem Cells for Bone Regeneration

: Bridging the Gap between the Laboratory Research and Clinical Application ZIMES 24 olo] LIXIZI0] 910 0j0] ZOJAIO|Lf ZAOIAISS 5101 Z7|HZOl EXit Leixy| MAMSE Mol
G0 SxHdol 0IZ=I0] 2iTt FEXQ Z2[Qf SAIS Sott] 4ZtEH BXX|=0l| REsH AU 4~ US A= A

E7IMZE 0|82 ZESsI2 22 102t &S AFE/0] £H2 AF=20 57t M2 LR OFF| BIXIE X|=235 ZECEL 2 NMME S7IMES 0|25t ZRHAM0|| et UANES ZIsi5H B} Q= 2H o E{LHRM?X}% Xrist] 2=
7| &I8t N=Lt 4F3h= £&55 HolCh 1 #RIe= o2 THKIE H2te o= oLt HFXIRt 7| 2t 2AAS0| HESHK] 25t 9l olTIEI AN St EI|MEX|Z0| CHEH BAES AsfEiD 7| 0| THHZ|AES} &7 AIRIA 2 Qo2 XMafof
X5t M=z FF5t= HIE &3 %FX| Rokes 0lR71 7HY 0t Az Ect 2 EoME 22472 ZAIZ8s SHez thst EQ|E RIBBICt
M YIS E AMHE Aoty F2 SR H A 7|l MYXE RSt WEYE H Ay, MEdat &
Aol HEE des ANy o=zo MY & Lotz Zoj| tiet EQIE S3t0 ATAISS| Ao 27t SXtof| A O Z & LOIM ma MESuEy|astn ststastnt

HMEE|= uHYo| 2ot E4dX|2 SRt 7|Y ZHofle] AS0| HEGHMA Meiddnt Yool B INRE +» UA=E st &

ol2 mANstTA} BiCH O &AL x| Rl B2MZEES 0|85 X2 1 2H XRE fIF SEME FYU&

dAE w, 7SRO olFR §2EH el

Use of Stem Cells to Promote Bone Ingrowth on the Surface of Prosthesis : Mesenchymal Stem Cells (MSC)
& Induced Pluripotent Stem Cells (iPS)

o Session 1. Alternative Source of Adult Stem Cell for Tissue Engineering Hajime Ohgushi, Invited Senior Research Scientist, Health Research Institute, Nat'l Institute of Advanced Industrial
Science and Tech.

A E7 M2 MEECEM S7[3Q E7IM&7E 71 A Laifin el AFEUeLL 5240 oAV = HE0l
1 2eFs0iE 20| M7= ok 2 MAoM= ChE dME7| MZEez Leifl XHST|ME & ZHor =74z o
&S Telohl PHEIIS S BILIetLAL it O Session 3. Clinical Application of Mesenchymal Stem Cells for Cartilage Regeneration

Oz & 0|YS B4 siEalrstn Aol ] ] ,
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Daniel G. Tenen, Director & Prof,, Cancer Science Institute of Singapore, Nat| Univ. of Singapore
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Mesenchymal Stem Cells Derived from Synovium : Their Properties and Clinical Application for Cartilage A AL MCHE |2l ZHEE7|M=2E 0|2t
Regeneration SHEE W Moot AMAMSHEA
Ichiro Sekiya, Prof., Section of Cartilage Regeneration, Orthopedic Surgery, Tokyo Medical and Dental Univ.
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Cartilage Repair with Autologous Bone Marrow Mesenchymal Stem Cells
Shigeuki Wakitani, Prof., Dept. of Health and Sports, Mukogawa Women’s Univ.
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Track 6. Tissue Engineering & Stem Cell ||

: Stem Cell and Regenerative Medicine for the 21st Century
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™ Al : Role of Myeloid Transcription Factors in Normal and Leukemic Stem Cell Function
Daniel G. Tenen, Director & Prof,, Cancer Science Institute of Singapore, Nat| Univ. of Singapore
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O Session 2. Recent Advances for Stem Cell Research
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Regenerative Medicine : From Basic Biology to Cell-based Therapies
Robert M. Nerem, Institute Prof. and Director, The Georgia Tech/Emory Center for Regenerative Medicine, Institute
for Bioengineering and Bioscience
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Track 7. Therapeutic Antibodies O Session 2. Therapeutic Antibody Development 2

: Infectious Diseases & Therapeutic Antibodies Ol MAOIAS MOl BH| OHE AIRS ZE51m 9l Medimmune ARl Dr. Herren WU 2E| 745t 226 St of= Ajxt
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O & Ab: Next—Generation Biologics : Non—Traditional IgG and Non—IgG Biologics

0| EM2 Burst 3| of
Herren Wu, Vice President, The Head of Asian R&D Strategy, R&D, Medimmune
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O 9 Al : Antibody—based Therapeutics : the Promise and the Reality O 9 Al : Human B Cell Responses to Pandemic HINT Infection : Implications for Vaccine Development
Zhenping Zhu, Executive Vice President, Kadmon Pharmaceuticals LLC Jens Wrammert, Prof., Dept. of Microbiology and Immunology, Emory Univ.
Developing a State—of—art Mab Development Platform Rabies Antibodies and Rabies Post—exposure Prophyl
Chris Z.Chen, Senior Vice President, WuXi AppTec Co., Ltd. Xianfu Wu, Microbiologist, Rabies/PRB/NCEZID, Centres for Disease Control and Prevention
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Clinical Trial Management Methods Leading to Successful Global Marketing Approval of New Healthcare Products

Kevin L. Ross, Vice President, Regulatory Affairs, Global Statistics Group, Inc.

241 www.biokorea org



Al
Al

2571=0|H,

—

=

=7}

—

[

of

)

THEH

SEP. 28(Wed) ~ 30(Fri}, 2011, COEX, Seoul, Korea ?
sxEg

o
oo

| AH
O

L
o

i &&Eat

X

{

[e:
il

=L

i &fot

3]

o1 &loi| i

Mest

=

=Ll GMO 7He 2 4

—

=

O Session 2. Current Statues & Future Plan for Development of GM Crops
M0l

=

Track 9. Food & Agriculture |

ﬁ) BI0O KOREA 2011 Conference & Exhibition
: GM Crop

ol O & M o & ool R
M@Muﬂemv o::_Au_xﬁ_o
Z A W NN
IR =Y 43 RN T
Eomwor T
YOz q oyt s
W_tmm m Aoogam._%*
o I r .,_.H..lHo
- =~ m o 2 =
gu =K S wRsX
= ol oy oK & s i o oo
2020 0w 55 1K
an <Y oo o > T KK
OF of K[ md . o ol o3 nMu &
= =y o o Ko = =
Hwox . g bl S LT
< S g N O D = o T g Ho U
O] nH - ol K .mrv._._._ o)) e MO o
@owhﬂu_w_‘ﬂl 8] Kl = o3 o ol
ol s & H o) < = A_.%Em
T ol g H B o .0 oo 8o
K X ol a1 § S 3 ol c Sy RO
S\l > @ =] _ o
B2 NN g M jH_ =) 41_.:._J|AI;3
> 7 o & O @ g ° £ ® A==
G:._.|umaﬁ c O Ho - 1 =2Y
— " o b = < ol e - o N = -
ol +f - O K e Q o __2|_._._|:_o ]
e 3 = s 3 I S Kool =z
Ko & W 2 E o %0 i o Ar il
L. Y 20 o il g o 00 ge) = <+ & =
ooz R B 3 5 = c oo R
o ot gy M om =9 K ® T | X
= < of W N = H0 = K0 o = o4
R oo & E g 3 . = ] o
5_6:._ o o o = olfﬂ_ = 0] _oo v
ool g K S g oF o T S =)
Lam@ms g g o e W2 =
~ o T w25 iz, [S) LA i
I H © o K 0 ol 1 Wl 2 ol
= K- o T At o B8 - ) =m0 OF "
ol NI K ud = o _ 0 ol
ol KB o g8 3l 2 2 <y o o 7
Pow Ny T gy M= @ ol o ol X S =5l
oy 5 W&y B < K 5 wEw . T moar
Mmebesx 0 58 W S SodMbT H g
0 @ £ 200 B3 w L = =T X0 o W SR
%o go < ol W o S o I e B s o Ex
w20 W et o T B8 o S = oo ol OF 2§ L
Tr 3>y K SO @WZ S otmgp3swe W L
P e U o @9 = ]2 5 B o) m ol
+ = B = < a R E = 2
FTBLE S ¢ £5 Wx o wo Oy g Xy
TRz [° L= Sa& ™ Mz sSH T B
Mo|_.__._m§o Hd g8 Op = nMULI.oM ° 5l = _.%m._
Sl K 5% T .8 wEtT 9 T S
oo KL o g Y N O= o 0 =Y o @ N O RO
Pw_wwl._ .ro._._o .. .. Wwn WIMME _.__o .. ..
= 5 X k0 % e = 2w k0 %
= 2 FT S wn zd = B %0
- 5 . =W T X -
oK 3 & gy © K Bl T 5 Ry w0 M Bl
mETOH O O O +1%5&= o o
BT TN T =
Rppo gty N
wyn__mw__mﬂﬁmr_ AR
N H O il ] — ol
pEEe L 5wl
H Mol oo 2 OTE 0 E=R-
o o WOl 3% D B a 542
o Uok Ko & Z T o5 O o = 2X
[ =) jud S o <
3 S M o = . T W (&) T K 0
= 4=__,._ue__o._ I N
E._u-ﬂl_l_H_./ ol = XO_I_O
o Em NN oa B = or o K
W o oo o O g = O of o 20 o o
= oo ou G0 M RC OO W <k ‘S K& o
S o S KT o ol TF
a4 R m O o = = O._@.._ov
< mo o1 = 0 o &l
g ol H o 5 = = =
. <r ol ~ — 2 W 3
of © _._.__u._uo”Ml.r sl
S ol 22 ool g T o I
mmo_uT_ o = T = = N LI_”I._LI
F 2 FaE g oo U = = £
= 80 & H Q © B gl o
S>> X =3 =
e R T g FZ9
5 K, H - W w0 £ 2 5 5
< b of T Mo - K o0 g @
o .rﬂA_.N_mq__oOg o ~ L 2
ol 100 BRI < o of o .m_ﬂ.u |DI i (o]
Aoy 2K gy op i T % oI = E
or B <rgn BT o Moo & o m 7K
ooHod = W LY o ¥ g o o
o o0 o @ . o = = o - H
oo o Ko o RO H ol ol c =5 KO o wH
R R o i S uY
EMEo K« ® ﬁm mu = N __vm_m g o M /ol
OL_A._uu.AHo_._LI_/llDII o |E|\_._AMA ol ar = 3
a3 8EBIER S 2Eof 2 g Bp
o O =R © 5 ol KO R oy oz KRB T
g 5o b o s Tafe howms B
By SYW R s o =) 0T o W XD g
0N 5 8O F o1 gy RO i B =gy M W5 T
ww._: Ko i B = Ho ko MO " LTS o P T K
H o5 ! H Mo 0 EL ul o g & & Ho
J 20 © =7 X[ o omy il Q N . P e L
53 MR ZE S o o %} 0 i o RS =
W< TR O™ o ~ KBO R0 g W o ®OF
H < = 5tofgr = Ju W0 & molWg N WS owx
R N B S L womwm B 09 gn
= K 5 oe WM K — s 5 X 0 o 30
SR od o WU c &= W OKE o
Mm% Wz 5o o = Loy % =g I
ol K T I 0 lod ()] a ) = ~Nd S T mod of
Z KL S & =1 X RS
= of Wl o -, B o 2 K K =
=S <+ wm T = ok oF wn < _._._m o RE o y
SX@mmoz O g O Zaf = 2
G ol &1 &Rl M N of T o = 20 o O O

BIO KOREA 2011 | 27

Simon Baber, AIHIE}

26| www.biokorea.org



ﬁ) BI0O KOREA 2011 Conference & Exhibition

SEP. 28(Wed) ~ 30(Fri}, 2011, COEX, Seoul, Korea ?

Track 10. Food & Agriculture |

- Functional Food

Natural Products® &-&3}0 Functional FDC(Food, Drug and Cosmetics) & Foods including Neutraceuticals and
Functional Cosmetics7HYES Al=st= AKX}, JWLXIS0| &6t UCt sHH FLIHUXES I AR stAlES oA
Slo ZXAIRF Xl 22 L35l QCt w2t 0|28t Al7]|0 E24 100 M= Natural Products and Functional FDC

o —--d=

Development A5l Functional Food, Drug (Neutriceuticals) and Cosmetics S2AL WXL &7 Alg7 |2 MEIES
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25
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O Session 1. Natural Products and Functional FDC Development
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© & At : Natural Product and Cancer : A New Paradigm Shit
Amin Malik Shah Abdul Majid, Senior Lecturer, Dept. of Pharmacology, School of Pharmaceutical Sciences, Univ.

Sains Malaysia

Virgin Coconut Oil and its Functionality

Kamariah Long, Deputy Director, Biotech. Research Center, Malaysian Agricultural Research and Development

Institute
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O Session 2. Successful Functional Food and Cosmetics Development and Regulation
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A Al : Global Technology Transfer
Louise Sarup, Senior Business Development Manager, IP Pragmatics

How to Get Your Slice of the Functional Food Pie
Suzannah K. Sundby, Partner, Smith, Gambrell & Russell, LLP

Functional Foods
Nick Bassil, Patent Attorney, Kilourn & Strode LLP
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O Session 2. Toward Successful Bioincubators and Bioclusters

Track 11-1. Business Models & Finance
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Track 11-2. Business Models & Finance Track 12-1. Biotech Patenting & Licensing

: New Business Investment and Growth Model in Biotech Field for Asian Area : Business of New Drug Development : Licensing out Case of New Drug Candidate
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O Session 3. New Business Model and Growth Model for Biotech Company
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O & Al : Genomics Can Be a New Good Business Model in Biotech Area?
Min Seob Lee, CEO, Diagnomics co., Ltd

Global Strategy of New Drug Development for Asian Biotech Company
Kees Bol, CEQ, Kinesis Pharma Singapore Pte. Ltd.

M&A can be a good growth model for Korean biotech market?
Justin Jong—Tae Kim, CEO, M&A forum co.,Ltd

O Session 4. Korean Biotech Investment Promotion Strategy
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O & Al : World Biotech Investment Trend
Nam Chul PARK, Managing Partner, HSBC Hong Kong

How Can We Promote Biotech Investment in Asian Area and Korea?
Young Guk CHO, Vice President, TheragenEtex/ Bio research center
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ﬁ) BIO KOREA 2011 Conference & Exhibition

Track 12-2. Biotech Patenting & Licensing O Session 3. Pitfalls of Antitrust in Pharmaceutical Industry
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? Bl0O KOREA 2011 Conference & Exhibition

O Session 2. Diagnostics of Cancers

Track 13. Diagnostics & Personalized Medicine
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Track 14. Pharmaceutical Industry 2020 O Session 2. Pharmaceutical Industry 2020

: Future and Innovation in Pharmaceutical Industry
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Pharma 2020 : Suppling the Future — Supply Chain
John Cannings, Pharma Sector Leader, Tax & Legal, PricewaterhouseCoopers
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o1 A} : Discovery of Vaniprevir (MK—7009) and MK—5172 : Macrocyclic Hepatitis C Virus NS3/4a Protease Inhibitors
Joseph P. Vacca, Discovery Chemistry Head, Kenilworth, Chemistry, Merck Reserch Laboratories
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O Session 2. R&D of Korean Traditional Medicine and Industrialization

ICine

Track 15. Traditional Med

? Bl0O KOREA 2011 Conference & Exhibition

Klo

=7t BH=HAE =X

A=

S7fetolof e °lzH|Ql &

Sto

: Korean Traditional Medicine as a Next Generation Medicine in the Era of Aging Population and Low Growth

o

12

10

FAICHS] 2f

g

olofo 1

F

Ct. ol2{et 8iF Stofl o] A

ZIUCE MM 10ME grelet Mu|AL]

X5
A

o =
= =
Q4
N

51

[y

=

=l

2
oo
EE(0]

=]
=

H

[

=

=0l 2

tOf RACH ESF

X

)

o

Yt
S

tol of
o2 WSS AfojollA

2
1atH|7t CHRO1Z oflFo|Tt, Ml 201 A

off M=oz of

7t24l, =

—

=

ESESY
7t

=

=)

Aojats 917 Al
2zl2lo]

=
=

tet A

ZEHofl thet A=z

d4

Ll

ppalSl

o

e, QR ke

od, O
of cist stel

|ofl CHb|

X

| MiZst

FLX}

o

HIA|
=3

F

—

=Eo
==
S

7 |cH

=

=

t
ot7|

o

o] }st™
o
oTT

2] Alzfoll M ZE7H O[F0{E o FO|ct,

Traditional Medicine

M ol=

H

3
=

3|

NI
ZAL
O Session 1. Challenge and Mission of Medical and Health Service with Korean

X

ol
o

o

iod
==

of

<+
K{o

KO

KT

BIO KOREA 2011 | 41

[el22| M2 7THsdat =X

Jongbae J. Park, Director/Assistant Prof., Physical Medicine and Rehabilitation, Univ. of North Carolina at Chapel
o]

Hill, School of Medicine

b

—

St

O & At : Korean Traditional Medicine in Global Community : Opportunity & Challenge

40| www.biokorea.org



? Bl0O KOREA 2011 Conference & Exhibition

SEP. 28(Wed) ~ 30(Fri}, 2011, COEX, Seoul, Korea ?

HAZ]

e 7| Zhi'109. 28(%) ~ 09, 30(F), 3t
e X A M8 COEX 3% Hal C
* 3007HAL 50074 A 15,000H

L)
e TAIES © - 3= Hl0|2 (RED BIO) : HIO|2E7], X2, Hl0|24I1F 5
- 121 H}0|2 (GREEN BIO) : GMO(RTAIHAIE), 717 ISAIE S
« 3}0|E H}O| (WHITE BIO) : AIZH, HI0|0HX| §
BIO-IT 88!7|& : BIO Chip, Bioelectronics, Bioinfromatics S
« H0|27]7] (BIO Equipments) : SATIT7 7] EM7|17] &
Hio|2 SAH, HEA st S
- 7|El Hjo|2#@ ME MH|A: CRO, CMO, CSO, 5451, HE, 28, 7188

O E7HeH| Sl

1A 2lAE SHOIX] AA K =Uel 82

|Z|>"

=
- 2AY HA2] EYS 500
- BAY AP 2FEH 200 HiS
- GRIE FCA 20% &l EZN 501 &S

42 | www.biokorea.org

O ol

211,09, 28(%) ~ 09. 30(F), 3zt
: N2 COEX 35, Hall E
D D|EYE 302

: ZAI =10 |X|(www.biokorea.org)E
=
[«=)

S11.09. 29(=) ~ 09, 30(3), 27t
: ME COEX 3%, Hall E1 ~ 2

nE
i~

oln
It

HZL|A EFH

|2 2= 2 S M 2510 81012 W SAPIS0| Afels HIALIA HERFO| &

[«&)

=
FOI(HIA)7 |2, M7 |, SAE, XIYRXIHA|, 2= tiAk, SXP|2, A7 5

U E71|Y 4 « 7R} B4l 2020101 7|F) - E712 (20104 71F)

olekE 37% l FEuR d HENI 75 38%

1
| ol 21%  EE 2%
1

AE 12% l =7 [E0lH 16%

161
7| f— —
3 131 NEERET % e 16%
7| — —
7| N 6% = 8%
NEEVTES 4%

20074 2008 2009 2010 2011E(E I7|E|_ 13%

2l(Partnering)

L CHE 7]9) 9 R GIR0f 719Y/7 [ 2lo] HEmRet MK MBS WS 4 9= 11 HIXLIA 0/
ORAIO} HICIREO| TIEL{ZOZ 22101 0jF AIARIS 0IS501 B BIxUA THEY M 5 0jg 75

L =]
5 28i0l 52 W =

—

o
™
C
28
-]
D
(%))
(%))
i’
T
()
n
D
=3
5]
o
3

BIO KOREA 2011 143



? BIO KOREA 2011 Conference & Exhibition

The Entrepreneurship Boot Camp

From Concept to Clinic : Faster Biopharmaceutical Development Through Improved
Understanding and Interactions with EU and US Regulators

e 2 Al:201d 9% 27(3h), 09:00 ~ 18:00
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e ™ A} : Dianne JACKSON-MATTHEWS, Ph.D.

— Director of Regulatory Affairs, ERA Consulting(Australia)

Christopher J. Holloway, Ph.D.
— Director of Regulatory Affairs & CSO, ERA Consulting(U.K.)

® Program

Session 1. Overview of Regulations Governing Biopharmaceutical Development

09:00~09:20 Registration

09:20~09:30 Opening Remarks

09:30~10:10 Regulation of biopharmaceuticals in the USA and Australia
10:10~10:50 Regulation of biopharmaceuticals in the European Union(EU)
10:50~11:00 Coffee Break

Session 2, How an Effective Regulatory Strategy can Guide Product Development

11:00~11:40 Strategy elements and use of regulatory intelligence
11:40~12:20 Case studies — analysis of strategies
12:20~13:30 Lunch

Session 3. How to Make Regulatory Requirements Serve the Drug Development Process

13:30~14:10 Setting effective milestones — Meetings with US FDA
14:10~14:50 Agency meetings in the EU
14:50~15:00 Coffee Break

Session 4. Preclinical and Clinical Study Planning

15:00~15:40 Regional and global strategies for nonclinical studies and GLP compliance
15:40~16:20 Approaches to clinical development — Using foreign data in the US
16:20~16:30 Coffee Break

Session 5. Preparing for Due Diligence

16:30~17:10 Leveraging regulatory opportunities in the EU and US
17:10~17:50 Securing value in your chosen pathway and succeeding in due diligence exercises
17:50~18:00 Closing
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? Bl0O KOREA 2011 Conference & Exhibition SEP. 28(Wed) ~ 30(Fri), 2011, COEX, Seoul, Korea ?
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