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Clinical Studies

1. Locally Advanced or Metastatic Breast Cancer
1.1) Second line ER/PR Positive: FERGI
1.2) Inflammatory HER2-Positive : BI 1200.89
1.3) HER2-Positive : MYLAN

2. Advanced Stage Lung Cancer

2.1)
2.2)
2.3)
2.4)
2.5)

First line, stage IIIb-IV squamous cell NSCLC: IDEate
Maintenance vaccine, stage IIIA-IV NSCLC : RACO
First line, extensive stage small cell lung cancer : IDEate
Retrospective study: EGFR mutation in NSCLC

Second line, stage IIIB or IV NSCLC : CLDK378A2203

3. Prevention of Chemotherapy-Induced Nausea and Vomiting

3.1) Highly emetogenic chemotherapy: HEC

3.2) Moderately emetogenic chemotherapy: MEC

4. Third line Sarcoma: E7389-G000-309

5.  Cancer-related symptomatic thromboembolism: CATCH

6. First line, Glioblastoma: ACT IV

7.  First line, Metastatic Gastric Cancer
7.1) HER2 -ve: MetMab
7.2) HER2 +ve: JACOB

8.  Second line Esophageal Cancer: ESCC_BKM120

9. Advanced Solid Tumors : SBG

shovuls:90 2556 AudovdAsaullionisAnua:urbalsau:ISY



WANISANITUNIUNISIYUNIVAAUN

1. Locally Advanced or Metastatic Breast Cancer
1.1) Second line ER/PR Positive: FERGI

%aTmem‘s(Eng): A phase Il, double-blind, placebo-controlled, randomized study of GDC-0941 or

GDC-0980 with Fulvestrant versus Fulvestrant in advanced or metastatic breast cancer in patients

resistant to Aromatase Inhibitor therapy

o = av ! a £ [ 1 | v I '

valasenis(lne): msfnwidenuudu lngunUateyanisinuivisaesdie wazldemasnidundumivay
el 2 WelUIeuliigulseanSnaveanisinuiaigel GDC-0941 w31 GDC-0980 $aufiug Fulvestrant
funssnwdeen Fulvestrant Wissyladeludiisuzisadunssezanaiuviseunsnssateiinesoenduds

wuliazlsuma (Aromatase Inhibitor)

Status: - Mautnsugetnsaulasing

10

No. of randomized subject
o

Target Total screened Randomized subject Screening failure
(%) (%)
10 7 4 (57.14) 3 (42.86)
#3U Recruitment rate U5231U 2556 1A59015 FERGI
12

H—H—I/./._._._._._. ——target

== actual (cumulative)
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1.2)  Inflammatory HER2-Positive : Bl 1200.89
%aiﬂiﬁms(Eng): An open-label, phase Il trial of afatinib with or without vinorelbine for the treatment

of HER2-overexpressing Inflammatory Breast Cancer

Falasanis(ineg): nNsAnwIITsEeLd 2 Wuulameaainevede1a it (afatinib) Inelisiumselisiy
fugnduuesisatu (vinorelbine) Tun1s§nwnlsAuziS A UL NaUNIN1TLaAIDNYe8Y HER2 11nn11UnR

Status:  Unsugherdsulasinisuailudoungyvniny 2556

Target Total screened Randomized subject Screening failure
(%) (%)
4 2 2 (100) 0 (0)

#3U Recruitment rate U5231U 2556 1A591135 BI 1200.89

4.5
E 4 + 4 & \ 4 4
= 35
-
u 3
E 2.5
g 2
s 2 = i - i -
| =
B 15
S
g ! ——target
€ 05 _

== actual [cumulative)
0 1
&) ) &) ) ]
Recruitment time
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1.3) HER2-Positive : MYLAN
%aiﬂianﬂi(Eng): A Multicenter, Double-blind, Randomized, Parallel-Group, Phase IIl Study to Com-

pare the Efficacy and Safety of Hercules Versus Herceptin® in patients with HER2+ Metastatic Breast

Cancer

Yolasans(lve): NsAnw1ide avaatu sveed 3 wuudy UnUanssnuvisaesdhe vdunguguunu e

a a

Wisuileulszdvsnauazanulaendevesengeiida duengesiwuiuludielsaussaiuussozuns

=

nsgevlinnfiguuzisusosy

Status: Mautnsugtent5lasins Aneztnludeusuiinu 2558

Target Total screened Randomized subject Screening failure
(%) (%)
6 4 3(75) 1(25)

#3U Recruitment rate UszdnU 2556 1A5eN15 MYLAN
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2. Advanced Stage Lung Cancer
2.1) First line, stage lllb-IV squamous cell NSCLC: IDEate

%aiﬂianﬂi(Eng): Randomized, Multicenter, Double-Blind, Phase 3 Trial Comparing the Efficacy of
Ipilimumab in Addition to Paclitaxel and Carboplatin versus Placebo in Addition to Paclitaxel and
Carboplatin in Subjects with Stage IV/Recurrent Non-Small Cell Lung Cancer (NSCLC)

Folasens(ine): msidososil 3 dudunsifelunasanniu wudu Unlindeyanissnusie 2 drewile
Wisuifisuuszansuavessnlefidyuun (pilimumab) Aliesufusunadudinea (paclitaxel) uazennns
Tuman@u (carboplatin) Wisuiiaufuemasniiliasufuaunaduiinea (paclitaxel) wazenanslunanfiu
(carboplatin) TuonanastasisuziSelanuiailildwaduunndn (NSCLO) szusdl 4 vivedinduifus

Status: Mautnsugthetnsulasins mnaestnluneusuinu 2557

Target Total screened Randomized subject Screening failure
(%) (%)
5 5 3 (60) 2 (40)

#3U Recruitment rate U5231U 2556 1A59013 IDEate

IDEate

—e—target

No. of randomized subject
L

== actual (cumulative)

Jan-13  Mar-13  May-13  Jul-13 Sep-13  Nov-13

Recruitment time
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2.2) Maintenance vaccine, stage IIIA-IV NSCLC : RACO
%aiﬂiﬁms(Eng): A prospective, randomized, multicenter, open-label, Phase Ill Study of active specific

immunotherapy with Racotumomab plus best supportive treatment versus best supportive treat-

ment in patients with advanced non-small cell lung cancer
volasamis(lve): nsfnwidessesi 3 lunaneanitu wuuduludrmt Wamedesvedensilaynluuiy
MoangrsnseAuNiAuiueg 19T NIz UN TS v ILUUUSEAUUSEARINATIZRN LUSBULTBuiung

SnwuuudszAuUseaeafinfanludUaslsausswensilaililluwaduuindnssezanay

Status: MautnsugUaeidrsaulnzingg

Target Total screened Randomized subject Screening failure
(%) (%)
10 6 5(83.33) 1(16.67)

#3U Recruitment rate U5zt 2556 1asen15 RACO

RACO

12

10 —o——0—0—0—0—0—0—0—0—0——

-t target

No. of randomized subject
(=]

—f— actual (cumulative)
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Recruitment time
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2.3) First line, Extensive Stage Small Cell Lung Cancer : IDEate

%aiﬂiami(Eng): Randomized, Multicenter, Double-Blind, Phase Il Trial Comparing the Efficacy of
Ipilimumab Plus Etoposide/Platinum versus Etoposide/Platinum in Subjects with Newly Diagnosed

Extensive-Stage Disease Small Cell Lung Cancer (ED-SCLC)
yalasan1s(lne): n1sfnwIdeananitu szueh 3 wuudu Undansaesie wefnwiUsednsuavasen
lofdyuiiu Mlisiuiuednluled/enguunaniuy wWisuifsuivedinluled/enguunaniidu Tugsou

TasansnleasunisitadelndindulseuziSslenstianiiwadvuindn seezilsanseaoluudd (35-19aduoad)

Status: Mautnsugthetnsulasins mnaestnluneusuinu 2557

Target Total screened Randomized subject Screening failure
(%) (%)
10 4 0 () 4 (100)

#3U Recruitment rate Us2d1U 2556 1Asen15 IDEate

IDEate

12
o]
%lﬂ-ﬂ‘#.tttitttf—
=
- 8
8
E 6
©
E 4
s
3 3 —+—target
= ; —@—actual (cumulative)

%] ) % ‘) ‘) o
33“'1 w.’x wm\.‘h z &A c_.,ef?'x “04.1

Recruitment time
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2.4) Retrospective study: EGFR mutation in NSCLC

%aiﬂiﬁmi(Eng): Pattern of EGFR mutations and Association to Treatment in Lung Adenocarcinoma

yalasans(lng): nsfnwinuuwnunIsnateiuiaznisnevaussanisinwluuzieloninozily

ANSYLULN

Status: il retrospective studly #3lsladinIsnsugthesdnsulnzan g

Target

Total screened Total recruited

50

22 22

#3U Recruitment rate U5zl 2556 1A5en15 EGFR mutation in NSCLC

EGFR mutation in NSCLC

60

50  ¢—¢—4+—0—0—0—0—0—0—0—0—¢

40

30

—a—s—a—s—8—8—5—8 8 —8a
I

—4—target

10

No. of randomized subject

0 |

=@ actual (cumulative)

)
Ea“‘x

o
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AD AD AD AD
RN

RO
Recruitment time
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2.6)  Second line, stage IIIB or IV NSCLC : CLDK378A2203
%Eﬂﬂiami(Eng): A Phase Il, multicenter, single-arm study of oral LDK378 in crizotinib naive adult

patients with ALK-activated non-small cell lung cancer

valasens(lne): MsfinuITeszesi 2 Tunyandu wuunquiiietveseueadia 378 giasuusenuludiae
Alvalspuzisaonvinnlildwaduninidngdinisnseduuesduesenn waslimeldueaslafiduuiney

Status: Unsugtaendhsaulasinsuaaluioungainigu 2556

Target Total screened Randomized subject Screening failure
(%) (%)
3 42 1(2.38) 41(97.62)

#3U Recruitment rate U35831U 2556 1a59n15 CLDK378A2203

CLDK378A2203

3.5

2.5

1.5
—4—target

1
05 / = actual (cumulative)
0 = /

Sep-13 Oct-13 Nov-13

No.of randomized subject

Recruitment time
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3. Prevention of Chemotherapy-Induced Nausea and Vomiting

3.1) Highly Emetogenic Chemotherapy: HEC
%aiﬂiﬁnﬁi(Eng)z A Phase lll, Multicenter, Randomized, Double-Blind, Active-Controlled Study
of the Safety and Efficacy of Rolapitant for the Prevention of Chemotherapy-Induced Nausea
and Vomiting (CINV) in Subjects Receiving Highly Emetogenic Chemotherapy (HEC)

valasens(lng): nmsfnwisveei 3 dndunsluaudifevatowis wuvdy UnUaaemeaiuaunieeni
99na¥5 LleAnwiANuUasnisLazUszansnaveselsarfiunud Tunislesiueiniseaulduazeidsu

minnndvdanneliinnisenieugs

Status: MaudnsugUaeidrsulazings mnirvetnluhouiduinu 2557

Target Total screened Randomized subject Screening failure
(%) (%)
25 22 20 (90.90) 2 (9.10)

fnsiusouiisdivanean 10 918 0u 25 18 Twdeuliuiay 2556

#3U Recruitment rate U5zl 2556 1A5en15 HEC

a0
S
:"n-’- 25 f S
5
< 20
/
E 15
o
°
5 10 ——target
E‘ 5 | =f—actual (cumulative)
Z

0

"2 ‘b,;’: “)*”J .Q:r %%"J "’.)é?: S’_’b:.;b
\'b{\ “Q’_ @fb \Sb 5\} \\} ?9 C-.,'z’Q o~ Q’P Qé’
Recruitment time
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3.2) Moderately Emetogenic Chemotherapy: MEC

%aiﬂiﬁnﬁ(Eng): A Phase Ill, Multicenter, Randomized, Double-Blind, Active-Controlled Study
of the Safety and Efficacy of Rolapitant for the Prevention of Chemotherapy-Induced Nausea
and Vomiting (CINV) in Subjects Receiving Moderately Emetogenic Chemotherapy (MEC)

valasen13(lne): n1s@nwissesi 3 anfiunmslugudiTovaisuns wuvdy UnUanuuaame AuaNmee)
fioangvs WefnwinulasndsnazUsz@nduaveseilsarfiunug lunislesiusinisraulduazonisy

AnaneivrTalustaatinsilasuaiividnnneiian1setdsulIunand

Status: Unsugthentsaulasimsuadlufoudiinu 2556

Target Total screened Randomized subject Screening failure
(%) (%)
15 14 13 (92.85) 1(7.15)

*finsfindnaugtaedmuneain 10 910 Ju 15 s ludeuliunau 2556

&#3U Recruitment rate Used1U 2556 1A39n135 MEC

MEC

16
14
12
10

——target

No. of randomized subject

—@—actual (cumulative)
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4. Third line Sarcoma: E7389-G000-309
%Eﬂﬂiﬁmi(Eng): A Randomized, Open-label, Multicenter, Phase Il Study to Compare the Efficacy

and Safety of Eribulin with Dacarbazine in Subject with Soft Tissue Sarcoma
yalasanis(lne): nsfnuIfesseen 3 wuvdy FedinnsiUaaanuazinisanfiunislunaeauddnyide
\WeSeuiieudssdndrauazanulasndevenesiyduiunasuduludidisiunsidenduusswssnm

Y151AN1BULBLE DB DY

Status: Unsugtheitnsulasinsuailufounguniny 2556

Target Total screened Randomized subject Screening failure
(%) (%)
3 2 2 (100) 0 (0)

d9U Recruitment rate Uszant 2556 1AsIn15 E7389-G000-309

Sarcoma: E7389-G000-309
3.5

2.5

1.5

—+—target

No. of randomized subject

0.5
U T T T T 1

33“.{’-' ¢ evx'h ‘mf{ﬁ W"ﬁ @q,x":

Recruitment time

—@—actual (cumulative)
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5. Cancer-related symptomatic thromboembolism: CATCH

%aiﬂiams(Eng): Efficacy and Safety of Long-Term (6 Months) Innohep® Treatment versus
Anticoagulation with a Vitamin K Antagonist (Warfarin) for the Treatment of Acute venous

Thromboembolism in Cancer Patients
Falasan1s(ineg): UseanSuawazainulasndsvainissneniesnduluenszezen (6 WWew) wWisuieuiu
nsEunIswisivendenmseiiuiandiue (W) dmsusnwlsrdudengaraonidionsidaunau

Tugthelsnuese

Status: Unsugihestnsaulasanisuallufougainy 2556

Target Total screened Randomized subject Screening failure
(%) (%)
11 9 8 (88.88) 1(11.12)

fnsiiudauiiedimnean 6 s1e Wu 11 518 Tufeuwieu 2555

#3U Recruitment rate Useant 2556 1A3an13 CATCH

CATCH

12

10

——target

== actual {cumulative)

No. of randomized subject
(=3 ] oo
|
[ ]
[1
[1
[1
[1

U T T T T T T T T T 1
3o geP o' pot waY gt W\ pud ge? oct

Recruitment time
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6. First line, Glioblastoma: ACT IV
%a‘lﬂiami(Eng): An International, Randomized, Double-Blind, Controlled Study of Rindopepimut

/GM-CSF with Adjuvant Temozolomide in Patients with Newly Diagnosed, Surgically Resected,
EGFRVIII-positive Glioblastoma

yalasanis(lne): n1sfnwideseninssemaiilasunisaivauuuudy Undanisshuiisassdnevesindy
Sulawnndisin/ddu-GreaensiudvenlulelaludnliuuuiadulugUqefldsunsidedelnddndulsa

o A

\Wesennadsleuaalaunvinsuniddenesnarenugussian 3 Faldsuniskidneonud

Status: MautnsugUaeidrsaulnsinis mnirtalufounueley 2559

Target Total screened Randomized subject Screening failure
(%) (%)
4 9 1(11.11) 8 (88.89)

#3U Recruitment rate U3zt 2556 1asen1s ACT IV

4.5

Eﬂ-—QQ#Ht“##H—
a 35
2 3
o
a 25
5 2
£ 1.5 —4—target
k] ! ) = = actual (cumulative)
g 05
= 0 ——I—H+I—-—/

& EP,@ RN & éq:\',” é:i” R

SR G O s e S

Recruitment time
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7. First line, Metastatic Gastric Cancer
7.1) HER2 —ve: MetMab
%Eﬂﬂi\‘imi(Eng): A randomized, phase lll, multicenter, double-blind, placebo-controlled study

evaluating the efficacy and safety of Onartuzumab (MetMAb) in combination with 5 Fluorouracil,
Folinic acid, and Oxaliplatin (mFOLFOX6) in patients with metastatic HER2-negative,
MET-positive gastroesophageal cancer (YO28322)

Felasans(lne): msfnwszesil 3 lunasanidusvugulinsunssnuiis 2 n1s muaulasemaen
Lﬁaﬂimﬁuﬂsz%m%waLLasmmﬂaamﬁaﬁuaamiam{mum (L fnuau) Saunven S—WQEJ@IigJJi']%a
grlndlinuedn uaze1deneidnaifu (@nsn1ssnvndureaiionds) ludUlslsausiianseimizeins
LLawaammmsizazLLW'i'ﬂszmaﬁﬁﬁa%’uaaﬁumaa%mLﬂuaULLazLﬁwLﬂuuaﬂ

Status: MautnsugUaeidrsaulainis mnirgtalufounueleu 2559

Target Total screened Randomized subject Screening failure
(%) (%)
7 10 6 (60) 4 (40)

73U Recruitment rate Use31U 2556 1A54n15 MetMab

MetMab

e ————————

—4—target

=B—actual (cumulative)

No. of randomized subject
O = MW B O s~ 0o

320 ge® o' pot e gut 3 U9 ge? ot wov pe®

Recruitment time
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7.2) HER2 +ve: JACOB
%aiﬂiﬁnﬁ(Eng): A Double-blind, placebo-controlled, randomized, multicenter phase Ill study

evaluating the efficacy and safety of Pertuzumab in combination with Trastuzumab and chemo-

therapy in patients with HER2-positive metastatic gastroesophageal junction and gastric cancer

yalasanis(lne): Msfinwiszesn 3 lunangandunuugulinsunssnyvisaemne muamBeIaan

Weusziliulssansnauaranuiasadeveseuneyguuuiilieisiuivemsanuuukazeaiivivn

TuUaelsaugisanseinige I suasuslseafgndousend 19NTENIZINITHAT NABABINITTE Y

LLWi'ﬂszmsJﬁﬁLaamLﬁumﬂ

Status: MautnsugUaeidrsaulainis mnirtalufounueleu 2559

Target Total screened Randomized subject Screening failure
(%) (%)
4 1 0 () 1 (100)
#3U Recruitment rate U5zt 2556 1asen1s JACOB

4.5
= 4 * * + + * +
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= 35
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T 3
H25
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o 2
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8. Second line Esophageal cancer: ESCC_BKM120
%EJIﬂNﬂﬁ(Eng): A phase Il study of BKM120; a pan-PI3K inhibitor in patients with esophageal

squamous cell carcinoma after failure of first-line chemotherapy
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9. Advanced Solid Tumors : SBG
%aiﬂiami(Eng): Phase |, Dose-Escalation Study of Soluble Beta-Glucan (SBG) in Patients With

Advanced Solid Tumors
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« Pervez N, El-Gehani F, Joseph K, Dechaphunkul A, Kamal M, et al. Genitourinary small-cell carcinoma:

a single-institution experience. Current Oncology 2013; 20 : 258-64.

» Miles D, Baselga J, Amadori D, Sunpaweravong P, Semiglazov V, et al. Treatment of older patients with
HER2-positive metastatic breast cancerwith pertuzumab, trastuzumab, and docetaxel: subgroup analyses

from a randomized, double-blind, placebo-controlled phase Il trial (CLEOPATRA). Breast Cancer
Res Treat 2013; 142 : 89-99.
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AC (adriamycin+cyclophosphamide)

B ~
est response / EC (epirubicin+cyclophosphamide)

CR 0
PR 100

SD 0

PD 0
Total 100

%

CR 0

PR 75
SD 12.5
PD 12.5
Total 100

Best response ‘ Capecitabine
%
CR 0
PR 16.7
SD 16.7
PD 66.6
Total 100
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Best response ‘ 5-FU+LV or Capecitabine
%
CR 0
PR 0
SD 66.7
PD 333
Total 100

FOLFIRI / FOLFOX / XELOX
Best response :
+ Bevacizumab
CR 0
PR 25
SD 50
PD 25
Total 100
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Best response ‘ Paclitaxel+Carboplatin
%
CR 0
PR 154
SD 53.8
PD 30.8
Total 100
Best response ‘ Gefitinib / Erlotinib
%
CR 0
PR 100
SD 0
PD 0
Total 100
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Carboplatin/Cisplatin

Best response

+5-FU
CR 10
PR 70
SD 20
PD 0
Total 100
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