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Clinical Studies

. Advanced Stage Lung Cancer
1.1 Maintenance vaccine, stage llIA-IV NSCLC : RACO
1.2 First line, stage lllb-IV squamous cell NSCLC: IDEate(CA184104)

1.3 First line, extensive stage small cell lung cancer : IDEate(CA184156)
. First line, Metastatic Gastric Cancer
2.1 HER2 +ve:JACOB

2.2 HER2 -ve:Metmab

. Prevention of Chemotherapy-Induced Nausea and Vomiting

3.1 Highly emetogenic chemotherapy: NETU-12-07

. First line, Glioblastoma: ACT IV

. Advanced Solid Tumors : SBG

. Second line, Recurrent/Metastatic head and neck squamous cell carcinoma
6.1 CBKMI120H2201

6.2 BI1200.161

. Second line Esophageal cancer

7.1 ESCC_BKMI120

. Locally Advanced or Metastatic Breast Cancer

8.1 First line, HER2 +ve: MYLAN

. Stage llIC-1V, AcralLentiginous Melanoma

9.1 Acral

avu:iS93Ne1 NMAJEIESANENS ANZIWNEANARAS UK1INgNdgasvalunsuns 19




20

Wwan1SANuUIIUNISINYNIAATN

1. Advanced Stage Lung Cancer
1.1 Maintenance vaccine, stage llIA-IV NSCLC : RACO

#alasunis(Eng) : A prospective, randomized, multicenter.open-label, Phase Ill Study of active specific
immunotherapy with Racotumomab plus best supportive treatment versus best supportive freatment in

patients with advanced non-small cell lung cancer
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Randomized subject Screening failure
(%) (%)

Total screened

asu Recruitment rate Us=1U 2557 [Asun1s RACO

—4—Target

RACO

== A ctual jcumulative)
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(=]

*

Mo. of randomized subject

Mar-14 May-14 Jul-14

Recruitment time
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1.2 first line, stage lllb-1V squamous cell NSCLC : IDEate(CA184104)

#0lAsun1s(En) : 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)
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Status : Insugihentisulasanisuad luasuguaiug 2557

Randomized subject Screening failure

Target Total screened
(%) (%)

asu Recruitment rate Us=51U 2557 TAsums IDEate

e { Ar gt
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=3 ctual (cumulative)
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MNo. of randomized subject

Recruitmenttime
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1.3 First line, Extensive-Stage Small Cell Lung Cancer : IDEafe (CA184156)

HalAsun1s(Eng) : Randomized, Multicenter, Double-Blind, Phase Il Trial Comparing the Efficacy
of Ipilimumalb Plus Etoposide/Platinum versus Etoposide/Platinum in Subjects with Newly Diagnosed

Extensive-Stage Disease Small Cell Lung Cancer (ED-SCLC)

golasuns(Ing) : msAnwideananiiiu svazdl 3 uugu dnllansaesde eAnwsr@niuaues
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Status : Uasugiheninsiulasinisudalufounguniay 2557 1Asinas IDEate

Randomized subject Screening failure

Total screened
(%) (%)

asu Recruitment rate Us=51U 2557 TAsums IDEate

—=—target
== actual {cumulative)

IDEate

‘.

o
Mar-14

Recruitment time

$1801UUs=910 2557 gudovAsaud amsAnua:urunlsau:iSy




2. First line, Metastatic Gastric Cancer
2.1 HER2 +ve: JACOB

wolAsunis(Eng) : A Double-blind, placebo-controlled, randomized, multicenter phase i study
evaluating the efficacy and safety of Pertuzumalb in combination with Trastuzumalb and chemotherapy

in patients with HER2-positive metastatic gastroesophageal junction and gastric cancer
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Randomized subject Screening failure
(%) (%)

Total screened

asu Recruitment rate Us=910 2557 [asums JACOB

—b—target

JACOB
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No. of randomized subject

&
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Recruitment time
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2.2 HER2 —ve: MetMab

ﬁO[ﬂS\lﬂ’)S(Eng) . A randomized, phase Ill, multicenter, double-blind, placebo-controlled study
evaluating the efficacy and safety of Onartuzumab (MetMAb) in combination with 5 Fluorouracil,
Folinic acid, and Oxadliplatin (mMFOLFOXé) in patients with metastatic HER2 negative, MET-positive
gostroesophageal cancer (YO28322)
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3. Prevention of Chemotherapy-Induced Nausea and Vomiting
3.1 Highly emetogenic chemotherapy: NETU-12-07

fff)[FlSdﬂ'lS(Eng): A randomized, double-blind, double-dummy, parallel group, international
multicenter study assessing the efficacy and safety of a netupitant-palonosetron Fixed Dose
Combination (FDC) compared to an extemporary combination of granisetron and aprepitant on
the prevention of highly emetogenic chemotherapy-induced nausea and vomiting in patients with

cancer

golasunis(Ing): nsdnsuuugu adndntavasshe wazldemasnuinnimilesn lnelinguenguunu

vinnnsaeluanaotiuununenm edssiullsrdansnanazainuiasnsauasesivaununilsznaulilade
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Randomized subject Screening failure

Target Total screened
(%) (%)

asu Recruitment rate Us=910 2557 TAsums NETU-12-07

NETU-12-07
e Actual (cumulative)
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No. of randomization subject

Aug-14 Se - 14 Chet-14a

Recruitment time
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4. First line, Glioblastoma: ACT IV

#0lasunis(Eng): An Intemational, Randomized, Double-Blind, Controlled Study of Rindopepimut/
GM-CSF with Adjuvant Temozolomide in Patfients with Newly Diagnosed, Surgically Resected,
EGFRvIlI-positive Glioblastoma

golasunis(Ing): nsdneidaszninalszmanléifunisminquuuudu Unilanisfnuniaacdae
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Randomized subject Screening failure
(%) (%)

Total screened
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ACT IV
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Recruitment time
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5. Advanced Solid Tumors : SBG

#0lAsun1s(Eng): Phase 1, Dose-Escalation Study of Soluble Beta-Glucan (SBG) in Patients With

Advanced Solid Tumors

golasunis(Ing): msiaaszezi 1 WaAnsAUIAENLFINaLALITAa aamunzauluns N iLe
U U

uzIFeeTETgNaY

Status: maudnsugiheidrsiulasnis Ammzdaluieu nngiau 2558

Randomized subject Screening failure
(%) (%)

Total screened

dasuU Recruitment rate Us=910 2557 [Asums SBG

——larget
=l actual [cumulative)

+» » *»—

No. of randomized subject

May-14 Jul-14
Recruitment time
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6. Second line, Recurrent/Metastatic head and neck squamous cell carcinoma

6.1 CBKMI120H2201

FolAsunis(Eng): Phase I multicenter randomized, double blind, placebo controlled study
assessing the efficacy of buparlisib (BKM120) plus paclitaxel vs. placebo plus paclitaxel in patients with

platinum pre-treated recurrent or metastatic head and neck squamous cell carcinoma

volasunis(ng): nansAnedaszazil 2 vindruvasanniiu wuudu Undanisineniiande
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Randomized subject Screening failure
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Total screened

asu Recruitment rate Us:910 2557 TAsums CBKM120H2201
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CBKM120H2201 et
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1]

t

-9

Ma. of randomized sub
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Recruitment time
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6.2 BI1200.161

“alasunis(Eng): A randomized, open-label phase Il study to evaluate the efficacy and safety of
oral afatinib (BIBW 2992) versus intravenous methotrexate in patients with recurrent and/or
metastatic head and neck squamous cell carcinoma who have progressed after platinum-based

therapy

golasunis(Ing): nsdnenideszezi 3 uugu Waedeya edsziliulsr@ninauazanulasasie

Ungena N ANLATASULTINNY (BIBW 2992) Lﬂ?ﬂmﬁﬂuﬁummiﬁmmLwﬁ"lﬁmwaamﬁamm"ﬂuéﬂ’m
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Status: maudnsugthedrsiulasins Amizdaludeusinnay 2558

Randomized subject Screening failure
(%) (%)

Total screened

asu Recruitment rate Us=1U 2557 [ASIN1S BI1200.161

—4—target

Bl 1200.161

== actual
[cumulative)

No. of randomized subject

T T T T

M ay - 14 Jul-14

Recruitment time
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7. Second line Esophageal cancer:
7.1 ESCC_BKM120

Folasunis(Eng): A phase Il study of BKM120; a pan-PI3K inhibitor in patients with esophageal

squamous cell carcinoma after failure of first-line chemotherapy

golasunis(Ing): nsdnsnemdtinezasii 2 weeen BkM120 lugihouzSwasnamsaiinaunia

PAIALNAIINNIFENEIAREENL AL NTATTALTN

Status: mastniugihemdrsiulasanisdinss mnrezdndnasiluasuiuiny 2558

Randomized subject Screening failure
(%) (%)

Total screened

asu Recruitment rate Us=910 2557 [Asums ESCC-BKM120

== target

ESCC-BKM120

=== actual {cumulative)

< &

No. of randomized subject

=

i

Feb-14 Mar-14

Recruitment time
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8. Locally Advanced or Metastatic Breast Cancer
8.1 First line, HER2-Positive : MYLAN

#olasun1s(Eng): A Multicenter, Double-blind, Randomized, Parallel-Group, Phase Il Study to
Compare the Efficacy and Safety of Hercules Versus Herceptin® in patients with HER2+ Metastatic

Breast Cancer

golasuns(Ing): msfnuive avaontiu szasi 3 uwudu Undanisinwisaesdhe vindunqueguunu
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Randomized subject Screening failure
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9. Stage Il1C-1V, AcralLentiginous Melanoma
9.1 Acral
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AC (adriamycin+cyclophosphamide)
%

Best response

CR 0
PR 100
SD 0
PD 0

10

Docetaxel / Paclitaxel
%

Best response

CR 0
PR 100
SD 0
PD 0
CR = Complete Response
PR = Partial Response
SD = Stable Disease
PD = Progressive Disease
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Docetaxel + Trastuzumab

Best response
%

CR 0
PR 100
SD 0
PD 0

Hormone (Tamoxifen / Letrozole)
%

Best response

PR 70
SD 20
PD 10

10
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5-FU+LV
Best response
%
CR 0
PR 66.67
SD 33.33
PD 0

FOLFIRI / FOLFOX / XELOX + Bevacizumab
%

Best response

PR 25
SD 25
PD 50

10
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Paclitaxel + Carboplatin

Best response
%

CR 0
PR 20
SD 40
PD 40

10
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Platinum + 5-FU

Best response
%

CR 0

PR 57.14
SD 28.57
PD 14.29

10
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TUGU29U=ISunaITWSI9UN S:0:N T1-1vb U 2557

Platinum + 5-FU
%

Best response

CR 71.43
PR 28.57
SD

PD

H- |

avW:iSu3Ng1 NATEIESANENS ANIWNEANEAS UK1INIdgadvalunsuns 71



