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Abstract

In the era of knowledge-driven economy, the generation, application and management of
intellectual properties have becoming critical issues in sector competitiveness. In Taiwan,
research institute usually play an important role in technology innovation. For these research
institutes it is essential to set up an efficient process to transfer their technology skills and
authorize, such that commercialization of their innovative technology and intellectual
property can be practical utilized in Taiwan pharmaceutical industries.

The main purpose of this study is to provide substantial suggestions for optimizing the
technology transfer and licensing processes of the research institute with pharmaceutical
company in Taiwan. Specifically, this study will focus on CoMotion in University of
Washington that how to cooperate with pharmaceutical company and other
related organizations. Through literature reviews, interviews, relative data collection and
analysis, our goal is to identify specific difficulties and possible solutions that may be
encountered in a technology transfer and licensing processes. We expect this study can
provide the contributions in optimizing the processes of technology transfer and licensing

between the research instituteswith pharmaceutical companies in Taiwan.

Keywords: Research institute, Technology licensing office, Pharmaceutical company,

Technology transfer, Licensing, Due diligence
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transfer, Technol Innov. 16; 1: 75-84.

'Association of University Technology Managers. (2009)AUTM U.S. Licensing activity survey highlights:
FY2008. Deerfield, IL: AUTM; 2009.

" Association of University Technology Managers. (2014) AUTM U.S. Licensing activity survey highlights:
FY2013. Deerfield, IL: AUTM; 2014.
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+ -

-

~2008-2012 # £ W~ B3 £ ja > 2 327 EH 0

2008 2009 2010 2011 2012
No. of US respondents (total license income) 188 180 182 186 194
Total license income ($ millions) 3,444 | 2,326 | 2,396 | 2,458 | 2,625
Running royalties ($ millions) 2,303 1,618 | 1,382 | 1,451 1,889
Cashed-in equity ($ millions) 44 24 63 65 64
No. of US respondents (licenses and options
yielding income) 189 178 178 182 192
Licenses/options yielding income 15,498 | 16,331 | 16,205 | 17,103 | 18,295

A BT HF ALY 2 oAk R FEFR A A2 S ER TG A
¢ (AUTM) *t 2009-2013 # #7faen% & )¢ A e AL 0 BT A R ALRT
B GBS EEE RS R REB AR BT LY I FEORIPFE o A
BAEE 2 ER O TR LAY dodw o

# = ~2009-2013 £ 2 B~ § & ¥ 3% Prdicd

2009 2010 2011 2012 2013
Total U.S. patent applications filed 18,214 18,712 19,905 22,150 24,555
New patent applications filed 8,364 12,281 13,271 14,224 14,995
U.S. patents issued 3,417 4,469 4,700 5,145 5,714

2 ~2009-2013F £ R~ FFE E P25 iE # 2 AL

2009 2010 2011 2012 2013
Licensed executed 4,374 4,284 4,899 5,130 5,198
Options executed 954 1,078 1,152 1,242 1,356
Executed licenses containing

) N/A 398 416 483 469
equity
RS S = RN ey 1

B E 4 AR

o

>
.
=
N
‘Lﬂs

Mgl EIN P d £ 7 F L2009-2013 & 37
=)
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47 220092013 £ 37412 F AT BB 2 B A B3

2009 | 2010 | 2011 2012 | 2013

Startup companies formed 596 651 671 705 818
Startups still operating 3,423 | 3,657 | 3,927 | 4,002 | 4,206
New commercial products created 658 657 591 591 719

Net product sales were generated ($billion) N/A N/A 36 36.8 22.8

—xg‘fm.:rzg.y_a;?(q-‘gfﬁl\,gzri"ﬂl;ﬁ_lfy/ga;zﬁ o B AR g b kA i
FRETE P BEF LR R 2 EE R H?é#»f%‘ﬂiiﬁﬁé;%nw
FRE NS EY RS EBAF TR 1 T E - n‘v«ﬁf PEEAR R §E
e Syt f”‘%f“i?}iﬁmﬁ”’“ Kp~ B gpIRTe el X 2 BE
ERAE S VI I At wnﬂ.i@hﬁﬁi&ﬁ&mﬁ4w»%4dﬂi%%ﬁﬂ&w
%g’éiwkﬁﬁW@ﬂAﬁg(MHM)me&mAmMBmmy%wﬂﬁﬂ
o 2EREFLEFANL 651 BEA LD WG N T 39 mEA AERS
T A58 mEA - ELE 119 d Vi A BPFF L R EEAY L T &
gg'.-;‘;y%fglzo

~EHEHE, PR HERNEAFTERFTEL LI > J FRAFHIFGEEA L€
(AUTM) #2015 # 5 AUTM Briefing Book 38 ¢ &7 > p 1996-2010 & szt » +
EREFIE T HERREPN £ AL 4 (Gross Domestic Product, GDP ) ‘E‘I‘Jc 3,880 i® *
~ o ¥ E R XA E (Gross Industrlal Output ) TE‘)*% 8,360 i F L > @ Alig T 300

]BT&#_%QB

iw é‘f'*’ﬁ F&é'I%m#i,{h‘ﬁ;ﬁg %ﬁ)ﬂﬁ‘ﬂg%#]ﬁp\ T B q_/k {{é wmE
YELETE PR GAT RO L TRET 2ARLRATI T

¥feF 1 AE 0 LFRAd )i—ld"ﬁ‘d—‘):i‘\%"r’v;lgmlimﬁ&"ﬁxﬁ‘ﬂmk’ﬂ'—ﬂ
/z%‘s% Fis > BTy = R ahp £ b ArEE e R £ - x‘éﬂé‘l‘fpuﬁ%ﬁl » 7
SRR R AR R SRS ANE P L R 0 kA R T
FRT s & R B 2 U] RS T B A R 2 4 (v o

(=)o@ TPEHFAIE | 2 EBP

FESE AR R TRk 2 A SE1996£90 RS 2RFLE R
P RN THEEHEARE  URPREPICR A R s B1997# i s
g is 0 201999 E i TR E PR AE 22 o B F AR WL g ﬁva
FEXEd QRS TARE LD SIER GG > TRIMTRLEHFFALFEE 2L H
ooirdp TRFHMANE ) FOEF2ARTHEMARE S 2 FHEEY ) T

"2Association of University Technology Managers. > [EF7E 8 o
B Association of University Technology Managers » [E|F7E 8 -
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Pt R A PRI @ MR G LT T2 o Tl TRl TRy
P FE 7w R ‘:J\“‘;‘ﬁiﬁjil;"’k" W 2 LAMINE A udl R0 ANt T L
CEEEE I ST SOCE R I ST P E RS 3 T R R N T S Ry Y
PEHEFLESAOE TR EFE SR FREE Y 2k TR ST M
BHEWLZ LA BT T B E ““‘%Eﬂfﬂ}g\.%ﬁﬁ@;ﬁ E oy TR AR TIINE ST L
L S L R ““‘%Eﬂfﬂ}g\._‘;‘ﬁﬁiﬁ,’ﬁ Er prik TR E R AR
FRIFL AR P F RV EFFE S S Fha@r ph2 2 ThI R AR 25kt
ﬁﬁf&gﬁig«ﬁiﬁi*"“ﬁ?‘%ﬂ”% PEEE AR FREET s F o P TR
ERREFEF FHAE S S22 FE2 o 145

A REH S Y 2009E 5 3,671%7@ EX g 4@2013:& 14,549 ~ > 2013 & & £
FA55% B P R A e b 2R ST 2 5 5 13.4% #2009 T £3.4% >
dﬁ&&%@ﬁﬁéwimﬁﬁfﬁgaﬁo%npﬁg%kﬁﬁﬁ?ukﬁ¢%%W
BB 0 2013% F 2RFAFEFT5.5% B LSRN S 0§ 23.5% 0 SRR R
el vt d 2009 5128.99% M1 23.5% c AT ST L P 2 AL 38 (GDP) - F %
R gk RO R e R0 A E‘l/?ﬂ’a;\of ¥ E‘IF\ 4 A Fpehvt Fod 2009#
12.83%3Hi 4¢ 5 2013 5512.99% » 4 2011 & g@;&ﬁ D L AR AL S 1 AR
ML R FE R ER - Bl A2 520092013 SRS d O -

Z 7 ~2009-2013# & #3574 ik

2009 2010 2011 2012 2013
2REFEY (R~) 3671.74 | 3949.60 | 4132.93 | 4312.96 | 4548.91
PRFEFETESLES (%) 4.5 7.6 4.6 4.4 55
ERFSLF E R LA L (GDP) 2.83 2.80 2.89 2.94 2.99
;L :“kc (V) . . . . .
PRFFET —REF RAFA (%)
& F0 F'“ 69.7 71.2 72.5 74.1 75.5
— FCRRRN 28.9 27.5 26.2 24.8 23.5
—H v RPN 1.3 1.2 1.2 1.1 1.0
— Bt 0.0 0.0 0.0 0.1 0.1

UEER 0 BITH(2010) > FERTEES -

SHEZEEA(2014) - KETRESE BB H AR A E 2 S DS G A g, SRS
EHFEDE 103 8ME IR R Eg -

SrhE RERHGED > (2014) - hEERBIREERETEE 2014 4EHE
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PREFET —kJ AP RS (%)
— g F

— PR

— B E T
— e A 2 3R

70.1
16.8
12.8
0.4

71.5
16.0
12.1
0.4

72.7
15.1
11.9
0.3

74.2
14.2
11.3
0.3

75.5
13.4
10.8
0.3

20138 45 » 4 do w5 4 5241840~ > £ 3 £ 5 169% 0 & 2 REE Y

53% 0 & $ BT % 5 104630 FORRR P T 0 @ B % T 2V I 786.09
o FFTI90.720 7 0 F 2N B PEFE LT TI887% o & - 5 2005-2013# £
drppEg g o

# = ~2005-2013 % 5824 5 POperT g SR

A

PR

Fgiay (Rr) — &P ENE

. v > s > % g —  w
E R () (%) &EINE | B r%;;j:a f" 4;;?'1
2005 145.18 - 18.04 88.92 37.86 0.36
2006 159.51 9.8 18.10 93.50 47.57 0.35
2007 165.00 3.4 19.93 94.69 50.05 0.34
2008 168.37 2.0 2391 93.67 50.43 0.37
2009 179.83 6.8 27.43 95.83 56.06 0.52
2010 212.02 17.9 32.80 101.53 77.17 0.52
2011 226.49 6.8 38.65 100.87 86.46 0.52
2012 237.86 5.0 49.31 102.08 86.00 0.48
2013 241.84 1.6 50.52 104.63 86.09 0.60

FEFE S ER T > 58 R2013% 8 £ SCl#kh < #5 27,0995 » #2009# = £ 16.5% »

PR LR AFATI6 ) AN LARRTA TP AL KA2013ER L EUET
FAoSChm~ h#ick g 0 & #2008E 29675 »20124# 4 &~ 31,131 » M0 A74e it

A CEFRERR FHERCER AT p AER 0 A4 520082012

EEREFH A v SCldh f#icr 5S& T £ 502013 2 WG 17 455 o0 8 g

PEf BSLPRREALER P A CRF a2 SH A EROEP Ll
ALEE AT HR2 0 6np & 232 0 S L300 H47 0 1 42007 E F Ak e fEATARS &

L5802 L2 BRPITEFEP L Poa sz 20138 2.

VIEFTEE 17 -

ITEBERFEEREE - (2013) - (TBIEIRFIEZ B8 102 F4H -

Do REEHEE - [FIEE 16 -
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A A ERTGHF L EE2013F 2 7

LR | R R 2009 2010 2011 2012 2013
1 N 341,528 350,802 364,548 373,224 378,625
2 PR 126,445 139,396 162,794 187,766 219,281
3 BH 92,822 96,452 100,895 104,714 109,026
4 H 87,955 91,281 95,935 100,048 102,271
5 P& 76,609 75,575 77,453 77,827 78,447
12 3 iE 37,742 41,481 45,588 49,374 51,051
16 o 23,778 24,921 27,283 27,639 27,699
%4 ~2008-20124# & W& 7§ A v SClth < f #c% 5& T3o4 £
# 5E& T ¥ad | &
_— 2008 2009 2010 2011 2012 %)
Friedd 1,593 1,686 1,820 1,906 1,957 5.28
be £ & 1,586 1,639 1,662 1,697 1,661 1.16
Y 1,462 1,502 1,543 1,593 1,570 1.80
Ny 1,028 1,075 1,114 1,166 1,162 3.11
ey 967 1,029 1,073 1,171 1,131 3.99
N 1,099 1,113 1,131 1,161 1,129 0.68
EREY 970 993 1,003 1,027 1,000 0.76
3 i 702 767 838 913 941 7.60
ERnl 819 854 868 904 905 2.53
P& 604 601 591 603 583 —0.88
R 196 200 194 203 185 —1.43
¢ R 82 94 103 120 132 12.64
B 32 33 35 38 37 3.70
2L VA BRRSTEREP B aEE 20138 £ 2
| B R 2009 2010 2011 2012 2013
1 N 82,382 107,791 108,622 121,026 133,593
2 P 35,501 44,813 46,139 50,677 51,919
3 # 9,000 12,363 11,919 13,835 15,498
4 3 i 8,762 11,671 12,262 13,233 14,548
5 o 6,642 8,239 8,781 10,646 11,071
8 YR 1,655 2,657 3,174 4,637 5,928
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1999 8 i TP Fpwihhiz |, 2% 5 F 1 MNP F LR g LA F g
AERFROHR TERR BU P ERABERLAE S S F R ek o 2 o 4
BpF LR 0752835 G A RAREY F8m 25w B¢

FRrRW3ELEG Y 280% EaE
_’ggg]wigi ﬁ ggg;*%}ﬁi%ﬂg%?ﬁ* * A ES & ;‘E’@%fiﬁ'{’ d &%%ﬁﬁ’vﬁ;_@%fi

_/&j:éﬁ’%‘:o

£ RS S ERE &S

- 52009-2013

Hik

Foh - 2200920138 MR ELF ¢ B HAEP B A B

ER 2009 2010 2011 2012 2013
LA E A FP B IF AT B | 2,333 2,968 2,501 3,553 3,952
&&i$%ﬁ&%m%§i& 397 472 284 ¢ By
MR R BT E S 2 S L 219998 TRE A AE | S FF T
%?ﬁﬂi»@L%&?i’i2m3&Mé |3185,5008 ~ » HpsH i B L8181 » £ 2L
2 52009-2013& R pFE LR ¢ LAEE TS S R HES 2 geE Jfgﬂﬁzo,zl .
L2 220092013 FFFHE LR ¢ B E TS SR RSB L RE E47
E R 2009 | 2010 | 2011 | 2012 | 2013
iizﬁﬁgﬁéfiﬁk 952 914 950 976 818
LI E (FFoWEE ) 7227 | 417.0 | 482.4 | 288.5 | 3559
BRPFAEENNE (FroWPHE~) 53.3 42.7 57.8 57.8 58.0

SALTRERER R ) AFFEE S AR Y
LSRR AT 2 FRF A R Z TS
WP AR B BB H T RRNEARY E

%"%AJ Z i B O ehRP T
RERNEE N E R AR
NS ST SN R
#Erﬁgizg’%ﬁbiécm% °

DFE @R FETHA2010) - [EFTEES -
[EzE 18 -
EEREE

MTE R EE
TBIEREEE Y

F»Z:&’*J X

R FEACE = R
ré£+4 * ke

oo AR TR TS i

g

AOTRLE R AR | R AP m}ubr«? g g N2
CAEEY £ 9.5 S MR FULEIE O RN

\\a

TEZR O D RAIAAMABEICK 0 R LB E
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I FRRZE CRAF ST FEBERIRAS N
CPELEE-TES EFTLE F1

F WA 1980 & vk o RGBT - ke R E Flenpk iR 2 P
AT ST 2 (60 2R E RS BER Z FHH i F (Technology Transfer Office »
TTO) » % f F A F 0 4 &£ np e i1 17 0 5T 2 57 3% WA 5 i 45

Fo AR TP FERC RNWFFT O 2B AT 0 &
BLEAXE IR EF@E'J&@*?J%?&Z#‘F&% A F e A F2 B A & A
ELFES N kA pprm £ mp a7 o

b B ik

1. Fpes it ik

ER g s ik 2R F RS ™ L ¢ (The Association of
UniversityTechnology Managers, AUTM )** i 1991 & I 2013 & 12 % 4% 4 cif gi2d & 53t
FRA BRI EERITE R FEPFFE LAV RN D S E D
TREUE ZRIF A F U AR EOLRER c i FERF K22
1 93,656 2+ B A i A0 10 4 1991 & § e & £ 4 1,229
@, m 42013 & £ K3 6,554 » & E KB 500%M L o

EES LA (S

&000

s000

4000

3000

2
1991 1992 1993 1994 1995 19956 1997 1995 1993 2000 2001 2002 2003 2004 2005 2006 2007 2005 2009 2010 2011 2012 2013 #

Bl= ~ 2B~ & 19912013 & s gz § i

2Schacht, W. H. (2009, February). The Bayh-Dole Act: selected issues in patent policy and the
commercialization of technology. LIBRARY OF CONGRESS WASHINGTON DC CONGRESSIONAL
RESEARCH SERVICE.

BB A ERRITACH A & 48 (AUTM) » 484E © http:/www.autm.org

» Association of University Technology Managers. (2013) AUTM.US Licensing Activity Survey:
2006-2012.,Deerfield, IL: AUTM; 2013.

% Association of University Technology Managers. (2014) AUTM.US Licensing Activity Survey:2007-2013.
Deerfield, IL: AUTM; 2014.

*7 Association of University Technology Managers.[5/5¥ 11 -

* Association of University Technology Managers. (2006)AUTM.Licensing Surveys: 1991-2005.Deerfield, IL:
AUTM;2006.
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g bt endi3 b g mo p 1991 £ 3 2000 # FH @ E 2L F2 £ 595
1.1% » # & 2001 & ¥ } T,’ﬁ‘*ml*ﬁ@ > @ 2002 £ 3 2007 £ B k% i ﬁ T 14
%2008 & H 5 & BF g e 3 2011 £ 2 1R SR }411;,—4-&.5.-])9 1.15%
AR L8 2000 £ 3 4 chie e R E E R 2008 Echg @ischin MY 0 @ g
-~-T€%?'er1%-i“$w AR B AT ORISR EEE KR F LS

4‘

“’l

Jo \’ 3\
l\‘* &
bl

L

¥
y

PEey

AR B R R AR R o p 1991 & 176 RE A 2 E T 2011
£ e 650 wE A (27 &%J%W&.)”’Aﬁmgnq 25 E Ao & E B K
FEAMETO R~ ARG RS PEERA ZRATRRT R B EL AR
EFDED VUG R NN PR S HES R E LR AR o Y
1991 #pf> Fg» 14+ FEA7 40— wiﬁfrf;qﬁg.,%fi v 32011 ERE S E3or ]
FHEART AN - BHRBEEE ) LT ORB N A 20 EF  HNSHE AE
B« Frefe s 7y Biparey Tt = gt

3. &A1Y R

BRI e o G IR R BP0 FR A ERRE K R
te 1965 & 44 28 4 WA B B fiensist » BE @Y 596 B F ML P wp TP
150 1991 & 2 kb lend FE - g A 1991 & 116 F 3 B 8 pjehd {I¢ 3
L1584 1 0 Tioo BEfea FE97F 1320 3 2013 & 193 B E R F ik ]

PR 2 14995 # 0 To- BEY RO 75 EY 0 R4 R A K20 &
B LT 947% - Tob o tek flenBa g - 1993 & 116 F % B4 & pjeend f)E 1
1,530 # > @ 52013 & 193 ¥ % M~ B pajehd g ag e £ 5714 & L {IER
fsi3hen20 £ S K T 373% o

ETS

el |

4. A& fcr 2 FTA D 7 end K

B £ r 1 hE 1520 & B ke i~ ¢ ST 300 5 g A
RAHH F AR B 1991 E £ RS F RS SRS R 0 il e 5 218 F F
EA5 07 2012 &£ £ED 2625 FHE AT AL TARE 12 1 o ¥ b d R

PTseng, A. A., & Raudensky, M. (2015). Performances of technology transfer activities of US universities after
Bayh-Dole Act. J. Economics, Business & Management, 3(6), p664.

**Britt, R. (2012). Universities report highest-ever R&D spending of $65 billion in FY 2011.

3! Anderson, T. R., Daim, T. U., & Lavoie, F. F. (2007).Measuring the efficiency of university technology transfer.
Technovation, 27(5), 306-318.

PEE > FITH(2010) > FATEE S pl68 -

33 Association of University Technology Managers > [F2F 11 -

**Powers, J. B., & McDougall, P. (2005). Policy orientation effects on performance with licensing to start-ups
and small companies. Research policy, 34(7), 1028-1042.

33 Association of University Technology Managers.(2013) AUTM U.S. Licensing activity survey highlights:
FY2012. Deerfield, IL: AUTM; 2013.
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Bord keprd 2 P{edTAI S T A 2 o4 FARPA IR B 1993 £ 3 2013 & 0 F|E T
ﬁwnﬁmﬁ%ﬁbéfﬂm - pehTA & T4 2705 1993 & F) L M A @
% keFTA S F 3 201 B > 3]0 2013 &P < 5 818 WATAIS 7 LT L BN A A
#im’éw1¢%ﬁ4%i§(%WEEJ’Aﬂﬁﬂﬁ30??pmﬁw’%%ﬁﬁ
ﬁﬁ%¥%€#@$ﬁ4ﬁ§%ﬁﬁgﬂ§oﬁszE%@%ﬁ??*&%ﬁ%Tﬁ
A g > B 1) 2003 &£ 4 X B £ o R FIF AL EASRAT 2000 & e o P8k o

R e

T T T T T T T T T T T T T T T T T T T T 1 .
1995 1994 1995 1996 1997 1993 1999 2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013 .&

Fl= ~ 2 W= FRAHETEL 2 7t 27 Rk

HELRFL VP UFRD R RREE 0 2R TR B S (R
g R N AR AR PR R o - AT o WA R R ATAIE I E S Al F o TR
2REE T B R BRI 6 T’Fﬁﬂf’éﬁ EREE 1P ek LN S S
i 59 H-H AR e fl AT %#ﬂ'J—T— ST IO RAER VB FehEE > 1

PRt PP 5 i 59 & o

5. BAEE R R G LAPE
PRTZER S VFSAHER A TR PEL T4
OE:3 2 T RN % 2k §¢F < R

EHATE RF SRR Bl oA £ R TIRER 0 ik & K4 0 2013
E T R 1991 F £ L AZE S B 02013 £ F . TiE R TR ] HiES

36 Association of University Technology Managers.(2006) AUTM.Licensing Surveys: 1991-2005. Deerfield,
IL:AUTM;2006.
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Eir g E gt g #arg Yo

F”’#%Wﬁ&ﬂ?iﬁﬁpiiﬁf$*@miﬁ’?u%mﬁﬁﬁwﬁﬁi
SR AEA T FRFRREMTES reF A p 1991 # 1 2011 £ 5T
] B ST %K) 40% -

(2) BEHHES ET DR & T H 4

EFRF2ATBHERES A EEDRN & o W dn g B F 2012 & g
£ T #1991 & = & 1204% o
(3) B 1¢ 32 el 8 4

po1991 & (5 2 W~ Frate? % K% Jlenit fiox £330 PR e o 52014 E ¢
% P 1991 & 2 LA 9 B o JEEE ] oy 21993 F &K BT

L F.L

@) BEETEFPENFLR T 5F

d 3 R F IR E TR U A R £ S TR Y B <
EFpenERE 230 2 L o P17 2012 EEfI £ e F BT 300 F R
W E RO R AR T F BRI T kg 0 R E 2011 & - E TR
Eﬂﬁ&oﬁii’?ﬁﬁ%$*ﬁ%w”wéf*’E :
Bl & chje s > LR e Ry £3080, Wy
§°§ﬁm%%?*iﬁﬁ%ﬁﬁq’—xﬂihﬁm%
D 7RG o F pﬁﬁ@w“%’%gﬂdﬁ
PHTEA RS g E K o zad%kghﬁmﬁm«;~ ﬁ%m,éripﬁ
B SRS LTS R RR R T _a#ﬁﬁ%’mﬁmm«i &R
RO S EAN T RN el S S FE AR F L s XL

MF 5 39,

(2) ¢ HEFPEAE L €3 s HRR

=

AR 1999 EBASF SR PR R MR TR LAY T EM A 2
PG o HEA AR UE A NP B R I E 0 A S i B S
HAEAE RS Lirehfg o SN RAHAEDFRY » BRAF LY KRES L DR
FO TN A B RRPFE ] S % RETHRES S A S L TR A AL AL
pER R F ot TRERA AR RFE SRR EY DT IR

Tseng A. A. & Raudensky M. (2015) > [F2¥ 29 > p 667
PR EUTH (2010) 0 [FATEES  pl76 ¢
*Nelsen, L. L. (1991). The lifeblood of biotechnology: university--industry technology transfer. The business of

biotechnology: from the bench to the street, 39-75.
OEEE) 1] (1994) (BB S ERACERRE S REISFHE SRS - SOAS - 346 -
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FAFAG o DHFEARR A FAFERAEE S AT E TR S L ] IR
PEAFEEESEL b AR TS AR T RS A £

* oo

1 & f1¢ e

Bk 4IPS e T 0 SR R RIAY 2000 ESERF AP EFE S R L)
Yoabdcs 283 (FRIPN ) RIPascs 288 (F RPN )M 32004 £ AR
PREGERY § e TFE SR DR Y RS LD 3T (FRAMDY ) 5
flpades 162# (FRP )Y 12013 25 ERAME LI F 2 5P LY F73
AT e 3952 ¢ A THEEHEMEARE LB SB B RKRETE A Ea

SRE B S B G ohiEuE o
2. AR I R T & e

ﬁ&jﬂ:jﬁﬁ%ﬁfiﬁxﬁv T oA BRI 1999 & (TR E A AZ | WED ) i
k25 #552002 £ F) A HATEA R Gu R 0 H b0 LB HSE S DR
A % X B 1 2004 £ iE 1,274 2% 8 3 2013 E pEeg AT F 3 8IS i
KRS BEE > 2 1999 & L A ezE > T 2013 & HE A 2 Boehii it 2 £ T i
W F 33 8o v  HATHE A ] & JT r @ 01999 # chpt ek A R £ o~ 5 1,560 F A
2005 EpFe F 1 4,500 F 5 2Ll &4~ 3 2000 E A 4 FiE 7 2,200 8
Aok A R £ e 0 0 3 2010 B4R E T 0 3 2013 £ 4 3 1) 5,500 F Ao
BB &Y 521999 & T HA AR | WiEw st 0 (v E G T 23 B

BRI © (2004) o EEEL TSI Y BT —EREEI N RSB iR i N B B IR
HEER Z0H 15w 0L 0 pd6

ITBER PR Z g 0 (2008) © (TETEIRRIEZ B 97 FE4EH

PB4 R AL - gk
http://140.109.120.173/cgi-bin/show_data.cgi?STARTPRO=c:\stat\cgi-bin\stat.pro&template=search » £%1%%]
EH :2015/10/08

PR > BITHQ010) > [FERTE3 > p317

CEBT (2005). (EBIMAIHS S IEELE GBS RIS S0 SRR RS  p136

CEERR > BITH(Q2010) > FHATEE 3 > p31s

YITBUREIFRIEEZ B & (2013) - [HATRE 18 -
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Ble ~ 58 H s i 2 st ®
3. AP 2L AEBRRFEFLES

FES AU B R e

T % 0 p 2004 £ 3.04 A AL D 2013 & 0
A9 A EEAHENL 2T F AT, AL %

HAalls%=+

EEEr(Fa~)
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100 4
o+ T T T T T T T T T
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BlI ~ @ S~ FRiRFAg Ly 8t
4. SANREREREFA I LR EL HB

IR U ;& AN AP Ui SRl o 7 F;}i?:}igﬁiigJ o AR P e E

R RO S A - [FIATRE 43
VPR BIRHGES - (2014) » [FATEE 14 -
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REgi o g7 FOF@E S AT L E DT EFM 4o~ B )Y 352 BES W42
FlE e r e > RHP 95 7 fo 2 R fE FIF

(1) AR e F R

LA L BRI A S oo f 2004 & iE 1274 15 W g2 sk endk B 0 2008
ERFF L DM ek B SR E LT 588 s At R iB(S 0 M AREE W T

2004 & % F
Q) #ELFRZFTRS

oA B RO £ 97 F A 1999 £ G A AR faE > 32013 & Fpe A
Efcenit A R AT 33 B REF Lmg H A ER 0 A B DR £ 5 2009

Eps gE 7 R L2 (8- BT R T 2013 £ W F) 3.5 R RS E £~ >
BHES R R R G S e B PR SR S 0 o

Q) BT A4 25 R2H%

DA BRI R e > 2 2008 # AT g ¢ 0 A 140 14 B e o
W 63 R G B F RS EE Ny A BRI TS A 0 B 2k
S 45% 0 PSS E R ERT A8 o M EGERRE S R E o B EF - KON E
63 73K F & F L HIHHE e F R CHPIEHBEE - BH 2t FRa92%
R HT UGG PR EFLBNHEE o By A ERBS R H
R E X

o gt 63 TR B F ARSI E ok B £ RE 117 A

HARB R G B B F gL 45.9%  F A R F & 32.79% i
§819% = % 5355 & 86.88% 5 st S E 2 A b0 Mt L £
FEEAFT 2P PR B REZFBEEARZER Tb Bt 2

A
X
A
Ho s
ERF 2 FKTMEARE THE (F Rl 2R 113.12% >

5 i

R T T 8 BT S VDL PN RISl SR A F SR
A 4 0 ¢ 360 TR A RSN 4 AR E RGN 4 E B
HE R B TR AR PR e SR R T e S R 2
BHR R £ GF 2008 # T 15 B AR BT & BLHER B T e i |1 e
3l b £ et 4 & L H AT e F o

EEEHE - MRITSY > SIIERS > (2008)Fk ERIERH R i B (i B A B > SSEAEY  ERHYET) 9(4),
525-545.
*ERTEE 39
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S FTETRR R RE FIRY

T

¥

TE N AR TG N i B B R D ‘% HECE - SURas 1 S AR
FMFR I A RERER 0 NE BRI AT LG B AFHREHETRE (Good
Laboratory Practice, GLP ) # 4~ % 1235 & » H x5k 91{¥ @::}7;;1 #L (Raw Data) % %%
3%+ (Final Report) % f 5 & 5% 4 ¢ 12 & (Food and Drug Administration, FDA ) 4p
BB RARERS AAS o 1 PR RRESDULER  TABERKTET

F AR T S R GRS EESFRL (FDA) LR LB MR fiFe @
%4 #1379 2% (DueDiligence) © kP2 R/ FIR (7 aTH Y FrE A gl oy
FA T ML R & B A (FDA) & S [FRF 4

‘-\\1-
N

(=) % - FE&E—TRAE#E%? 3 (Investigational New Drug, IND)

¥ ATE B 3 B 7 (Sponsor) % = fk o iRk 0 4 JE 4 =4 iRk ;}%5@ #ﬁﬁé( Contract
Research Organization, CRO) #-7 M 7#%% ® #7% (IND) Tk #5% ¥ FIFE 7 & ah %
MR FLE < S LR Y e R S A T (Chemlstry, Manufacturmg and
Control, CMC) ~ f&/ :#5% > % 3 (Clinical Protocol ) ~ 5 i 3 4 £ p (Investigators’
Brochure, IB) % % #8:% % f ¢ (Institutional Review Board, IRBs) F & 3 B2 %
B8 (M5 65530 USFDA; S# 5 & 5%4 4§ 2% /TFDA % ¢4 B2 4
FER A% ©/CDE) & Rz #Efe» TR AST IR Nemd o

btk ATE (IND) A #%Y Glek FRE AP Egs 62X 24
(Reasonably Safety ) e+ € + » 22— 7‘*7 Tk k2 ¥V (it e — dm T 0 AF RE
DR ERE X A4 30 A AMERFRP AL MRAFESRBE (CRO) AEES
FHER N EEP PR R TATIERFRF T LB LR A HTRR R

(=) F-HE-—TREFKEE
& 5%t 472k (FDA) #9824 :#% (Clinical Trial) A & w £ »

1. % - I9hk#% (Phasel) : L & p enji ;'Pdgﬁ%fggﬁq:; N N R T
R ES DB AT A/ 2R R T BRI R Y
ZhHHE > FEH%RA Y2080 B o

f’*i"';- ‘Jf?m"ﬂ\u AR R ¥ o Rt Thhn T sHmE

SBAH/FEE FDA ST EERIFZE » 484F http:/www.biomedical.org.tw/Files/TechdocFile/FDA%B7s%C3%C

4%BC%AT%E5%B5%7B%A7%C7.pdf > 521428 H : 2015/10/08

P E KBRS — R EE S ¢ BEARSERAY T HA > 494 https:/www.ntuh.gov.tw/RECO/subject-info/

DodJM%Es%ﬁT%A8%E&%BA%@A%EQ%AQ%A6%E9%A9%97%E7%9A%@4%E5%@8%@6%E6%9C%9Ea
 ER %I H 1 2015/10/08
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Fav A7 9 $R e (Placebo) & ¥ - AEL iR R 0§ "kﬁ% g p PRV D
%‘JIF’# a?ﬁg Lbﬂfﬂﬁﬁﬁtﬁ)*a_ﬁpé%/\g{q?g{,L/\tlj_ E&o

3. %3%%&%%(mmem):ﬂﬁpﬁgg%gﬁ"*\&1$ﬁmﬁﬁ’?ﬁ
EHARDATEE 2 RAENEH BRI 0T FIER% HRE%R A K
WP A DT AT R AT fé%?( D)/p W iF Tk 25 7 = 8 (Phase I 3| Phase
) » 4 g4 %*Jfft diiT# 1 % 357 ¢ 3 (New Drug Application, NDA )

4. ¥ Pk iE% (Phase IV) @ v P iph B L BF i @F Pyt (8 ay
EHTAREL L D - I B¥iz& 17 2 F & (Adverse Event, AE) &
BZ @l i¥* (Severe Adverse Event, SAE) » Rl & 5 &4 125 (FDA) ¥ = F& &

R EFETR .
FTEIRAK R E - BREGFEFIE R LI ELFT U IR R AAME TG

L RATEFERF L AFE TR B AR o B “"KI#‘ w38 L
BAHFHNE Lo a ZTEFFRF P LEE LR FEK L ML praih “éE ’ ‘]}“;ﬁ-‘ﬁ— BT
B> & (5 PRI G REFTE P e FHR -~ KI5 e
3 2RI LERDLRRF Y F 2 ATRFERE ARG SO RE T
FEoo BLHEREREER - DLAREABRDIFY CEPFE R A MR EG
RRRA A w R OREE

o~ FREFECAAMZRE FIA
(=) #EBFI A 24

fose s 52 WIRS SR G ATE R H R G S F b g
o W R EATT B s A MRBHE T Bp A 1T o § A
¢ fz‘%—iliﬂ 4 %4 § 32k (USFDA) f& > & ¥4 4 12
$ov ¥ ke (Filing) M Fig- H g 4> a3
R ETRENA S FTLRBRAD Y Gk o

T 2 Bl AR n
W FET il ?'3_ (NDA)
60 =% mfﬁf"" LL'«L?

Ll
T
2l

¥4 §72p (FDA) ®

qﬂ \\a‘-\w

2y E W (> FY FJ HpiEk ) 3* (the Prescription Drug User Fee Act, PDUFA )
R ERSEFSHF FILE (USFDA) 2 # 5375 ¥ 3 7« (Center for Drug
Evaluation and Research, CDER ) ¥t— 4% ¢ ’fr‘% HARETEEEI0B Y )RR 290% %
Lo N RATABR N6 P R F0%NE & o ¥ b o 2 E F LA Tufts 3

MEDA [y3s e aERa s (4) 1 B HEERSE S EEZ (PDUFA) » 484k hitp://www.biodiscover.com
/news/research/114155.html » £{&%E H : 2015/10/08

2-20



PEABTFIIE E PR R B AN T 5713 (R F L B -104 FE M REZE 7 &
BUZE FJEFEHE 00 Z R % B T e — I ZE IR AEE 2~ CoMotion 34
Z @ ¢ < (Tufts Center for the Study of Drug Development, CSDD) szt » &5 4
revEgk e A% (IND) ¥ 3%°¢ > S5 = 4 mﬁ”&& W Wy - BY ARV EES
w®P g2k (FDA) m%"m P f sk Y ATE Y sk ATE (IND) 4 2
nx;ﬂﬁ&ﬁﬁ%Aﬁaiﬂﬁ’T¢ﬁ%$ﬂ%%o

RO TRA RS K R T ok o P ARG S FS FLh (USFDA) &

FAATERF R AR @R PR R A LEY T R 1?1113‘5]3\%5%“#?
2k (USFDA) % & oug B 7 ¥ L » ¥ ¢ 2> § 3 1£3# (Electronic Submission )
S dl RFEY BLEOER c EEFEAMT G EHATERERF A { A
CE&EI D L2 (B2 )

i 3R A B A = “ nétig‘;tioal : E-mAm
Drug Pre-cllrlical > B AR R
New Drug

Phase |

Development Development

Application (IND)

% =8 A
BE RIS
Phase Il

’:{% o .J:. 'rTr‘ e O _a 3 5—” )\ﬂ.
Introduction/Distribution TR AT B BS R A A
To the Market Phase Il

>>Center for the Study of Drug Development: Outlook 2014 > 4gH[ http://csdd.tufts.edu/files/uploads/Outlook
2014.pdf » Ef&EEEH : 2015/10/08
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2Lz CRTERFI Y EFALL

R Loin i dlk /R MICEDE 2734

55 /R AT 3% (Pre-Clinical ) GLP® 4 3 32 & 3~5 5

FIEMBEBARRS (IND) ERHEZH/GHHRBRREZESE 0514
% —#7 (Phasel) REMBRRAZLEZE

23
; % =% (Phasell) AHHHAREIER 5-84
£ 40 sy de 4g A
% wii (PhaselV) L RIS MHER 5~104%

(=) 2 HuEppgEing’s

A B s phiE j\’)ﬁ: P EEASTIR A 0 ARG5S AR T IR R E R
REWL S ERATMEE R HA - BAZ A (W) -

BHRER

R iy ;> % B

BAH RBES

B- 4@ EREinm

B Lo ARREEERAOL P TEREEERDA LIRS FRR B BF T

NREFFE EO SR PHERERDEETENZ FNG L TEH O
§F T~ ZJIREREZZ P FPE- AP - FWGF L TR E- HERe &
s s TARWES ST R )I‘{r'%’]"éu A 2 fy -F;» o ptfE
Boa i@y S i Matah 3 7 S B R EEIF R 0 B G & A S JIE
IOHTEGR R T o E R R B RTNES RRELELZ LY ‘mw$<m§
O R AN ALY R - S A B TR e A 0 2
HER B AENETREIL > TRLEFREZEOREE L FRITE
CHPAETHEOBE BT  RELEY B 2E

4 R BIEER i (B FIMEREME > 484 hitp://www.naipo.com/Portals/1/web_tw/Knowledge Center/
Biotechnology/publish-4.htm#e > £{22E& H : 2015/10/08
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PSRRI B AR AR A S S5 (AL ) 104 SN B
TS F AL 2 AR BT 1 — LA SEARIRA S22 CoMotion )
§EET s o S SRR T 3 LG B T4 E A R 5 S
MFLARAE > PR RATHBE MBI EBEF I a3 AIRRLE R
B iRt 3RS HALE CFE SR T ER DB B FL R
FELF R ARG -

(Z) 2HATEREG Ssapp £ 10

FEFFI-BFARE wRSRPHOAY ASBEEREEL 2 AR b %
) ;}i,{,{ﬁfﬂ"ﬁ ,_*5 )ij;:‘; #.k}_—_ ~ @’;E‘_.ri—fr;‘,—:g.fi , li;u] ?}A;'K,]ilﬂ—% ?#q ° d %’;I;Lfl;i;}i

EE R RF O B R F P 0 REJE B (Spatial ) 7 B A Fre o e x B
Bt gd Fa T mane iuER 2 ARe

AHAERE LN LA EEE S R L P BIRE HHERT 2 SR
B R B SONN 0 A4 R A RERR R A F AT H R 2 s
WEF AR NEDERSH LT o Ra > {ABINEZER 2 > FHERETTH

REE 0 FRPEINNG RA PRI FENATEL I FTY 5 (NDA) 1 &FF £
?%’Wﬁ?ﬁ%igﬁﬁ%ﬁﬁoﬂﬁ’%éé%ﬁﬁ#%%%ﬁﬁépﬁﬂﬁﬁ
BB e~ o 1 %2 3831~ 4248 (in-Licensing ) ~ 31 » & & 21 % %] 2 ;2 (Formulate
way-in Or Formulate way-out) ~ #2{##% 1! (out-Licensing) » ¥ ¥+ - & Z 4] 2 0% B
K% (Develop Strategies ) (4cB~ ) -

BB TR

e R g g

&3] A #%4 (In-Licensing)

o @B ka3 A $E E (formulate way-in or formulate way-out )
@&k 4454 (Out-Licensing )

| @3 B Fes (Develop Strategies )

TBHIES 0 (2014) - BIIIBUG KERER SEREMTFEAT - SRREUSE(E (A MRS — PRI E CRO HIEEIEFR
FEEEENT > 493 http://ics.nccu.edu.tw/ced/admin/data/PANEL-B/B4.2.pdf » 5 {%%1% H : 2015/10/08
oA R e 2 (E (S R PG 221 > 48411 http:/www.commercialinsights.com/business-research/ > £% 1% 2% H :

2015/10/08
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I ? RAE2PFH2FEMAE T 4 (Scientific and Intellectual Property Due
Diligence )

rfﬁ’%’.‘é%ﬁ (Due Diligence) | #4 ¥ 5 - #FxE 2L {25 > BFELEE VL

;‘ f'mﬁ}? o Hikigd FENA j*qﬁig 4?“';%/“3“?*{ ﬁmbi"’ AR T2 37D
¢ I & ¥ P A (making sure you get what you think you are paying
g ek %ﬁﬂ-? v - FA SRR TR ER o 50
v’ié’v’ié}‘k'»/ﬁﬂgffrlgxiﬁki EENER XA END
e L BREERPENG o SR ERL AT HEL 53 B FF T EP
Bos K ~ ¥4 2 B3 2P RS P FrRas fo o m 2t Ap B Y $£W@,n
A ﬁ'i#”ér_#f%ﬂn’f VR 3 Ak ";ég 0 1#"‘ LL;}QE«,@ 5 ,Eé;m.’é; Nb 5@ CANE -E_‘_ fL

0
s +\

DN ﬁs‘
T'm\-‘ ';&'\

Y
|
ke
L

BRI P Ak R A - AER IR R gFE e AL HERMEEA
RBXP PR RS o FU I AR L AF T Y2 PR 0 AR
(Informed Decision ) &G ¥ &t @ i34 27 A EMNZ FAAI- AL E 1 iF e
AP FRNRFTARE B HFEF R ORERT L AAHSP T RIET 2ok
2l 2 BB eha ko B RARR R 7 - AT 1 R AR S O R
ot fe o 112 I E R4 2 8 (Intellectual Property, IP) e3> & 35 & Ji 22 &g
A RS o BB MG \P%é}'»/;?#'é‘%“xix?i 3 fcdp e E R
(Authenticity ) » ¥ & § #cdpd Bendaca £ 82 & 5 S8 B b 'a e

PR R AFRZE P FEBRAFAEN A G AFAFE SR LT R o
”J@.fﬁ 7 # % (DueDiligence) > BRI #F7 3 = %2 LR (7 & &) @35 B aw
W (FFERAFY ) AZEE o RP ABHENMERF R g FTRHAELL Y 2T
G nh T SR BRSO T ER R kT SRARELT S
(Supra Integration and Incubation Center > #§ i Si2C) #t#f Fhk Rt > B s Zh g
pﬁ“*ﬁﬁw’ﬁﬁiﬁ@ﬁﬁ%%ﬁ“ﬁ%’%?$%%%%%*(ﬁ$%ﬁ$
B~ W& E 2k s BB LR %P (Test Material ) 2 24 ~ REEH
Jﬁll‘%?ﬁié.’d']%";%é%ﬁ PR R chik A 2 WY R amT R - A ki
BREFD 0 HARMERARRA LS A% F Y b 6 Tt Y iR R
B 2 2P B2 > AR FOPFEREZFAAET UL S F MER
PR o

(- ) #Fg §8 4 (Scientific Due Diligence )

BELFEE AR TRE T ‘Jﬁ*ﬁ*?#%*”@i% VERE *5*3‘«55?"{?: 7
BEFENE PR RRESFEMEOEE  ZFRATRTL LRSI
€ % AR kAR e m]%zr/z*ﬁ,(Regulatory) ”Lrs,ga\m}_-mflfg?‘ ZiH 4 g

3 11\
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(Pharmacokinetics ) % % 2 383 12 325% (Toxicology ) m F i a5 % :i‘k £ Hiek @
Toip F e 0 4T Bl b ASRE AP FIS ALK R A BPEREFRED

k& 2% %’fm?f FApde > AoBlIA4 o

TOXICOLOGY & GLP CMC & GMP
COMPLIANCE COMPLIANCE

< FUNCTIONAL P>

MANAGEMENT

PHARMA- v
COKINETICS PHARMACOLOGY

B4 ~ Tk o 3% 2 BBk it F 72 (Cross Functional Management ) 5+ &, [l

1. 2% (Regulatory)

BHRaoBRg I - BRALEREF R FIRERZ ‘?viﬁ"“ﬁ“'ﬂ'@i% JaeniEp o
PR PR R 230 Ko W BB s B R R
4 € (International Conference of Harmonization, ICH ) g BR KA pRrE 2
2R S ARt Tl fj‘u"ﬁ PeenfEff e B Y B E R QPRI FIRAERE A% T
% § - BATiE 8 A~ 3F (New Chemical Entity, NCE) ~ & % % (Generic) # # 3 ¥ 3¢
&% (Hybrid) > P12 2 P AhBHFBFE* 2 R g AR a R EREL 4
FATH R oo ATV H o3 E (NCE) k3 T*L»\’-/F FLER &5 Liphk Rkt
B fSFE BB By TR R R TIE P A ARKRE o

FAORARREFPh- S RE- PR B PR
B g TR a3 F L EORLFE gAFEC IS FE n DR LR
BEPOEEE P RIEEFEORERREU IR R RGRFETHF R
VUEAR G RYE o blde D Rt 1 & T ER R K ALE £ TR R 7 TR TR
F #5415 (Endpoints) £ F 5 2 E 07 B2 h? AL FF A B L HBPLG]?
ﬁiiﬁiﬁiiﬁ@ﬁiﬁﬁ%%m?ﬁﬁﬁiﬁ’Ewki’ﬁﬁﬁ%%ﬁﬁﬁz
YRS AN T SRES LR R R MR F e T 4 R S
EIRAA L FRREBEIFR S EF TR LR FRE R SRR e F R THAR
PrAGp I E S B - HR AW RE 247 0 @ 357 1 E Y European Public Assessment
Reports (EPAR) £ % FSummary Basis of Approval (SBA) b} #1P~en= };Jc?#—'— " AR
L RAER LT R E -

PF REFFEL T AR ERERAFT LU B R EFHE
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EE RSO Ry ) SE T RERMCAEFETEA IR c I BESREALY
# 4 (Good Manufacturing Practice, GMP) ~ i 2§ % % 4% i¥ L% (Good Laboratory
Practice, GLP) % % 5 if 2 ik 3% L4 (Good Clinical Practice, GCP) o F]* » & Jf f&
TR fEPeha @2 gud 2o 4y dE (T E R o T iR (Quality Assurance, QA) i 5L
2 (T2 42 A (Standard Operating Procedures, SOPs ) > @ 2 & A 382 3% 5 P IR4EH
&ﬁﬁ%ﬂ’j%%Q?%i%§%Wﬁﬁﬂﬁﬁﬁﬁ%°iﬁﬁi’ﬁ*"@ iE
B ehiE % ¢ 37 % (Investigational New Drug Dossier, IND ) & gt (i % & 5
(Investigational Medicinal Product Documentations, IMPD ) < ¢ ~ & ipi % 4 8 =5
FAES 5 % §Rk iRk #F 4 £ (Investigators’ Brochures, IB) & it 3 B » i

Faw iRt

31$mp%%&’@%ﬁ&ﬁﬁmﬁﬁﬁ§§;%ﬁﬁ’w%%%éﬁﬁg%
(FDA)» ¢ M % [ eng XA, 87 H > bl4oiTE TRk o € 3k (Pre-IND Meeting ) ~ %
= W TRk E S = < 2 ¢ 3k (End-of-Phase II Meeting) 2 £ ¢ 3+ % % 2 € 3%
(Pre-Submission Meeting )> % o % %7+ % 5-¢ 7= & ( European Medicines Agency, EMEA )
efl 1 2% € 3k (Scientific Advice Meetings) o XA B RBITH BE %5 oM -
HEUNEREEEZ M ERT Lo g FTAAFDE & T B’.pu?gé%/f HE e g
Gk o B ﬁ?ﬁﬁﬁﬁé’#;~nﬁwﬁvwoﬁmﬁ—°£n¥%mﬁﬂ¢€m—mﬂj

g_g xiﬁ:\* b"‘ie/‘—:i ﬁ’r‘lzk‘lﬁﬁm_r;_gl_ %’F%}\ﬁ/‘]}}f% 3@?’7;3—"9‘1;@_&0
CFEENR FEZAICEHFSN L RPN AUGR G LT R A

Wi%*ﬁﬁ@&%ﬁb%w% B Lf (GMP) drif it o i » 322 A H =0 4
HiRAERY O RFORALEFAP RTS8 6 F SR ATRERRALE (GCP)
KRR TRA RS S AR BB RE e PR R Ry e BE S BRLAR
R RCIEN: fﬁhxv@f'rwi‘“mf’v%{’wl%i PRELLBERL Aty AT
DIFE o RIERE A A ﬁﬁ*g EEROULFRIVESELUL RS (GMP)
BRREE 0 BT RS B ROELED ﬁiwﬁ# (GMP) &5 A4pT 307 o

Vb B EHEAOTRODEEFS LT E G ROETRE I EA4E - £ u] R
JEER B E ISR FE LA )}%m«?’\ﬂé%lp%ﬂ’? VIEH FE - T F PN G By R
(Exclusive Data Protection ) ~ jF fe% 7 * i » & E & AR 23] 2 B{rwipl 2 FFiv g &
FeR L oo gt NI E LT PRFOBRFE T RURES § LML R > bR
AEFg 2 - (1/10,000) p A~ F g & 2w (4/10,000) g E g 4~ 2.7 (5/10,000) >
mFEREF ~2 - 87T (7.510,000) -

Y- BELANIK LR T 2 ES AERY ’fr—fy’\@ FU#* F 22 RARS o Bldop-

i# % 42 B (Fast Track Procedure ) ~ %% % (Rolling Submission )~ L % & (Priority
Review ) 2 4cif +%.8 (Accelerated Approval ) #+4] o iZ® 2 5 L rR F 2R 7 113 100 R
P T R LRI ERERT RN S S AT FEOFRT LE .
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Ko BRELORFE R EE RAREREIRE 0P R A e B F £
8 B f2in (Cross-Check ) ©

2. & -~ @i fo¢ 4! (Chemistry, Manufacturing and Control, CMC )

it & ~ #i$ foF 4] (Chemistry, Manufacturing and Control, CMC ) 3384 i & j& ¥
T AP RA S SR PE TR BES Y AL R DA RREBREEY
BgrronfEpe ek FLRAUd Ry (GMP), #r2 2 Qg > 2 #rf & 32 @
'*ﬂlﬁ%i“’fim /E GigFrre (Validation) o g b o #r g e £ A&~ Qg I F R4 s 4
FRELFIE UG EHpd AHEP ‘»“?“IL‘FFS'» B Al # 3 F% % (Drug Master File,
DMF) P gl e A g T e 31 HFEMARDP I F 2B 2 2 &5 AehigT o 4
#iET gr‘?r'%ﬁ}i T AL DA st EFS Ui L o Ripie TR T
A VRN E L Py At g s B U E ARFEEEFEF Y Z P IREERK
i Y ﬁﬁ’%ﬁﬁ‘i'%ﬁﬁ%4°%?‘ﬁﬂ%wﬁwﬁ®ﬂ%iﬁﬁﬁ
A7 Ay ke FullaE Lot & Sdck 4 AR hipdl 0 2 EEE =
FE ©

a3 - A RE Pﬁe%,z RBEnfrg (ICH) % >’ ~ 2 ®# 1 (United States
Pharmacopoeia, USP) % g7+ # & (European Pharmacopoeia, EP) % %% &gz o @ d 3¢
FREL B EL R AL R F]R R A S A P A ik g 2 1R
AP Foh oy BIEIFRE BRSSP ZE R AT S RE R o

E2RRAFE - PAFRGEERRE BT S LR TA DA L
A hE sk ot g 4 eh7 B4 (Impurity) % @ o Lfﬂﬁi‘%iﬂﬁﬁi" Rl TR "?‘J
Tk s Blp R et A~ Wy B WA chim s o gt th o e v gt
L g ;ﬁw A RpE P (BIOunlValenCC BE) € & chhf &t » JI‘@’75“7“* - 4’“
FEFAMPEL IR RREITIAPERL G o

FAUIRED B sjinE S > Bl &2 FH & FZ # R4 (Pyrogenicity ) 2 iR
P

3. T&h % 5% (Pre-clinical study)

Tk R I AR AL ERF I XL EFRNFAT A A AL LR FRIF
% (Primary Pharmacodynamics) &% 4% % 5 hofe tﬁ*" ¢t (invitro) % #8p (in vivo)
T GRfm®E AL BERMESH ﬁ;’ﬁmuf’i’r W2 By aofieth e R B Y
( Secondary Pharmacology ) P i 457 254k ch4p Fﬁé TR G A% rEEETY
(Safety Pharmacology ) P| 4531 % 5% A4 B 972 4 0% 2k o ¥4 > ad i
raoEHe4 EF TR L TREES A4 8P s dc (Absorption ) ~ A F
(Distribution ) ~ # 3% (Metabolism ) £ #t/# (Excretion) % #®4% ( & # % ADME)

VRIS ARG (ICH) R FFROIE M S8R oy R S5 228 Vsl Bl o AT -
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ZB B EE B RER e £ 2 L % 8 (Half-Life )~ 7 £ 214 B % (Dose Linearity )
2 BB ES 2 B3 % (Drug-Drug Interaction ) » F]pt ¥ 17 5 7 =% & X #8385 ¢
H% BT -

i Ep R FR LR F e N R RE L P A e ) A
iC&fm T o - i B4k 474 472 (High Performance Liquid Chromatography,

HPLC ) ~ 7% 4p & 7 ¢ % ¥ 3% 4~ 472 ( Liquid Chromatography-Mass Spectrometry,
LC-MS/MS) % £ w3 «:T: # (Capillary Electrophoresis CE) %4 3Lit 42 i 7 mfije
CEESgen A WHRFEE B R B E @ 45 L& A 192 (Immunological Assays )~

4 it 2472 (Bioassays) % » 4 XM AR B EL &4 Flplait SR E o | ;F}]( ) g1
FoofpM o] A E P e B P TR R BRARF AL LTS, A hE e

BT HERG A T4 ) F R e KA o ;ﬂiﬁ"-%@?}i?&? e
( Pharmacokinetic-Pharmacodynamic, PK-PD ) 7 & #7474 FF B F 00 g § i 2%
R B R A TRA Y QR R R E R T B A AT R A
172 230 St 24T B jes S IE L 2= 1 #2047 (Physico-Chemical Analysis) 1 &

e ¥ L R i Fuk8 (Humanized Antibodies ) sV 2 & % 2 3 & 4 ,T*uﬂ EHFESH RS F
Bolo s A s gty (ADME) EE R o

ZEqek % > H32% (Non-Clinical Safety Study ) #n%n & F 2R EF IR - b2
B e~ 3 mr?'ﬁ?‘r’fr”#’ﬁ 1% (% N E P RN NE RN > LR ATRR
Bl B8 L E TR X5 P B A 0 H T kIR ATTRR Beh ke
B 3 BB E e o #0041 E (Toxicology ) Bk A & ehp enp 3t T R @353":;9_?
AT F ST 2R 0 MR RS FI o - BATE S B R b
e bR LR F TR R

4. T4 3% (Clinical Trial)

Tk EE P 2 SR hits 2 MY N As @fﬁ‘ﬁ‘?ﬁ* PR K
(Design) ~ suztenk % 4 (Statistical Power) % 5 Py (Endpoint) i& {7i&4R o & 5|
AR RAYL AT S Es dnkta i A F RFERATIRY P 0 2 AT T ondp
TEFRE G ONAL FR o 7) RA BRI RFESRLREZRAE (GCP) -
BER A ATRARRT AL L 0 T R TR B R ERHRPB L ER
Rk F M *K){%;zd - Bz g F R E = (Quality Assurance Unit, QAU) *k i&
Ffgtre Pl BRBZLEREFALRAFRELSHET AR -

T v pRindT Es e FRAFRATELY GER A WERLA E
(Institutional Review Board, IRB) gt i ~ ¥ 23 2 iZecisentd 3 » 0% )];3 | 3F 2,
# (Case Record Form, CRFs) ek & - @ #h H ¢ L= = ﬂi LI (TP Rk iRk 0 B
Tk RS AR 2 B {8 cnPNA o FRETE LS L8 b en 2 78 B 4 47 (Interim Analysis ) »
LRI RGBT ) £ RS o Fpt > TR EFRRKAE D iy 4 T

*“,L
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Md mz ot E it S ap Bedp T pl4 B ¢ (Data and Safety Monitoring Board,
DSMB) & & 45 &% Rk i85 ¢ ¢ W30 iy 0 A oL F FERC G £ R ERAE
RRVAT VTR UNEFEF R ARARFRAEFY DIFRT X RRAR
PRF R AT B awE - 2T e

%*%%ﬂﬁﬁﬁ?J&

O gt IR EF A )
t)

?t,f‘a»bﬁ gﬁi;%h‘épm,é*&(?m? FImE
M ( Proof—of-Concep

tbl“b#ﬂm%’«ﬁu ¢ %l“:%f??b'“r
PR AR B nE AIATIE?
FAF VA TER?

w%ﬂb#mﬂ%@J

Wi
e

9%1%%%%%&1?

SRR TeXoer S WA R b ey h R R BT O M s L o < JU L

AR B R auER . T E R EZE e 1 P IRE R A | el Rk R A
BB S o S RERA R S o R TR G RS L M E R
b RRR T X HE 4 o

"l

T HEM l‘*’\%‘s i 4%?’]&"* i pf BB
BT -2 Rat - BRALFE A B
“%”ﬁﬁ%a’ﬂwﬁ%ﬂ%mﬁgﬁﬁéaaﬁgﬁav
Ttk Az BAARPIEG BN L ANGFRERE TS

Bt 3 & oeodp MR ORR
L AP R TR
[ el E”J’”J}k 5o 1Y

;m r‘-l'ﬁ'v

ROBl- RN TR R S RIS T - H R |

EHPEEBDORALPRZEE - IREZRE-ERJIEH AR A
BPlgitae gz i%j\mlz EoE N KA BRORRE A AT ARFE TR
BT HEPRG RROFARFE > TR TN AR IR R AL g kAR A
wo DRstmEE LN hE G v F el BFEATH P A R ARE T AP
P2FAASACAREr SHRAGAEFRZFAABMBFARFL TR 88 sty
?ﬂ%?’ﬁ%‘&vm#k"

RRAlZ 1 EFERERTFAA R

R TALR NpAFE B L

A
F-
¥ AR B enE E AL EH R

9

TF

=

5
e

peits
&
5
|

BAEEBETT R

m I 4
¢ P
RN EHRNEEARS A R A A REE

%Gogoris, A. C., & Clarke, P. J. (2001).Patent due diligence in biotechnology transactions. Nature
biotechnology, 19(3) 279-281. > 444k : http://www.nature.com/bioent/2003/030101/fig_tab/nbt0201 _

175 _T2.html - £1&21E H : 2015/10/08

2-29



PSR B P E TN EIE A T 15751 & ((RAER T L A ) -104 EIMETL R R E
BUZE\ FJEFEHE 00 Z R % B T e — I ZEF IR AEE 2~ CoMotion 347

Fetp b iy 2.7 4 ’ﬁ }'J%?mxﬁ,if% Bl it A B R OILhE F F

o Wmiﬁ’mx EERTNG T ARNEFEBL LTI RE TR
HRERB R € T T ¥w’wgwéﬁgwﬁ4%’~WmW%§#§ﬁ

%%ﬂﬁ*ﬁﬁ’wuﬁﬁ%ﬁ;%:m&%ﬁé?w%?%m“%?uﬁiﬁﬁﬁ%
FALESRE

BBz kAR L IR TR

FentAagmmp o ARAPFRE TR AL T 2w AFE (Check List)
imig AR & TR A VO ‘}53 PRt byEapranp X “:i*?f*‘?}'”é“ga’%

éﬁﬂﬁs%?%%rﬁ'%/ﬁ'ﬁvmiﬁ T 7] ’fqiﬁfffﬁé ﬁfmiﬁfrbk’*‘]»mi‘gﬁ#‘rm%ﬁéiyﬂk
EF RN APFHGE TR ﬁmﬁiﬁ?‘l”%}am Brikgpyie FE 2 AR 2
it (Documentation ) e3753% T » i 2 A 2 i ehiE e F rﬁ&:ﬁ;%’r& PEFRYWE

1o doke 3T R PB AR R — 0 2 Py il )I}q.\% 7 ey (What is
not documented does not exist ) °

(=) EMAZE F# 4 (Intellectual Property Due Diligence) : 3% £3;F 2§ &
BRhG

=

’ér_ﬁfr'\’é%‘;f ANIE (A2 mk‘f; A E\,{%‘fﬁﬂﬁ\g—f#};,{ Tﬁ”ﬁ ?%Hééﬂimﬁ o
%*?%Mé?ﬂmﬁﬁﬂklkiﬁ’ﬂééﬁ%*ﬁ%?émﬁﬁﬁé%%%ﬁ%
B bR yET 0 S AEHA R SRR YRRER LR NLS kR
TP ﬁ%—f}f B A mx% TRl A ?é_ﬁ IF\ % (Balance Sheet),l;‘%’d iﬁp%;ﬁ—
(Audit) FEM Ak Rd T fREVFANLLY Eo X KBFAY & URFED P
PCME LM A

R I
\?m 5\

B EMA Ky seflr ning s P HFERY ‘kf, BT E PP e
PR EERTEMAT umﬁm&%’ui%Whﬁwﬁ b Yo FIM A E A
A - Flf“iz‘_;)j?u}f%’a's § 7 oty ¥£:*4 (Business Plan, BP) chFR4 > @ 72 & B B 7% -
PEELPE A B Ao ih » FE P A G P o

TEMAZFTAAQIARENT AT M EE FTARENE G54 147 7
GEEVTASEE B EEEAT ERT  GEHGF I ABTEMAR S EH
’%@?fm@ Fo-‘&!i%’q‘%ﬁﬂi?#gﬁ;{ «_’E_l,gg_#’};f\}.gg‘_g#;r}, #;Ez;ﬂ}p;ﬁ{ ?
4R L TR A BRI EM TR AR b AR o bt § R
BHNFLET PN AFTEHAEAG TR A NEEY > JREJSPFPRIFINE

S'IP due diligence: assessing value and risks of intangibles, European IPR Helpdesk » ##f-
https://www.iprhelpdesk.euw/FS_IP_due_diligence > F:{£ 2% H : 2015/10/08
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(Scientific Due Diligent ) ¢38 4 #ruldF 3t o FIN P HE P Z FHAERIE S FHARTTES
PFOEGEIRAR - TRA T Rk F2H 2 3 I“’?‘*’E%E"T'K%m?%‘fiﬁﬁ B T e

ERAFPEFH IR AP EEHRBM I A SF TR AP NEATHRIFEE -2 &
B F P AR A R R ottt B 2 HATE %\Aﬁf*w» FRIEEhEd o
WEADHEH LY (EHEN A L. LHY.

’lf+— ﬁﬁiﬁ%‘)ﬁ ié 9%;}7»:1‘1%5—" ?ﬁ)ﬁ’fﬁ ;E’ﬁ {%ﬁﬁ -g?‘f l;ﬁ’—FEm_’ 5\ 1E“.f’r ’
F‘

* IR A
ijﬁé%p% SR REE RS HT R IR 7R § 9 & Lk 15 22 (Valid Patent)
gvpd (Freedom To Operate, FTO) #2824 & & ¢h1 (F38 P o ”—:‘T}UF B L
‘H*E#B % éiﬁ%\\gﬁff ‘::,
L2710 & 52 b J1 40 BT A

A E T eI p fik.{ﬁr" hefc 22 & 44 AP B % 4] = ¢ (Patent Document ) -
TEMAESIPM £ 5~ F P k4> 2 (Invention Records) ~ 2 B 6% (Public
Disclosure ) 7 3 ~ & ]9 %5 (Patent Enforcement ) ihk 4% > & F & $ 4 3 & 0
H k™

® & |¢ e 4% (File Histories )

® 2% |5 Bz )gk ( Literatures )

® LilaiEL Y (¢ 7 %I E Y (Out-Licensing Agreement ) 12 % d kR3]
e & {348 & 9 (in-Licensing Agreement ) )

® I {[4p R} cF ik < (Publication) = £ #73¢ ¢ 4824 (Seminar )

® =% |3 B chik % & ¥ (Confidentiality Agreement, CDA )12 2 4= 5 #& 4% & ¥)( Material
Transfer Agreements, MTA )

® jphf i P 3hE < ¢ (Invention Disclosure Document )

® % 4%+ (Notebook)

® F 1ot X (Employee Agreements )

® %514 # (Enforcement of IP) i 3 & 4kpr < it

2. #t% 4 (Ownership )

B 1015 2 Jf P R OB B W AL * e 3N 5 B {1484 4772 (Chain Of Rights
Analysis ) o 18 J4&4 477% & JFJEF P A A 370 B JlTp o %%E’ AT Al S ap
A g fl90 G AT A IS o & 119G ey R T 2 B B

62K onrad Burk, William McCulloch, Wolfgang Meyer, Alexander v. Nieciecki, Benno Rattel (2003). Beyond
Financial Analysis — Scientific Due Diligence in Pharma and Biotech, Why is scientific due diligence
essential in drug development? » 443k © http://www.clindesc.com/pdf/Scientific Due_Diligence.pdf > £%1%7%]
EH :2015/10/08

%Robert Silverman, Marc S. Friedman, Faye H. Russell. The practical due diligence checklist: The information
you can't afford not to request and review.
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® HF- RERE I Ep
> EPIRE ke

> OBEM A G LI AR E .
> BE - BEP A S
® I AT TG OEP A R RER O P S e ?
>ﬁﬁ@m4%iﬁ§zmﬁ%kﬁrﬂﬁ§%?
> v H 2o R ENOREER > B ALTIEFRI BAHRGEG B
ggo
> AREMEAIF A (USPTO) M2 5 b B 411 ¥ 8 & {]#7F ke & o
> BAREAFF Y2 AL T FREJIFERAR (USPTO) 112 3 &2

RV EE IR B

© HA L ER MR L) LD LIRS AFEE b AL 2
> ﬁ@.nhi f{ﬁT E\'{;EEEI’EH ] 51”.'5?}:‘]3 °
> & flEaniT e LF % 5 fi%*zz*m“ﬂ"
LRI TP FERE R T R
> EP AR IR AL AT s AR (blde 2Ly {18 T i) -
> OATECRER Y GO R & T A

£5 (Federal Funding) » %13 & & #4773 #50F
?ﬂwmﬁﬁLW% FEP DAL LA AF PPy £ gapkRT (Sponsored
Research Agreement) PIF a0 X E L2 £ Xk o p ST 2 % (Bayh-Dole Acts)
W08 o FORpRTEEY I bAcx B T URRRFEL AT (National Institute Of
Health, NTH) #f#ms cfpn § & % 12+ 8 2 % ¢ 34 4] (% & {132 (7 mp] 37 CFR
401) A R R EIEE T FR EARTIRG ERFeL B L EFSF LR R85
T R EC P E ”IIB"*E? > FAEF AR PR DT R o F 0 i lermin i k2
NEEARRE R 0 T FRFC AT R T E UAE R QLA M R o

S P AR G ARR B ENE R
2
L.

3. APEREL N B

EAPEE IS FPAPM RIS P B R APERIES 9ol b R
%2 i pd F% (Freedom To Operate, FTO) 1 & ¥ F » 3 23530 0 RIE £ N e
REE P FEER 0 F R FERS LS R g K TR L YR SR
Rk ES A NAM L B AR e T APREE NehE - A 9 » 1 fRE NP
o7 end E 8 KA A wr,, # % 27 48 (Transferable) ? @ fp d F %t 4
PEHT 04 L FA R & Al snid (Validity) > 12 2 FEiRAadl i p o 3”*& PTG R
iﬁﬂ%éﬂﬁff(mew)9T£EL_kﬁb<Fﬂ#ﬁﬁ”’¢k— FRAIIFHE
4 ? £F $ w#2if 2 (Grant Backs) # zc i #%£ 4 (Improvement Provisions) ? 3 i&
BRTERHIAEG B R TS 2R
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® v i 4 (Transferability )
® %% (Term)
® i (Scope )
> & * 34| (Use Restrictions )
» % 34| (Geographic Territory )
® 7 %5 % 7% (Enforcement Obligations )
® 1# 1] £ &7+ (Royalty Obligations )
® 34 & | eh5 sxid (Validity Of Licensed Patents )

® v 320k 2 (Grant Backs) ™ % :z ¥ £ (Improvement Provisions )
4. %417 »cit (Patent Validity )

HOF L% o (Prior Art) (75 & 415 selbenfd £4 % e 2 > 7 % %326 & 1)
4 F %5 7 @ 85 (Anticipation) & £.A8 A % 21+ (Obviousness) @ ¥ ic % £ 3 %
Moo Bl PpraE ol B TR EAL AR T N ElBE L RS
FleE ot RSL - B A RERL 50 Bl A AR RIRE G 2 2R R
¢ 7 1* & %1 (Chemical Structure ) shtg % > 4% B i § 1% ¢ (American Chemical Society,
ACS) 1 ACS Marpat Database i&‘aské BESEBE L o dopt 2 @V uapnd g ok
AN R R A - A VI (% 2 B % n
https://www.cas.org/content/markush ) > F P %3 4p 02 éﬁ‘;mim B zd v f e 58
P PR~ MR EE o 23 51 % & 47 (Cross-Citation Analysis) ~ & /f 3 ‘m
¥E o LRI A T BT o

199 % W& 412 35US.C. 112 % > 3 & 14 > ¥ #2 ¥ %+ (Enablement) ¥
$ &% & @ oc (Invalidity ) » Fpt #2584 B izt 114 Bl 898 (Claims) 2 f &
% - %l,{ ‘? "v‘@:l‘i o

% {15 »ciik &7 H (Patent Validity Check List)

® vipHpm P g b LI

o FFe kR

4 % k2 3 1t 4t (Cross-Check References ) ©

49 B 3 7| ( Scientific Publications) % 773t ¢ ( Scientific Conferences )
A OB AR Y

¥ (Litigation)

T

YV V.V V V
\\\?{rgh-
3|

2 i3 4 (Inequitable Conduct )

? ¥ # {7 (Unenforceable )

i B HhE B (Intent To Deceive )

EE 72 4 7% (Egregious Misconduct)

vV V V
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® i v R wiiz £ g #P (Written Description )
> ﬁ_‘ ol zag s N ﬁ ﬂl'/\-"lléi_’é&-gﬁw —1;}7%.1:%1%& }4; g_ra % HP o

® ifs it bl K
> 1323k ( Amended Claims)
> i 4§ % (Continuation Application )
» 4 3% (Divisional Application )
> R AEzEf2 5 (Reissues)
» %4142 % (Re-Examination )

5. 3% # & (Claim Scope)

F R R R 3T RS A S & Lo s 238 2% i (Intended Use) » I B
R - N A TSR TR ?&é_rrmiiﬁim 7 RAERN o A SR ES
oLV s e 2~ 2 &R Al (Prototype ) A@llg v i E A UEF P o ’5-1»
Bl g P oy IO %f'“-;” EH* B A F£5% (Defensive Claims) £ 52 # 4]5-%5% (Offensive
Claims) Ko A $ S P %@ﬁmf ASHEL o 89 B @-”*'J'H\:Emp i
FIRRETR A&l B g R P EER R R % A g AT R
’ff?;#”fﬁ FRMRG ASFRALRNFTURE R F T R R B e
% #F ¥ e & (Definition ) ¥ &R X 7 Féhen f & st & 41¢ Fe0/f ¢ #4 % (File
Histories )» & Jf i+ w% %0 & ’3- FI3E 2 3% 1% & B (Patent Examiner ) % 5 @ ‘Qﬁiﬁﬂf‘i ’
R E AR U1 h B ) —«L? i” FIG P& R R EMAREOY BT G
gl o

i $5% # B & 4 (Claim Scope Check List )

® i 5% B rehELp
A 53 B AR 5
A TRt
w%ﬂﬁéﬁ

A Rmp

W
=N E“—EU%%

v

vV V V V V

[ K|

A

® TR FEAM ARG BRI T E 2 Rk

O FiRBEITE NT R E Lk
> At
> B G R
> — g * (Normal Usage) e
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e ?‘;Jﬂg—v’ ¢h¢ 3% (Pending Application )
> ARSI R -

> é] TH IR A T R
>

S| 5 AT efE 4§

3

® FIE A ] 22 s A e 0 A g
>1‘7? 3 g IFF]‘\J;-,L:J%:;, & F =
> W%ml‘ﬂﬁ’ HRoF FAFEEY - RASNE F D A AS
> T AR F FRIEMEp e BRI HL Y- AA S
> WR BRI R L LRS- RARNE SRR

6. EFliEH F &2 0% i (Patent Terms and Regulatory Exclusivity )

FEMAROR G AR BROGFHFF B s FEFRefrRpEd 2
EJEY T2 2RE B b2 HAF A ERGHROFGAE YT L o B R 8 L)
BHEAPMY GEOIDER  FFr FRALTEFESTRELS S YR E
et £ 3 # (Hatch-Waxman Act) > &% ﬂ%ﬂ%&ﬁﬂﬁ*mbﬁn PR E R G SR E R

B (FDA) e b %4 P apr B k20 ¢ 375 ¢ 378 (IND) ehp # ~ i a7

2;565’*;" (NDA) shp 8 » 1 % #‘ré%?}%%”? Frenp o — ddm 3 0 B AETF
gé»“ G AR MAME LR mLES P AP D ENHEF I I G B

BREL SRR NR RS EPER L Y G Y I EP R PIFF AR
Bl B AP ETp L - LT > h P RTFAKRE el A PADE Y TR

+ le’?’ﬂ&%ﬂ?‘*&% S5 I EARETELEKRT ALY 14 £ o “’fﬁb7 7
FREH B A Zpd F 52 (North American Free Trade Agreement, NAFT ) 1) 7o
drie £ 4 N BT B qL%?iﬂar‘%é&épr?I‘i’ P B RG S EF S HE (data
excluswﬂy) R R & b f # 45 8 32 5 (European Medicines Evaluation Agency,
EMEA) /81 % 3 + & e0% 3% JH1# (marketing exclusivity ) » F] b 4> % 4% 8 F 3
HER B RN L AL N (R0 AT A RBAERL HEZTY L HE
B oo

P BEW AL A T" FEILP ¢ nL R 22 G fE ?ﬁ.’a
iﬁ—‘ifé B JIED T E R RRAR LRI HLPE NS SR
I%‘i‘é@‘%\ﬁmfﬁ

L JHES e & FHEHe 4 & (Patent Term And Exclusivity Check List )

® frini BRI IR 3 %ok D] Eﬁ?ﬁ!“o

® 5x F,g*ﬁ;%f—k@ﬂpé%ﬂ?x%# HLBLJ P rR2ETUELEFTREDT o

O iRy Y ATEOER LEATE AR E A AT E LA RE
e aap g oo
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® jifo FE I 2 R 1Y v RE K enu £ T SR WA O

@ HEHELAIRI BTG HLFREAEF o

® jif L L PEL LI LD HT G0 H L BROPE > SRGRES) D RS
WL LA &9 Fanb I8 F 2 S18 ?

7. B¢ 3% (Freedom To Operate, FTO)

Fhrpd FEMEEETEMARE FTAARTERSEP 2 - > FLpd F e
BT a2 g AN F P AR p FEAY 2R R g% R
Wend|§ri 4 0 FL A PN TR AN ENE AT RN ALE 2
f%%a%ﬂmkgwif@’HK%?%?%AWﬁ%%ﬂ@%ﬁﬁif%@%%%
P BT A BT TR FRRFNE R A R G R B AR R g
BRI DR T RBP4 N FE 0 R S A S iR o
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23 480 2 @ > @ kyg CoMotion =+ #r# 3 B 2013 1 2014 £ cfmF 4l > 7
i B kY o g iﬁx” b3 Z BTRRFY 3% (Provisional Application ) » H 4
Pl & e 35 50 mi]?ﬂ?-w’} "”“"11 PCT‘?"—;'-‘*Om 4 2013 & 2 2014 & > &R &
<~ BEAEDERE KL B 91 2 81 i* o pteb 5 kg CoMotion Hexb b 2. 21334l »
2013 # 2 2014 & > FFH L F 55 *9:#5:1‘& £ 4 % #c (Total Active Licenses ) 4 4| &
1298 i+ 2 1243 & o {235 &+ 7 7 782 2 (Office of Research) #7 2 # 2_ 34 » 12 2013
SgE 7 Sy B o ?:};»%Eiiﬁva@:i‘_i:&ﬁﬁ* R Ly A REENR
WA AN P HBIOP LFZ o AL ARE o

—

PGIX B 4EEE R -
Phttp://www.dailyuw.com/news/article_363e72fe-c217-11e4-9b35-330¢699¢0717.html » 1% %€ H

2015/10/08
"http://www.wacatalyst.org/public-university-tech-transfer/ » f{% %% H : 2015/10/08
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Startups reported by UW
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Bl- = 20002014 & & p EE < 8 A 3 2 3742 7 e f 12"

New Disclosures Patent Applications Filed
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No. of Options & Licenses
Negotiated No. of Start-ups

14 |

12 }

10 }

8}

8|

8

4}

2t I

0 — — — . - =

2010 2011 2012 2013 2014 2015
B ~2010-2015 # Z & 45 L & C4C (CoMotion) 2 # P kh@ L8~ & 1Y %
PR L QL I D P L AP ERT

2010 2011 2012 2013 2014 2015

=1

Fo 2 g FE- R R E S A AR D RIRTE R (B P ARG

ﬁ”;’ﬁﬂgﬁi‘) 2o HRAR B R T PEA 0 11 2012 & AR E 1114 A 462 1 ik &

’ ”L’Pg'ﬁﬁ ¥ AR M nF & (Medicine) & #% (Pharmacy) AR TG 194 1
Bk NEREDA2% 0 B GARE Y 0 R AT L G Ay L if R

Thitp://www.xconomy.com/seattle/2014/09/11/startups-jobs-economic-impact-an-analysis-of-
commercialization-at-uw/3/ > E{&2% H : 2015/10/08

®Lisa Norton ( Associate Director of CoMotion ) &It - 2015 FF&ER B4t E 6 A 21 Hil -
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® Medicine

Engineering

m Arts & Sciences

m Office of Research
Environment
Pharmacy

m Other

Bl 7 <2012 8 Sg A< BB P R% Y & RS2 Jh % g n
3. CoMotion 2. 4 R =i

p @ CoMotion 2. A B %] A 5 = ~ % : CoMotion R 1 (Staff) -~ Sr2he] ¥ Re
( Entrepreneur In Residence, EIR) 1 % {& & 3% 2. £]#7 & % ( Presidential Innovation
Fellows, Pifs )

® CoMotion f 1

CoMotion f 1 * & 5 T3 @ BlEiFE7Ea F ~ Fi8E LA ;*,)Ez FoEriz g
( Technology Licensing ) ~ x# §{ v& 23] ( Strategic Initiatives ) ~ #74] % % (New Ventures
Unit) ~ 4784 ¢ 72 (Intellectual Property Management )

> RI%I+E P2 % 0 Vikram Jandhyala 3 54 < @l yirf 0 BE F 2 LIFT
(Innovation) %4 » pt#h ¥ § 2 =pb38 § F 484 Gl KAE £ o

> OFES A TR A TR MBS TR EIE S N FRE R
BERFBRYEFD - K92 iFLH o
> PigiE 0 A ¢ % Fiona Wills 5 &3 ¢ % LisaNorton» f %Ef}% R4 g

¥ 3 8 i iiﬁ:r % 12 ( Technology Manager )* £ ¢ 4 i~ § § 1 #2( Engineering )
£ ﬁu%ﬁ"v B3R FAEPEE R Sl =T ifr”.l #% (Bioengineering) °

> Fads {viERA] 0 d Fred B.Holt # 45 » ¥ 3 2 = f ##7 F& 4

( Communications ) °

> #741% ¥ 1 d Patrick Shelby AF % > ¥ § 6 = f F 374 E £% % »
B 2

e
=
[
7

>  HyP4E i d Jasbir(Jesse )Kindra # 42 2 B f5> ¥ 5 15 = § § % 4] & (Portfolio )
B FTREPHRFE P EE & 7?@‘77 ’

TEFTEE 71
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® srgLf| ¥ 7_(Entrepreneur in Residence, EIR )

CoMotion ¢ ¥ A ¥/ FiFhE fEE* 25 639 B HEIR (Fo- %3 12
) ot I B e AL 5 3 ﬁ# EEER L Y A A
TfERE SR 2B RN TREPEI S CASBEFET ARG E E LR

L

poeb o ¥ F A4 &R B (Capitalization Table Board of Advisors) %4 # <
ST P AT LR ARt MBI R G sk A L
RIFEA E-FPE A fe2 250 N3850 0 B R 3 N s R BRI R S A
x;ﬁ%ﬁ‘”frﬁj A m;,ﬂ} ?j% F5T8

® & & u:E 2 £)#7E 7 (Presidential Innovation Fellows, PIFs)

BIE A R E Y 2011 & F S fade o ERR R IIAEAIRTI L] A B A LR & iF
Z‘*fi'"ﬁ]b‘fr _ﬁiﬁ #"tlz"d\ﬁp"i}&é’?“ mﬁ] r’,:lz ﬂ\ v].%’?\éi:&fn?—k%ﬁ
L :}F]w'\ » TH A A E - ¥ > AE R IRFICE Ana Mari Cauce FEALT =37 Ao r B
L8 - ﬁﬁﬂ710%%*5°§ﬁ3ﬁﬂ’%?ﬁ@ﬁygﬁﬁm§3’%%gﬁﬁ
CE A FI RN R PE R X AR RATER RS % o AT
R PR R E P FEREAE LR R

FEXEEER
Vikram Jandhyala
|
[ I | I |
BHEEAIER PrgiRE BRI RIEE HEH
Deborah Flores Fiona Wills Fred B. Holt Patrick Shelby Jasbir (Jesse) Kindra
ANTTER L TrEeg L e \\ FRIEFERE BHHSEHE
EETHHEEE ’ o SR
i Farfie - HE S EREE e
ENEEREEE T BT B FiEE
BEEH GHEIEE
e
EERGAISEX BB A E R
( Entrepreneur in Residence * EIR) ( Presidential Innovation Fellows )

EARGERERER

( Capitalization Table Board of Advisors )

B+ = ~ CoMotion ﬁ“ & fﬁ_ﬁl

4. CoMotion 2_ 3t #& 3218 BJL i 42

1395 CoMotion #74% i-2. T > dT E 5 « § | RTEFFRE 2 L RE 2 TR

PEFTEE 71
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A& FEAeT R o
® [iE- ~#FP4HE (Invention Disclosure) 2

NG ERE B 7rcdh £ % 36 i (UW Intellectual Property Policy,
Executive Order 36) tr* % » EFREHE x B B AR (¢35&kI - X EL A8 4
So R F1 T @R BERN BRI TRPE L E) Y Rt o
W B4 4k 2L 4 CoMotion” » CoMotion s #4532 ( Technology Manager) € %27t

FREL o TR X B auT g F’ ;ﬁ d Y£2 % P % 4% (Record of Innovation, ROI ) = CoMotion
#51 WM F R ARR A e Gt LY SRR R Wﬂ@ FERE SR EP
2L HMEAREP ~FTAEAKRR N E A F G AR FEEALATH > A CoMotion it
WEEIT & e & ek Es o gt fh > CoMotion i RO) i AR 7& B Ea g
AR AR B AR TR R T RPN B S

@ [PE- ~pEpm “r‘%’ B3 TP Y (Market Research) ~ 37273 £33+ 3%
(Commercial Plan) % ;i Z A7 B4 iR = X

CoMotion erLjiriss® ~ & 4] % & 532 (Patent Portfolio Manager) 14 % ¥ 3.9 % 7o
(Entrepreneur in Residence ) § %42 s FE £ o

B FEEY > BEEFP AT EH ) TR RER AH L ER DRE
AENEPARFE D w3 V- 2 oa ’%”ﬁfr} THRTE AA T FRET LR A
RERE TG FHFTREFTN - FITRDFIZREFLEEEDEF B LT8¢
BB~ 2 FPnp LR (Ao B4 L E B E 4 B E B )R B

LA A3 B RBEHE CATA S TR R ) R INF DR T
R EYEDF R BTFE D kP AR AT R AT R &V
4 *5 4+ (Enforceability) % o

LR B %1 MAKTERELN A REL T AEFRE P e S F AW
FRFFZ 2 £ HEIWE R *m?-»ﬂ FHFHELERE S L L
#Efaérﬁ%iﬁ%?#& ?uma%%ﬂr*m%wv:fﬂ%\ffm FIRELHEP A > L gk
EETE ERRIFAFEHKEH 0 5 R ORI AT TR 7

Ty &

F
Pﬁ_&iﬂi&ﬁv%i BRI E R R T B §RY RE fEEm L
BAISEF R - B Sk B ﬁt?\* TSR TR AR L
BFPAREAF LG RIS o

Ls,_g_;gx | e %—;—-a‘;ui—$\i IR P N EE Wt gd;,l/;];]q“g,fﬁé ;%—-;%:m FV g ’i"i
g kg%u3g ]‘\"’fﬁﬂ—\?’ﬁﬁ N ’;%‘?‘-E‘KPCT ¢ F%‘%—i‘ﬁ' TR f&*%’iitil”ﬁ

PARS §0fRT 0 2 S RN AR RE Y gk o gt b TR Y Rl

UW Intellectual Property Policy, Executive Order 36
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Fep FREFIHNY G FHAILNY RRMNEY €40 PINERITIRER
%°&ﬁm%%kﬁﬁ@%’%ﬂd%ﬁ‘?d4&@‘%&ﬁ RS C G
Foo Bl x 5l RIIEH R L

4 7%+ > CoMotion =+ i & Hp Kgﬁfﬁ:IP 1w ¢ (IPForum) - ¢t ¢ 3k d Hpd ¢ 230
% (Director of IPM ) i # ’fi*u%ﬂ} ¥ 2 kom T o PURSIEE R D IP s RF (TP
Forum Request) » 2 p % & FBHIEE ~ 742 B MR 2 Y g
BV G2 a Bfle s QEPESEFERTE L EFRE BB §RT

ERFIFHRIENY 'j" S g AT T 3 pp Nk A ?- Az e gt b B
¢ ‘;%—EF Fl 2 P L F jc;:%g}f?(mﬁ—ﬁ"f BRIk B A m:i«rrp? s g & IP 3¢
%gﬁﬁéﬁﬁu_ﬁx’ﬂ%imigiﬁmﬁﬁﬁiﬁﬁiﬁﬁ%ﬁ’ﬁW’#ﬁ
v i IP 31 g:’i_ e o W 3—-'7?: gyﬂ}

O [FE= ~EBEFHRBEOIH/ETRIEELY

) B R B A § B
ﬁégﬁﬁﬁ—r Hh 2 BE&FE T3 217
A& Fd CoMotion enFjiFFIBiE (7 > § -?;_—kl“ FRHISTE € B AR R (T A Y
FirenmEidd o - EETFIRT > FF QIR @RI FP AT § FERE

o

EHNE R

$ L PR - D 2 GRS 0 T A BT R L -

Bl = ~ #4458 CoMotion 2% P ih f ¢ pik sz in sz 7 4 Y

BEAR A Aw i aagR 42 ? > CoMotion 74P § Heik e 58k @ g B
#E > 45 CoMotion #7#k kel » P v E < & & v P 4h % Bt 9 8,400 3] 500 =

SOEI TR 76
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2B AP RREIREINEEPABREEANM TR FEOFF A NES BEY
TIoR mHEIR A LR f - BE PG SRJIL - CoMotion F5d 22 2 7 R
FP it antRi BEP A LR E R (T RFT E RO AT R BN B
Tle & 5I0E) G R FR RIS B B R B R R RN R 0
BPEE R { BRI > A T2V Wl PRSI ol 4 HET o Ra o RED S
Byt SR - REEAE BB EFRAAI 0 - A T dok o LR e g
T N A ekt L AR
REDBFINRER S FEL AR OFTHREFLLF R RT LY GRFY FR2
FENFLALCEELIFTEAFRNRBFIBEIT & MRS BREH S -

jj‘%f'— %é_iéﬁﬁ’ﬁ’—; Ul ???E’H WERL OB EEF R IE DT> AigH
RPN CoMotion » ¢ FHFTELEZ BAREHLE ’J}ftrs,i»‘;ﬁ;Vﬁ HF i e
B BHATEREAS > RBIF LS PR REF A SR B A KA R
%Eﬁbm’i*ﬁék'ﬁwﬁ&%:ﬂ~%:ﬂm$%’@ﬁ¢mﬁ‘%ﬁ%am
PREIY GRETH ad LIFECREZR - TRARKENTTEDF Y L F & iFH
P BRI RSSR T AT AU Y R R BP0 vl X0 Op IR T 1 e
=

it

UL ERH AR AREEE S AR RO G AP R FL G F
BEOFFLEERE TR REFEEH L F 5 CoMotion F =5 ERxFw= 4
P o o MR TR BRI RPF I AT Aol g BT ST B
FEDF R GNP AEREITY R ey RS RAC s;z"aiy’qq%ﬁéﬁ%%ﬁp%
SRR ERF AR AL AR PH P A S PFANEE AR LRI

FLF ALY AR REERAFLF A FALRL LR o ¥ b CoMotion ¥
PR R RS F R HEREO TR ES ST SRR TR ey B R
ﬁﬁ%g\;#vhm#lj}i’l,‘i—gz\»fﬁ.glﬁﬂ'l?’ﬁ%c%ﬁ-é\"’l Fm’bﬁg o

HiniE R ri_ 3 B30T > CoMotion ¢ & 1 P R0 a3t 4f & ¥ g T8 & R4 <
S R R S R RN T T
ok -

SARLETYREFV LR

AR ey RS 6> CoMotion € H-ATE NPT ITE 3 Sde & F PG IE A
1 ¢ (Association of University Technology Managers, AUTM) 2P 71 € (Licensing
Executive Society, LES) %1% ¢ #T R yenft g bl 3fe > » B G R h v T+ £ 9
WYESFARAE -Gt F o nI Y R B At E L B
TRG LA FREFFCT PRV ARIR AR RV LA FREY T EEE DY R
RIS B PR ARG ik o
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#mm 7 > CoMotion ##7 5 AF ¥ 233 B FABDFT Y 4 & ;g’?ﬁ:%%
FTEYHEREOD G LD Y 2T REHNFEL A E L ELDER
MBA F ¥ 2 BV %85 ¥£3+3] ma%aL_ BEEE TR & AR FE S iiﬂv\%‘r ;
ZHEROF Y AT RRTEEASA BPREFE 2 R RIS EEY LB
GaCE “’4ngﬁﬁﬂ*ﬂwf**&@+§ﬁwgﬁg(Wﬁwﬂ%?ﬁ
M3 7F# A (due diligence) ehfp R frad s Ao ™ § - & F-REMALR Y 4 0oy

FEARGR Y P F o AAGEE L &ima;{#gom/zﬂ”ﬁwmeéoﬁﬁmﬁ'ﬂ
i# REFZFHEFRARH &R B2 Ui BEREAF2F e iteyg

ﬁh-

= ) CoMotion 3t A R i &
® Lisa Norton fj "'

Lisa Norton P o % E 4 ~ § A[372 1 £ it ¥ s (Technology Licensing )
Bz ®mlig  PRFRFHEIS RIS DREAREAE FRP I 5 -

Lisa Norton & 7 f ~ % (Cornell University ) J& ¥ 4 %5 142 A BE >, 2 (450
=2 FEAFMEREERRIINE > Lo FL L F (University of Virginia )
A A PRt PP A E o FIRE g sz )Y Gra s 2
SHES A 2 BB o & 2004 4~ QIATE B AP w0 B AEEA S HATH D
—Combimatrix # E & * 7 B > f ## DNAmicroarray 2 $irs* ~ F E¥R #8273 H-(7

T~ FREEFLE ? # [ ~ CoMotion ~ Kineta 2 KPI Therapeutics 2_ £] ;%‘r? B P
(Alliance for Innovation in Therapeutics, AIT )

2015 E 40 ERHFAFy FOoERFAF LR FE 'U(UWCOMOtiOH)
P E %5 # 2 (UW Medicine ) ~ Kineta, Inc./2 2 KPI Therapeutics + F % = 73 qfrF?
# % B (Alliance for Innovation in Therapeutics, AIT) * > r18p 4 % ﬁi’:—i R i‘vﬁ + By
gz B RIFT A iz E ek e F o

W(ERFFELY RFE EFREE L ER L)(US. News & World Report America’s
Best Colleges ) e$ T34 & # 7117 2 2 B4 en25 T F F e 32402 7 b2t e » §
FTRELIE AT L AR Ek:g‘.ﬁ;}% (A {;;;éj??}%‘.’é; FENE LA R :",ﬁm*m??%ﬁ

81 =742
[ElFiEE 71
8http://www.kpitherapeutics.com/pr/PressRelease20150421.pdf > f21%:2E H : 2015/10/08
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[ES ’4}3%”\%‘;{%}”?’i‘iﬁwiﬁ?}rm#‘* o B v R AT oY
Gl MRS L2 )T‘ L g B ? oo ® &390 & 42 8 7 7 Fa(Institute of Translational Health
Sciences, ITHS )» = & & );{« < B L H R B i’vﬁ SRR A R g Bl

FLENIE LI 2RI EOEAGACL L A
L e SEBRTRVVEREM A o T A FE A F A FER
BT RERETE R -

TP FEHEAFRLEIMTAREF L P o (Center for Commercialization) 5 £]#7%

® %t ¢ . (Center for Innovation and Commercialization ) e k@ » T ¥ & 2 Higle

(Biotech Hub) j eha 72 » & -2 A FF £ > 02 A LR 7 P E - & FEgpen

¥ oo FuEL K- B2 (dea) F »7 FpF > FREGECL TuEAR LS EDEFE
ENE AR W R P 0 e k) KL

F]pL oo —lir'l"”ﬁ 3 K m#g‘ﬁv?ﬁzg7 r‘;; B - 1 iﬁ'*,i_m& 3o ipe A 4EH ”“f, |37 %5
T B A 2 enZ % o 10T o #-2L 4 w4 Kineta, Inc. 2 KPI Therapeutics i& {7 4 %

(- ) Kineta, Inc.

Kineta ¥ _d & = &g # +« & g1 1 Charles Magness 2 Shawn Tadonato ** 2008 & =1
BIFEchZ2 0P > BN EEF Y Hd e o 22 FEWATE A F R (New
Molecular Target) 2. & % 3 & %2 4 (Immune Modulating Drugs) I 0 PR e
AR OB > AR R EI T 4 - Kineta 2 {3} ’?IFL‘T"T;TE SR
e HAES P FE B A AN ERBEI D OERFHKRE S 2 F E 1 o Kineta ¥
LA 50 AR IBE S BEFEZEy L AREE AR %ﬁé’u&f‘ i ( Autoimmune
Diseases ) #‘u}";‘;# (Antivirals) % '&'F}ﬁ J (Chronic Pain) 43 - # ¢ » Kineta #7F 3
1 p 48 4 & ZEF Dalazatide (L5 fL 5 ShK-186) F o @ (% & k3% % - H 87 1 >
Tk 5 o = g 10T @ BRI IT o J B P2 T BT 4] Kv 13 4w
LR TR (KV 1.3 Potassium Channel ) 2 2 & T fw® (T-cell) @ E 3ok 5 f6p WL A
B (& J2Anni R R R 2 A 5 AT ) ik o d ST E
L3 BFFanivr B > Kineta 335 B 7 24 A 48045 LhF R R Fee

DT EA PR ROE AL g %#F’? i AL PR B 0 F o P
EY R HENHIFRE GBS nS Y EFE, AL E e E 0 E A8 A
o7 A& &3 (Product Pipeline ) #1i & %k o Kineta Inc. ZHE0 RIATE RO K 4o ik
*‘v:‘ﬁié&%ﬁ ##1 7 (Translational Research ) % B 3 - 1%%7 d Bt end (T3 k4o
%o TRk cn#E S B o F1F Kineta & 7 A F 5 FF S 6 iR R AR 2014 £ 30
Seattle Business Magazine i Kineta = @ § ¥ 7 24 3 % # ( Biopharmaceutical
Achievement ) Af 3 mq\%h o

Bhttp://www.epochtimes.com/b5/15/4/2/n4403013.htm » F1&:2E H : 2015/10/08
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Kineta % ** 2009 # jEF 2 g« B Xk L TR FH v/ 2H/ N5 £33 28
71300 § F 2 AT RS 2 dap ey 2 o A 3t 2012 £ 5 Kineta * JE T 44 sR iz iE &
P2 i) KA BT 800 F £ A2 AT R o 2 {8 o Kineta F F it 2 ERF AT (R

EIFT EF P& TR Kineta FR REF Rk MATER ’ﬁ‘if‘—”"’* 23R

ﬂ

vt} SABSRT {34 0 B0 Kineta 7 12 (9408 — 5 chie B 0 8 T - As g B
%iipiW%og@%a’mmm@%%%%ﬁiﬁﬁé“ﬁﬁgﬁ’éﬁﬁ
I URR SRR UFRC RS UFRE )RR LGBRE S M
FIFS AP ERSE Kineta § P §EES WY - 5r L Kineta FZ 2 5
&x«%@—ﬁrWl&éﬁ”?%%ﬂ7@q°

)
FET
X

#

%ﬂ$%w%3
W

q_\-'-ﬂ

(= ) KPI Therapeutics

KPI Therapeutics( KPI )] _# 2014 & ¢ Kineta ¥2 CoMoiton~UW Medicine ~ Chimera
Biotec ~ Life Chemicals ~ Medical Marketing Economics (MME ) % MPI Research % 7 3
E%ﬁkwﬁm%@ li%ﬁ%?imi5’Fﬁ?%%jlﬁﬁKMMOHH%m

FRITH# X—Pﬁl,gﬁ‘vfi? G RUFE RFEZ AL FPRAITERFRE Y > P EF A
v %éﬁ.ﬁ:ut B 2F ALV R I (Neglected Diseases ) 3 4v » 4 im #-{ § scenZEf F 454
W%%ﬁiﬁsoﬂw’ﬂﬁiﬂﬁiﬁzuiﬂ%***%wﬁﬁwﬁﬂMFrmg
kS AR ERA A S ST 5;??7%5«‘)%‘ FRKPIZRE > g St P ez & A Z L B
FWERRLE L ba BB RALR A U AT B G m%#W%ﬂ
peeb o g ZEAF L E DT IR REFFRIE 0 TETT %ﬁilfi"ﬁ‘sb £3
Fh PR RNEERFTEEAE > A 2 5 p % p & (Self-Sustaining) 2> & A & o

KPI F @50 5 M F A 5 ¢ et (Asset-Centric Model) » & B 7 it eiz i # 47
dKH7pW%P¢WF% ﬁ&b’_gﬁmw*f’?uém%@ FORBE &L
%#m;ﬁ’—"?é_ﬁééé BF R RGBT AT MR 7:%:.@’%%
EEAFEE B ELFEFFTAC > KPL $%ﬁf‘ﬂ'f“‘*’\‘??ﬁ?ﬁa4c EAESRINE &
. (Liquidity )c KPI & &2 B R # ¥ L 2 @B A+ L £ & 17> ¢ 7 Kineta Inc. ~ Chimera

Biotec ~ Life Chemicals ~ MPI research ~ UW Medicine * CoMotion ~ Medical Marketing
Economics e KPI P s L F2 B3 F w0 Kinetalnc. B H ' > 7 2 BB £ 55 1 > 82
gr,f PHEFREL LA R AR w2 LRI ETTHE B AR
AR RZATERFERE Y pbp K2 P

‘+¥c¥

b4
v

i
“2*
\-a&

%*iﬁ’wé%§%%37vaﬂmﬂ%”x FIRER RS SRR
AR TP OEEL G gt F A T AR B MEGEE FTERF Lk - BRI &
+ & ~ Kineta ¥ KPI Therapeutics #-4-% %llfl—ﬁﬁé*#ﬂfzf: L R AR R 0 T
THEEARM AT 2 DR ORIR 2 &M e ¥ Kineta b2 04 48 4 8 o7 3
4 L FAIFTenE S P> Kineta ¥ FiE &+ £1372 B £ 14 ¢ <« (CoMotion) 4 »

;
B
e
¥
e

TR 82 «
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o ﬁ%ﬁﬁﬁ%r 5o W3 £ TR 2 PR K 2 36 d 3 Kineta $87 54 7§ 420
FERFE LR T LIRS Y Ao B ATHFIE 0 £ A - Kineta £ £ 2 Y 4
& E %@ﬁi%v{%i;}ié%:};?ﬁﬂ& o et 4 AR L SR T T RE 2 A
o EAFLIRG 47 BV HER awmggp ﬁﬁ”aﬁﬂﬁé 13
PR - B 58 PEFFOLIITEL B E LT R A

ik A S R
E’f"é\. IFPQ -E)s’ [ §$ ‘\TJFT’% L—lg;é m ﬁ/é

FELALAPEF S M EEFFRARE -

BRATF R IR o 2k A
§Wﬁ€'ﬁ\ ES R L

>e>-

I~ER> L FHEE? < (Technolohy Transfer Office, TTO) 23 7 2 F &

g B Fgyre 3 LA G HaEESES 2 (Office of Technology Licensing,
OTL) > ™ #-12 OTL 4 7 2 -

(- ) OTL fjats A fEr

FRP EE I THAEE R T OB > T IR A EEF SRR T RTE
iJm@@ﬂoa%ﬂp@*uiimﬂﬁr6M’le«§%&iﬂ%&%£m4
10 BRI EIFTE R 0 & %‘fﬂkf/fi&{— B =2 8 %5 (Ecosystem) ¢ - i % 5 §_
BEEETHFL BB EA 2 2PN R T LELT P ASE T S RHER Y
Yo g 2 B P OTL T § ¢ 2 A X B nifE A # & 5 #Y
L B EiEa AR F P RY > FRFREFRCAFAEFT T W ok
T o R I

1968 & Niels J. Reimers 4 » § =+ @ < B e etz ya 3 :}7%?:%1 | & ¥ (Associate
Director)’ PFermy ?E‘:—‘ﬁi@:ﬁi‘ﬁf Gk x]) 0 H ¥ ?94—%:’%? 5 ERSR T
F el ivp g W :!%—,Tzﬂ ARZEP % .;]3@ B 5 % Bif J‘;}{tﬁ——*\pémf(f‘_]_
FRF o d 3t Reimers ftv » g 2 A F2 m > fAFAHOITHEIIRFLEGER
SR FPRFINAFHFIFAT S FHEFEFRE AT TR FREIAE
B ARl TERTLIAEFTEY o F A 1950 E AFRN 2 E s Fhr L
32?,”1«§P“%mﬁﬁdé¥%i§ﬁ,w153ﬂﬁﬁlﬂ%§iﬁﬂ@

3

] 5,000 # & o Reimers A7 3 v ¥ A § « S8R F < F{ofryma %ﬁ]’%i‘ﬁ%«’%ﬁ
F"’”i&ﬁ PE OB R S G FR D - BATOEE RS T E
‘s@_,,%.‘l—r 7 < B AETF]S

PR EIEE EEW B AR AR ARAEIZ - B BB (L) RRESEIEZET > NO. 8 (2012)
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CRZ AN Sk i A
AR FARMBOEST > BB FE G 2 i T
42, flAp B ena £ d ¢k ;RE /% EE TR 'g‘
# Ii'—o%f@v;ﬂ\? A engg ¥

Eal ol A

HAHE R 1968 # L X 2 X 0§l ? AR - < § L Frcg 2y
o EFXBERV SR ERLPRFET 5 - E L5 TEE 55000 F 22T 0 &
La 15 #1110 B2 ddkirE Willlam Miller ent 7 51970 & 1 * 1 5L 58
= 2 g fEyEe 2 (Office of Technology Licensing, OTL) > ¢ Reimers # & § # 4

(Director) P& ¥ 4 v~ 2 24 + B (Licensing Associate) *® o

d % OTL £ 1968 # 1= = 2 #4F ¢ 12 %2 % (Research Management Office ) =% 54 »
Reimers £ #2414 T2 1 ~ & (Massachusetts Institute of Technology, MIT) ~ 4t ' < & 45
7. % 4 1% (University of California at Berkeley ) ~ 4c ' +~ # ¥ £ {1 & & (University of
California at San Francisco) 4 3% = & ~ F 2 $#7%2 3 ; Reimers & < § fjirg B
¢ (AUTM ek e 1784 > T8 4 Z 324844 17 15 € (Licensing Executive Society, LES )
ZAR O PRRIGAN > GEREF O FREREIES T S 2 A FEF T RGIER
FIH B E 8 A R 2 RS ﬁfﬁ%?ﬁ?’f s AR AL TR 2 ¢ (Father of
Technology Licensing ) *7 -

) OTLZ ¥Ex %4 &

s{l»éﬂ%‘fOTLAi”910af;\ﬂu£u%’ﬂﬂ] et LT T
B 20-25% 5w g E (VA SRS A S HEE P A B IE ik T ) -

d 1970 1 2010 £z 40 # fF > R A2 # P HELF 8,300 i » & ¥ F 3,000 i+ 324g
L9 plis 13 mE 2 mgiEs

&2005 # 3 2014 # >3 10 #H B2 OTL & % 53t 40T 4 L v %57 > 2 ¢ 52014
Eood 655 BAHITHEP TR RIEEFRY 118 A E 436053 F £ L2 g
SRR A e 5 10,860 § £ & 0 @ FE2ERIFY L 750 §F £ 122 2014 & 2 {4
BME* 508024 (H7 4005 d gyt o) VoS5 pame » 19 40 B 4;
HEAZEIOFFE &2 o BRFELELNI0FE £ - B " Hr8¥PR2HE
Hof 2007 & % 350 0 35S E L 400 ) W4 B ATIEAR £ 9 2 B 2007
212009 & 5 77 S EY S0 R 5 B LA LB 4T B 2005 & BB
S84 FHE A A %?tbﬁ}i!{iléﬂﬂ%%#ﬁ:’ﬁ GE Y TEAPRRERFFE X

8o b ACE2 OTL 493k > 484E http:/otl.stanford.edu » Fr{%%E H : 2015/09/19

YT T KBRS T FRE4E 4% ( TODAI TLO, Ltd., CASTI) #{/7 Takafumi Yamamoto | 3f#3% > 2015/08/24

8Stanford OLT, Stanford OTL Annual Report, 2009-2010: 40 Years of Discovery » 2010

¥Stanford OLT, Life of a Stanford Invention > http:/otl.stanford.edu/documents/OTL_overview.pdf » f{% %%
H :2015/09/19
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0|

2
1=

=90

s
Z;_ﬂr

o

# -+ w2 ~2005-2014 & ¢ =+ i <« & OTL = %

et £

36 FHE~ > FA AL EF T I0 AL WA F 2 FEf L SRS E

2005 2006 2007 2008 2009 2010 2011 2012 2013 2014
FRHREHEE 400 470 350 400 400 450 504 504 502 481
¥
2L T2 48% 50% 40% 50% 40% 40% 40% 40% 65% 58%
g & ezt
FRTEE 5 ik 84 109 77 107 77 90 101 115 103 106
ERE £ 384 613 504 625 651 655 668 767 87 108.6

(7% 7)

£lig FlTz B 428 470 494 546 517 553 600 660 622 655
e
FTEI 2 P B 12 9 9 11 9 10 8 17 N/A N/A

600
500
400
300
200
100

New Invention Disclosures

2005 2006 2007 2008 2009 2010 2011 2012 2013 2014

Bl o~ - g 2 @4 OTL * 20052014 & 2 5 P % 205 i #

PStanford OLT, Stanford OTL Annual Report, from 2004-2005to 2013-2014
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New Licenses

140
120
100

60 -
40 -
20 -

2005 2006 2007 2008 2009 2010 2011 2012 2013 2014

Bl 4

’

g & @« & OTL * 2005-2014 # 2_ 37324 & 4 i+ 4

Gross Royalty Revenue (M)

500
400
300 -
200 -
100 -

2005 2006 2007 2008 2009 2010 2011 2012 2013 2014

Bl= -+ ~ ¢ 2 %8 OTL * 2005-2014 =2 2 fl &~ (F & F~)

(Z)OTLz2 * R ‘3'5_._‘%\;\3_,;_*#_91

® |/ # % (Director) : Katharine Ku % §¢ 7 & ¥ (Executive Director ) > Luis Mejia %
712 ¥ (Associate Director ) » f # # 7 ~ 3+ 3| 2 sl Ap B F 4% -

® g f F & X (Licensing Associates & Licensing Liaisons )@ & § 11 = f # 4
ME QR A S Wl EFE LB BT L EEL o

® 7 ¥ & Xy%2 % (Industrial Contracts Office, ICO) @ ¢ 7 7%= % § § * Sally O'Neil
—E3 TREAR P FEAERRFEEFAFTELEITEY ( Sponsored Research
Agreement ) ~ #1414 #& & X (Material Transfer Agreement, MTA ) » ICO P # 5 .2
FRLE A FEAE JIZTHET BT T AFEAZER W F 03 UM%

® % {|¥ 3 (Patenting) : & Andrea Blecken § # & {1 3% 4% -

'E iR 86
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® I g T T AAL SRR o
(=) OTL 2 $ #3248 rdZin 42
PETARZ L 5T RRE o BEET LA S FF R LR

5 RESEARCH
\%
& o a";qu’;-

€O %

S
s R
%
THE CYCLE

OF INNOVATION N

v-ﬂ'-u

%’

Bl= - s i F OTL Bl 2 AL i A2
T %L OTL z &8 iv %/ 4g ¢

1.45 % (Disclosure )
dEPARNEP ERERE A RS OTL B2 & ZAEFP PN F 8P A F
PPdlz T E LR 2R MBEYTF L T

24pi% f F * R (Associate Assignment )
OTL #EHP G 57 FEmPEIpR I = F ARt 18d LR
R REERETA

':Fl:‘

3.3 (evaluation)
ﬁmiﬁﬁﬁu&ﬁgﬁ%mA;wg* PR E M N F B A W R
T AT R e A F (RHEP R A o oA T ) &g Byt
B R0 (BRSNS F AR PR ) 3% 7 6 e AR & AIREF 5 5
ﬁr?a’%{%mm%ﬁ<m%aﬁ’ﬂﬁ“%%%%ao

4.%4)¢ 3

g EIF R ¢ G R 9FR 7,000 2 10,000 £ £ A - B2 RS D
aEy (208) 97 25000,]. 30,000 ~ % & 5 F|pt T2y g P AR rsg\z' FE A
A g ;}iﬁ:‘.cg AR AT WY 5 - pg'liWT&F&d o0 ﬁ‘ff»
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EWWLF ARG FS AR R

PRI ARt e g4 d B QIR E TR BRI 4 s AW
7}5 ’r}..,%s_inj TR FE P A E %»—‘m{g :FL AREBHEJIEFOTE R R IR

R3S 2_ B RO F|M AEARY B AT AL REJEFAPAERLIENEP 2
%”T;Tﬂi Fl# 2 2bEgS 5 L oo

—
N

L7 w8 OTL 2 % P R 4

REYENUE POTENTIAL [OYERALL ASSESSMENT o] e [Ere ol
Are Cornmercial o First use
Applications|dentified o Follow om oppottunitiss

o Multiple figlds of uge
ist" discipling?
What'sthe Corapetition s How pyare custormers vath cument solutions
v Ave altemalive technologies progressing
o Mumber of related patents/patent actiaty
o Murnbeer of ralstedinvention/disclosures
Fotentisl Licensees v Are sponsors interested
s Murnber of potential licensess
sl3theindustry predisposedforagsinst icensing

Who WillDenve Velue v Endcustomers
o VARS
sLicensees' Sublicensees
lsthe FPatentilicenss » Entore sabls?
Erforceshble o Distinguishable frorm altemative approaches?
PROBABILITY OYERALL ASSESSMENT e e ]

OF SUCCESS
Track Record of Ireeant or » Prevous successwth OTL

» Previous success uith industry
Stha are b Chean plons o s pport

. rrwerﬂcmb: igntists

s Cugtomers

1&this Project Within & s Govemment
Hat List Discipling » Venture capital
o Mg ustey
Cossit Build on o A0 gt ension of arelated cormercisl SuCE ess
Fresious Successes s Domakets, channels, customers slready exist?
s Have manufactuning processes beer proven
het Stagein s Workinig prototypel mess producible
Developmert Process » Proof of eoncept
v Anglyticsl work
ldea
QTLsFelationship vath » Matworks with industry
the IndustryDiscipline » Metworks with academics
s Technology well understood
COST OYERALL ASSESSMENT [IE0) [y [
Admiristration s Timeavallabletotile
» Cornplesitwie ormnplications
Lic#nsing o Recepltivity of potentiallicensees

s Murnber of licensess

s Mature of license temas (industry standards)
s Moniteringlrmaint enance required
Fatenting » Financiel support from sporsorsilicansees
o Imtamvelationships vith other patents/prorant
vGeographic coverage

s Cornplesity of conceptiprosecution

Enforcement s Eagvbo detenning infringement?y

Notes:

(<) urfaworable - don't pursue Date Patert & Literature Search Completed
(+) favorable - pursue

[0) rieutra) AysociateInitisls 3. Date

5.1 8 B AR

BT FEAET LR fF AR TR E A FOES PR AR
HR GBI EFRERF I NERIP 2RI F G RF BT REIES G
BEEHNN T FARBEHESAA P AN T EF B T EBZ L HE DL
FH A& LF I RESPRBSFAL T B LA L TN

N
(7
o
i
b

—
[

F_k
=
T
v

CRENPPEFTAREEFE AR A RR P SRS
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9 EEPRRESF IR EMBEFEEL

TARAE &~ e
“rh geig s dd OTL f Ficd g 2l Fmg a2 dis (82 319 )
REFEL € RRT I K op:
a‘r“f 15%0 OTL 7o h * 2 Bov 2 g % (B Y 5 % ) 50 1/3 5 8@ 4
SR V3R A RFEZ K U3 R AT 0 A TE R G g g
FreEay e

9 10-15%¢ > % § i fhiedt £ 90 LR A OTL § 12 b 5 #5008
2E 2 5% B0 1% OTL » # 43tk 2 1/3 BAEM A 23 e rmig dy
4 @32 > 7 (Stanford Management Company ) # 32 g - i+ 05 (hik £ (¢ 3
pepd ogEy I ) s OTLA 3 2 #F £ 4 & (OTL Graduate Fellowship

Fund) °

9.8 Fe L 1
FUEATR A F B AR O RBE IV NP G 2R RENE NB
2 & o

v pALA A FEHEY < (Technolohy Transfer Office, TTO ) ERERE FE

S %'”""""ff?ﬁﬂlj’""‘l*g’B’a"‘@!{’ﬁ 10 78 e~ 15 BAT 7 #7211 At
Fri®geda < FxrmAsylgr  2¢ ff#;:}al292<’§’v'ffz#;:894&’aﬁwﬂ
7 AR 2,604 £ 02015 & 5 % Kt é‘\,\e\«’%ﬁ%ﬁ 27,847 A (7 2912 =RW%=HE 4 )>
He #1184 5827 4 » FALTIE 4 6,722 4 » * ?%Kﬁi 13,960 % %

LA AETE T fer K5~ 03723 % ahAA#T L > 10%* k2 3 &g 4
Bosd 2014 & cndis g dg m A g e 5 49138 p o HP gk g R L iEEY
56929 P Ao GO AR Rrend 2 F SR 5 33116 B & R T E LY R G
90.93 P ~ > AL 2 AR A F 2014 F 587 e r RiRP oo

I 89 -
B BT AEAMEN hitp://www.u-tokyo.ac.jp/en/ > F{&EE H : 2015/09/28
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2L s AR 4 B 2014 &G d~ KIRP o

g3 (P ~)
Private sector research collaboration 69.29
Contracted Government competitive research funds 166.70
research Government non-competitive research funds 156.66
Non-government research funds 7.8
Donations 90.93
Total 491.38

ABHI B ERLREEFT O RAAAE AL FE AR REBRARESEE
AEAERNI D LR P EAEH A EDWF o RAEDFF L R e B o Fpt L
75 F 52004 £33k = A i A% (Division of University Corporate Relations, DUCR )
Kfed A F & TP ER AR A FPAF LTI BH AR < Fhi Fip4f 430
(DUCR)g b2 >t K &+ H ez B3 4 e s LA+ 8 $pefe i 2 % (TODAI TLO, Ltd,,
CASTI) 2 The University of Tokyo Edge Capital Co., Ltd. (UTEC) * 44 i&7 > =
£ f"t‘@f%ﬁ’!,f‘:if%‘i A BlAcB - L - 22005 F AR 2B 0 A LT GER

v

v oo

(University Corporate Relations Network ) » ¥ 5 22 Nippon Keidanren (Japan Business
Federation) & i¥«7T > » Nippon Keidanren d £]* p¥e3348 ¢ B 1 2010 # 5 7 © 3
“wi 687 mg R

Managing Directors

Director Gi | of the Divisi f o = .
| University Corporate Relations T |‘ Division of University
¢ _l epuly Director General | Corporate Relations

General Manager of University
| ||
I l |

()

University of Tokyo

15 graduate
schools

11 research 17 university-
institutes wide centers

orporate Relafions Department,

University Corporate Office of Collaborative Office of Intellectual Office of Science Entrepreneurship and
Relations Group Research Development Property Enterprise Development (SEED)
(Administrative support) {Development of new collaborative research) (Management and utilization of (Support of University-originated
intell | property) venture busi and ip education)
Proprius21 . :
(New collaborative research scheme) ;2;‘32?;%:;;{1;9‘ mgg:’;‘lﬁ’;
TLF Educational Program Entrepreneur development
(Development of university
corporate relations personnel)
v
University Corporate TODAI TLO, Ltd. The University of Tokyo
Relations Network Collaborative research (CASTI) Edge Capital Co.,Ltd.
Researcher exchange | (UTEC)
i Foundation for the Promotion Financing for starting up a
Cooperation Marketing and of Industrial Science business Assistance in
w licensing y human resources
Nippon Keidanren (Japan Business Federation) Society and industry

Overview of the University of Tokyo's Industry-Academia Partnership System

W=t AR FAFEFEFDE SN

**The University of Tokyo, Division of University Corporate Relations Annual Report 2009 (2009)
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Kt B A B @A (DUCR) A 4 = B0

% i i o

(1) Office of Intellectual Property : § # £ A § 2> =
_g; ?J I-|‘:, v %—}'. :F";

g,
(TODAITLO, Ltd., CASTI) & fe3% (F4p R ¥4% > £i%¢ #
PR EfI AR -

=
LN
,t

[

(2) Office of Science Entrepreneurship and Enterprise Development (SEED) : #7 & {42

e r M AEM G o

(3) Office of Collaborative Research Development : #% = Proprius 21 % Technology
Liaison officer (TLF) # ¥ 3% -

LA+ F e e % (TODAITLO, Ltd., CASTI) E & % + # 3% x évh3njp s 2
FPoAREBRLFIARCFEAERAETFE o R AR S %‘fmlﬂ’;bz\-%gbjiﬁi
AXR ot n EhF G AN (DUCR) 674 £ iFR 7L * £hB )¢
FEAREE EE S "Fﬁ‘ EiFen@ T2 MdrBlo L2 d FF AR RNFPHRBELAE R
# A3 (DUCR) 74 #H F 4 % AW i L 2% (TODAITLO, Ltd. )
EAEFPPNFOEJIEE RSP EGRE B AL RS EREA T HE A3(DUCR)
T LR RN ez o BRI G N1 0 FR R 2% (TODAITLO,

Ltd.) % § i 7454 (F £

@ Invention . .
disclosure University (?orporate
Researchers — Relations
®Determination of succession

a
T @ Inyention ® Recomm_endation of
-Patentability disclosure succession Industry
-Marketability
————
Todai TLO Licensing

@ Survey on patentability &
marketability

@ Request for patent
application

Bl= =~ KR BRIV 52 3E Finde

L <~ Fp 2004 &3 2015 & 3 7 50k > % ¥ P % 4]10,369 & - 2 ¢ ®p &

PEFTE: 87
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15 5,562 % W& 14,807 i > @3 F WP 12487 > H 9 @A L5 1,386
o FEL L1010 iR S G 3,142 2 EFdr SALLRP Ao AL S AR
B 2004-2015 # & 1Y 3~ 3 @i s tdes oo

Fot =~ LR L F2004-2015 & B )Y HHF HRER RS T

Patents Domestic patents Domestic patents Licensed Income
held by patents (millions of
Applied for | Held | Applied for Held | Licensed yen)
University 4,931 1,210 4,293 890 2,667 2171.752
Faculty 631 176 514 211 475 3239.869
members
Total 5,562 1,386 4,807 1,101 3,142 5411.621

A~ Fahg g +3% (DUCR) £ 4 7 =+ §:}iﬁfi@i‘4f§_ﬂ_%« (TODAITLO, Ltd.)
B4 EiTEFA R < k¢ ;)g—z" FHEN T 22013 & > &KX 631 PP IHE
PR L IS01 o B L1490 0 BTLH 279 A 2 68 P & o

Z2LA52005-2013 K2 < BEAFLTAFEPIHBE LY o B L i AR
¥ P ek (TODAITLO, Ltd.) 2005-2013 & £ fe5 ¥ erdic® » Bl= -7 5 L7 <
g P o % (TODAITLO, Ltd.) 20052013 & 441 & 4 » 77 -
24~ 020052013 A A A E AL TAFEP BB E LAY

2005 | 2006 | 2007 | 2008 | 2009 | 2010 | 2011 | 2012 | 2013
FR G 629 | 680 | 615 | 684 | 657 | 648 | 529 | 576 | 631
F%E Y 328 | 95 | 226 | 238 | 320 | 350 | 426 | 497 | 509 | 501
BIp B JIY -8 | 298 | 421 | 354 | 431 | 402 | 431 | 436 | 397 | 490
BAY i 393 | 647 | 592 | 751 | 752 | 857 | 933 | 906 | 991
*FRTEE 93
VIR 95
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m Others

&1 Joint patent agreements
%0 '@ Licensing (IPR belong to Univ) 5]
M Licensing (IPR belong to inventors)

250 . - - —
250
200 —
199
176 176 188
204
150 —
192 -
116
100 —
) I I:
0 l
2005 2006 2007 2008 2009 2010 2011 2012 2013

W= +w o~ A% FHig e s (TODAITLO, Ltd.) 2005-2013 & & 7% 4 i £ %8

80,000
[ Others
70000 | L Joint patent agreements
[ Licensing (IPR belong to Univ)
M Licensing (IPR belong to inventors)
80,000
50,000
40,000
30,000
20,000
10,000

Bl= -1 - LA % e s (TODAITLO, Lid.) 2005-2013 & ] & 4c »

G- AR D] A 54 A3 (DUCR) ~ :}stﬁﬁ;:ﬁg%k (TODAITLO, Ltd.) % The
University of Tokyo Edge Capital Co., Ltd. (UTEC) = = i+ & 17> oo B a1 i
RAACEFET SR ALF BT I ALER > FHEE X P FToF o

*EFTEE 95
PERiTEE 95
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= ¢ RS BEA AR A FHE Y« (Technolohy Transfer Office, TTO) 23k #2 ¥ i&
(=) #RAFPHEBFIGA

AR EPREBFEIA 1984 & 5 1985 AR GFIF AP BEER T L ER
2EATHR LA F R RO ﬁgbﬁﬁﬁWﬁﬂiiﬁm|?ﬂﬁ°ﬁ
B R B PE S R AL BN PR F IV S P B R
[l mﬁi%}if’”‘ﬁ RO EFRAIGTHIES S od A3 A FREEEY ERHE Y
FRAAZAEFP EF Rt HEESZ AE LY A A EPHREY
TRE AR A FHES E o RE AR L E TS AT 0 F B R4 T RES
FAF LA G R L T e A A F e A SRR e R S SRR L
koL SRR R R

1985 EAz > A3 < FPFBEIP R L FRETHIES £ X 0 P ihED
300 § ~% B | 2010 £ 1.96 < > T 1985 # 1 2010 & 4 5 * FF B MR F 7
A L X 9 336038 >0 H ¥ o e 45 { A2 2126 B o ¥ b
AR AEPHEBEN BB A IS T EB A AR A RS AL AFR
PIATHATE £ 0 A PR AGTAE DA B 2RB R ER B 13 017

2010 & » 4R 5 IR EINES TR RIS 7 I 2011E 40 > 2
B L AR E TN E S N PEBEML s ¥ - TFH R R R
ﬁiﬁﬁpﬁ*ﬁ**%%iﬁiﬁﬁ%ﬁﬂ%ﬂiai,ﬁéiﬁﬁﬁﬁﬁéﬁﬁ@
R LB AETR G0 ARRrRBEAGE R TRF RS A% HER T
ﬁlj ﬁﬁ_%g /J‘ ;‘ :

g ST
— el | )

COEEE e )
B
- ib?té‘.[ﬂ!ﬁ
s e s ]
prEe——— | S R P
E ) &4/ 7—

skaREIE AR ERE P
- e | G

i
§§
=

DEEE LD B £ o 3 E SRR S 2

OE  FEERE (2001) {RifEdb ot KEERIR R SR L ¢ (PR EE - RIEREERE 3(1), H 58-60 -
OISETEERS (2002) BHZSEAZESEY B S B A—IL T REEEMATENSY - PEIRHYESE 5, 021.
102 b o BRI B &S ST 4E » 4831 http:/kjcy.pku.edu.cn/cooper.php?id=12type=1 - fE1432% [ : 2015/09/28
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(Z) AR AFPREBH L
I RERAfcRArRASEAEF

2. BREFTAGAEELE R PAFTL (T
3.0 BATES S HHED % A

() * MEPFEES A~ FRIPpn a1 & BRSNS L E78
BB AS ch & 3 & FORH P A 2013 £ F F PN - HOTR A~ HeRi e
PFHTIRGR & I STT 7 > PO @ B R BRAGE 352 R~ > FIAL L7 e~ - &2 2P £
YHHWEIFE X314 FArs (T B35 1.83 g~ A4} ¥ B2>Feh
54%Fc 52% -

(2) REHEMFES @I T A R A i - B R R AT
co T RBBT S FEAIERET L X FRAESEN A QIERGY Y Sl
P B RT LA R B R A S BB R e diE
300 5% B'R v & < B ori A5 e o

AR FPRBHEITERLLEIR P8 R 2 ~ILF T T
B FL CER LA ER T S AR RRBEAN SRR RK AT 220 24 BH
mﬁﬁ&ﬂm‘ﬁépp A E o Fetdud > GiAoik ¢ F B
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Semma Therapeutics Inc.fr*#%; % B 3 11 Potenza Therapeutics Inc.)Z 2 Raze Therapeutics

Inc. -

AAud21 2 BEERFEIA P LA b2 s AR AFGHAN AL
~ 4144 & (UTEC) 1 2 $jief i 2 % (TODAI TLO, Ltd.) » PeptiDream ** 4] 2 4= ) -

"2 S. Department of commerce. (2009) Fostering washington’s innovation economy: SB 6015 Report and
Recommendations
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e A \i‘f}%ﬁ/{%ffr’*g# P ,i*u%t R 73R & T PR H_

P& E S ORTEFE
BED ABFEMERF DL EE S H - BRIMERF I VIIES T EES - F
2= 2R N U P - A Y o ISR B Mf 73 @8 £ (Upfront

a
Payment)> & 3 2 4 mé = £ (Milestone Payment ) > d **XT# B 3 . F & T A L I enfg
EX}I&KW e A REGRSR G R Fh P A2 EH P R R FR *Kmﬁﬂ’}“*’ 4 G
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(=) £ 07 23 5 PHED i khy RS
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"¥Kagami, S. (2015). Innovation and University Entrepreneurship: Challenges Facing Japan Today. Innovation,
Technology Transfers, Finance, and Internationalization of SMEs’ Trade and Investment, 97.
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Foenfp A N R LG 0O WAL L DY R FF PTG L S E K
SR ADER e ”@l%%“# é_Aﬁi,\A%“%”fré%P“émF T A 3TEPLE LB ik

PAradF bR T > oRABF T ud BB LR TFIF KRR
1. B X RO g F  FEH 4 0 RA EF A F iREe (Molecular Target) A% %

AR F o S b S AP AL A AR TR *ﬁﬁ»fwiﬁr’mﬂff%mw
WHCE REAOT AL B S P RARRG HEFOEE > bldeta g AR )];3
JREEME RS > BEE A DE A S AT EZ AITER D B A gg

!

Wit £ EFDA 2% %P EMEA #9175 35 5 4 3783 & 1 3 o320 5 > blde
% B F 2 (Breakthrough Therapy Designation, BTD ) & & _4ci# % & (Accelerated
Review ) 11 2 i % & (Priority Review ) A a i/ 2 RAR KRR EAREH X 2
LT BRFPLFREFL OB 2RBREL R A RA TED
BAEHE 2PRE ALEC AFERLEOESF L 2T R D A B X D
BAT T 3 AR g S AA g4 0 PR PR BHES i

L4 2T A FER0BZERY T FFL N2 F1 A"

Company Revenue | Headquarter |Headcount|R&D Budget
1 |Novartis $57,920| Switzerland 135,696 9,642
2 |Pfizer $51,584 USA 77,700 6,678
3 |Sanofi $45,360 France 110,000 6,534
4 |Merck & Co. $44,033 USA 76,000 7,503
5 |Roche $43,560| Switzerland 85,080 9,270
6 |GSK $41,613 UK 99,451 6,468
7 J&J $28,125 USA 128,100 8,183
8 |AstraZeneca $25,711 UK 50,000 4,821
9 |[Eli Lilly $23,113 USA 38,000 5,531
10 (Teva $20,314 Israel 46,000 1,427
11 |Boehringer-Ingelheim| $19,362| Germany 46,228 3,863
12 |AbbVie $18,790 USA 25,000 2,855
13 |Amgen $18,676 USA 20,000 4,083
14 |Bristol-Myers Squibb | $16,385 USA 24,000 3,731
15 |Takeda $16,075 Japan 31,225 3,358
16 |Novo Nordisk $15,422| Denmark 38,436 2,168
17 |Bayer $15,401| Germany 56,000 2,265
18 [Merck Serono $15,273| Germany 38,000 2,070

"3Contractpharma 2013 4EE#H 45 » (2013) » 4955k : http://www.contractpharma.com/
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19 |Gilead Sciences $11,201 USA 6,000 2,119
20 |Astellas $11,086 Japan 17,454 1,862
21 |Daiichi Sankyo $10,881 Japan 32,000 1,845
22 |Actavis $8,678|  Ireland 17,000 617
23 Mylan $6,909 USA 20,000 507
24 |Biogen Idec $6,932 USA 5,950 1,444
25 |Baxter $6,564 USA 61,000 1,246

() $RsSE8FFEE (FDA) 2014 # #r i BATE 2 333

RHTAL S (Rz2) " 84 10 # (2005~2014) # B FDA “7 P18 st 88

%2012 # % 2014 #chfi4e 2 & F kp N QEPE L S hTF 254 75 % B FDA
BT E NG AME O HORE TG A PER SR F LA R TSR/ R R
(Benefit/Risk) =G & € 3 7 k% £ 5% o

TRACK RECORD The 10-year new
drug approval trend is choppy but
generally up.

New molecular entities approved
45
40}
35
30}

25
20}
15
10

SOURCE:

Ok.

Bl= - ~2005-2014 & % B FDA 1 /8 it % w3t

%2014 # % B FDA #6041 BATE?Y (2-21) "W 4 3417 BARDE
F 53t %# (Orphan Drug) el 58 & 5 4 3TH L B eV - fBE 8 o B AW 0
% Unmet Medical Need 7 % & & chg & > 43k g:;,;;& SHEE X IIEAR B RFLE
WHE AT Sz I QF D g B 3 B N E Rl BRI EF B AR M
B 2 LR WGl pb o R EIATEA R U T AL T g2 A 4 pH B
oo F x}n 2013 £ % 2014 & cha7& 4% G #i P ’a‘r“fi}l*{-w\k"é‘& P {8 0 B B aET
*—"*ﬁitﬁ HE200 1B 10EDTHETZFHREFR Y FURES, LBTHEG 2L

"CEN ACS ORG > February 2 » page 11
'"""CEN ACS ORG - February 2 > page 14
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¥R F R > £ 2 44 (Immunotherapy ) fid S # & 5 3783 o P 4R o
2 -+ 2013 # 2 2014 # ¥ ® FDA #7582 " 0 E #ic B

RE MEPRAKE| AFEF | R2FERE

2014 41 27 17

2013 27 24 9

DTEE 25 4 BRCR30MATE (75%) BHEI SRR (Bz2L- )" whEks

RRFHET R TR B RE A Y D ORGSR R RATE Y T R AT Y A )
T - RS 65%ATE AR RS A E L B RERHE L 2R Y T

AP EE T Mgk LG B4 hiziE #5 (Potential Drug Candidate ) ehk b+ o

NEW DRUG APPROVALS IN 2014 BY THE NUMBERS

Breakthrough | New Cancer Drugs with Compounds that
therapies molecular | drugs anovel were in-licensed
approved: entities approved: | mechanism or acquired:
approved: of action:

9 11 8 ~65%
Antibiotics Drugs that are for
approved: One-year supply of BioMarin’s Vimizim: | rare diseases:

~ 0
4 $380,000 40%
SOURCES: FDA, cormpunes

Bl= - - 2R FDA c378 8172 445

d AR E R A L RFE P EF B 0 S AR2000 £ k2 S PEA FE Bk
FRFc R A FT o AF gl pr R B g oRT %"?F’}‘ S E (b)) PLE R RS2 ATE
FA 2§ s 4y Pff, P& PRI & aE P SRR 0 - B A RTER P O P
7 B s R A B B A Pﬁm/»\—?a‘;‘%-f B AT E L3 (NCE) #7% > 5 B> 5%
B2 - BBl L EA Y A HWEPF AT Nng R Fiéren, 7t
o HEERY P2 H DT FHES > RAFE LB FEILETR o
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