BAE— (BE=+AEHERK)
REEE
2019% 118 148
mARERE B

MERFEEM (FREARBREL K £ WHE KE En
TRETH5RE. IRRKREM) & BT REBHFBEEROOI-1-1

TROEEY ., BEBRMEZRELELZVOT, BRMRZESEEF1HOREICLIYRBHEZR
HLET,

B

1T HEBRKARORBEAEFICEHIIFERUHERKARETS>RROBERKFICETIER

(1) BRDOELH

MEBH

HER2EEFDEEZZHIBEMNLTEREZOLGTVETHERNAEEZ
HMREELEZFSRAYXTTOE T HEALR

Scientific Title (Acronym)

A phase Il study of trastuzumab for HER2 amplified advanced solid tumors

patients who have no indication for standard therapy

FHRBHREBN

HER2EBEFDEIBEFRO I IZEMNBAEABREIOLTVWETHRRAAEE %
HEELEFSAYXTTDEDIHRAER

Public Title (Acronym)

A phase Il study of trastuzumab for HER2 amplified advanced solid tumors

patients who have no indication for standard therapy

(2) HEEEERM (ZRZARARDGEEIE. HERAREM) ICETLIERSE

MEEEEM (B2 | KB ILE  KER

MR X RHEDIE | Name Taro Yamada

BlE. HRARE | e-RadBES 12345678

Bf) oE#E S FTEWME (EREERKE) AB KZEJF kT

Co.ntac?t. for . Affiliation AB University hospital

Scientific Queries FESE &5 R
MEHMEDOHESES 160-XXXX
BB D X REEHFEEXOO1-1-1
Address 1-1-1 XXX Shinjuku—ku,Tokyo
BHEES 03-XXXX-XXXX
BEFA—ILTFLR yamada.taro@ab—u.ac.jp

MEICET IME |BLHEBKE £ B

ek Name Jiro Sato

Contact for Public HYEREHE AB K& =

Queries Affiliation AB University hospital
HLEEMEIRE &% M7
BLYEREHREORESS 160-XXXX
B EFRERBOER REEHFEEXOO1-1-1
Address 1-1-1 XXX Shinjuku—ku,Tokyo
BEES 03-XXXX-XXXX
FAXE S 03-XXXX-XXXX
BFA—ILTFLR sato.jiro@ab-u.ac.jp



mailto:yamada.taro@ab-u.ac.jp
mailto:sato.jiro@ab-u.ac.jp

MEREEN (SHRRARRAE | FH 2E

DBZEF. ARKKRERM) OFF

BISERERKBEOEEREED

K%

LEBTEERARICHTIEE (O HY o &L

HEOHFADOHE

REBRKAREEZTESDRR
B (YZMBEOEENRKRBSN
=8)

HAERICDELGHERXITER R

BRERICUBZMATHELCRIERNERIATND

(3) AREAEMUNDOBERFARICRKET SEHICHT SFE

T—AIFRT AL MEHKE BRAEHAA
T—A3Tx | KA TR KEB

DAY | e-RadBEE

LEEE ==

FT—RAHY AL T URE

=

BE

KEYZANHHBEE. LENERZESLTRBET S &

E-A YU LHE 7 J W S AVAN

EZHUY | KA HF xR

JEUEE | e-RadBEE

& g EXMED
37 &

KEYZANHHBEEE. LENEREZESLTRBET S &

BE A& IB L HLES rAHAA
BEERELE KL "R —
By e-Rad&E &

g BEEE

357 —

KEHZANHHBHEE. LENERZESELTRHETH L

At AR AT B B4 RS

BRAIHAA

HEET AR AT K#

=B T

HEEEE | e-RadES

&

F—RHAL T URE

3

RE

W - BARETE X RIE SRS

MR -FA% | KA

HEXEE | e-RadEE

=k &

B3

B - EERFHELKE




HE-FH KL
EFEYE | e-RadBE S
i
(34
MRERERE | K&
Bfi - AR E | Name
FEEELS | e-RadBE S
DHRRZEZHE | FE
By o5& Affiliation
31
Secondary O &% O L
SponsorM & &A%
XEHZLUNHDBEEE. LEOEBEZEELTCRETIL
(4) SHREARRARICETIMRETEMICETIEESE
ZHEEHFRAREEOZLDOEE za Hy O %L
MRETERM | K& @] —8
D ER K Name Ichiro Suzuki
e-Rad&E & 34567890
FE#E (EEEZEMKE) | CDFEkR
Affiliation CD hospital
EME FRIRES R
FFE#MEOHESES 103-XXXX
FTE# B DT REBPRXOO1-1-1
BEES 03-XXXX-XXXX
BEFA—ILTEKLR suzuki. ichiro@cd-hosp. co. jp
HEICEHT S | HEEKE He EHER
Babhtit 184 E B CD¥& 5z
BHLEMBERE FRIRES R
HEEMEREOEEES 103-XXXX
BUERMERBE O HEHBPRXOO1-1-1
BEES 03-XXXX-XXXX
FAXE S 03-XXXX-XXXX
FBEFA—-ILTFLX tanaka. goro@cd-hosp. co. jp
MRETIEMOMET S2EREREEADCE | SH =8
HEOKA
LEBEBRRMRICHIIEEZEOHATO (O HUY O 7%l
A
REBRAARETEZESDORRA (&KW
REXTEMOHARERICOVWTERE I
ERGFENANZEERICEARINEA)
PEERICHELTERXILERE BRZICHAZMATLELGREEENEHEIALTLS

KEYZANHHBEEEF. LENERZESLTRHETH &



mailto:suzuki.ichiro@cd-hosp.co.jp
mailto:tanaka.goro@cd-hosp.co.jp

2

BREBRKAEOBMNEVARTEVICCAICAVWSIEERFORE
(1) HEBKAROEHMERUVAR

MADBH

HER2EEFDIBIEZRH P2 BEN LB EREZDLBZVERNAICTH
TH5LSIAVYARTODENMRRVREMERITT 5,

H#BOI7z—X

2

Phase

2

fiE 5 B 8% B 18 F £ B

2020¢4/18

B 1EGEEB

£ e £ 202054H1H ~202243RH31H
EEFEHRBREH 41451

HEBEDESE TAHE

Study Type Interventional

HBRTYI EEBR. B

Study Design Open (masking not used), single arm study
TSRO BE o ®Y v L
EEROBFE o %Y 7 L
BEALOEE o %Y 7 L
RIENGEABEEODHE b Hy O %L
BERMIEZEET AEBARLSN) | BR

Countries of Recruitment Japan

HEIRE
(P Li-E-i 3
Key

Fr-o8REE

Inclusion &
Exclusion
Criteria

(MHEBEMICHERIN-RAETEXIEIEGEBERENA. RE
LEAA, FENA. BEFPARTZOMERLAA (ELAA.
BRAERC) 28T 28BFDS5b. BENBRV/AVERERD
DENEFTERVD., FRATEIISEGOH HZEMLER
PABRBAGEELLAVWEHAREEIEMXIETHARSBES (XU
T. IREXEMEL D) ITLYHIESh-BE,

(2) TFoundationOneCDxM A4 / LF7O 77411 HBWIE
FOncoGuideTMNCCA > aNRIL LR T LI ITKYHT/ LBRE
NEBEEINATEY . HER2ZEBEAMREBEIATWEESE, F: &
FBICAW-HRAOFEIMEBEHREEHL AL,

Q) BIEATEER FFTE GG RELTHE T HEE (RECISTVI. 1TDR
EIZEDLK),

DREMEBHATOEULDES,

(5) ECOG PSA0~2m EHE,

BRIV )—ZVTRBREBEICTTROEEZLTHI-TEE,

(a) Hb=9.0g/dL

(b) #FehERZR =1, 500/mm3

(c) m/M#R#x=75,000/mm3

(d) T-Bil<2.0mg/dL

(e) AST (GOT) R UFALT (GPT) : Efe EE BB DO E#EE LR (ULN)
D2.5ERE (FEBIERIATLIEEDHE. ULNDS
BER)

(f) Cre (mMwiEF) =1.5mg/dL

MR G S L TR IRTEEGATEZ/A— FF—I2HD
BEDBE. ABRERERABILEBREICLLZABBETTD28

BHECT, BYILEIE GRILEDRRENYTEHIZLEZZHRA
Hi. HELIEER 252 LICREARELES,




B EANLYXERENGEONT-EE,

Inclusion Criteria

(1) Patient with a pathologically documented locally
advanced or metastatic cholangiocarcinoma, urotherial
cancer, uterine cancer, ovarian cancer or other solid
tumor (except breast cancer and gastric cancer) who does
not expect efficacy of standard anti-cancer therapy or
who does not have available or indicated standard
anti-cancer therapy, judged by principal investigator or
sub—investigator (The following: principal investigator
et. al)

(2) Patient with HER2 amplification already assessed by
FundationOneCDx Cancer Genome Profile or OncoGuideTM
Oncopanel System. Note: It does not matter at the
collection time of the specimen which used for genome
test.

(3) Patient who has measurable or evaluable disease (based
on RECIST v1.1 criteria).

(4) Patient with 20 years old or older at the time of informed
consent collection.

(5) Patient whose ECOG PS is 0-2.

(6) Patient satisfied all following criteria at screening
test
(a) Hb=9.0g/dL
(b) Neutrophile =1, 500/mm3
(c) Platelet =75, 000/mm3
(d) T-Bil<2.0mg/dL
(e) AST (GOT) and ALT (GPT) : < 2.5 x ULN (if liver metastasis
are present < 5 x ULN)

(f) Cre (serum) =1.5mg/dL

(7) Male and female patients of reproductive/childbearing
potential must agree to use appropriate contraception
(control conception by hormonal agents or barrier method,
or avoid intercourse) from pre-dosing of the study drug
to 28 weeks after completion of study treatment.

(8) Patient is able to provide written informed consent.
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Exclusion Criteria

(1) Patient who has continued having toxicity (peripheral
neuropachy < CTCAE Grade 3 or other toxicity < Grade 2)
caused by prior therapy completed within 4 weeks before
registration of the study.

(2) Patient who received trastuzumab for the same cancer.

(3) Patient whose genome abnormality in the tumor was already
known as resistant gene abnormality to trastuzumab.

(4) Patient who received cancer therapy (cytotoxic agents,
biological agents, radiation therapy (if local, within 2weeks
before registration of the study), or hormonal therapy other than
supplemental hormonal therapy) other than the study drug within
4 weeks before registration of the study, except megestorol
acetate, bisphosphonate agents for the supportive therapy and
therapy for prostate cancer for the purpose  of
internalcontraception, initiating within 4 weeks before
registration of the study.

(5) Patient who has primary brain tumor.

(6) Patient who shows clinical symptom by brain metastasis or their
progression.

(7) Although the patient who has a history of brain metastasis
treatment is eligible if the patient did not show convulsion

and/or not change clinically important neurological status within




3 months (12 weeks) before registration of the study. The
patient who has a history of brain metastasis treatment is
conditionally able to enroll if clinical condition of the patient has
been stable over 1 month (4 weeks) after the brain metastasis
treatment and the patient has not received steroid within 1
month (4 weeks) prior to enrollment.

(8) Patient who complicates severe cardiac disease (uncontrollable
or symptomatic angina, uncontrollable atrial or ventricular
arrhythmia, symptomatic congestive heart failure, etc.).

(9) Patient whose LVEF is less than 50%

(10) Patient who onsets cerebral stroke (including TIA) or acute
myocardial infarction within 4 months (15 weeks) prior to
enrollment.

(11) Patient who observes acute gastrointestinal bleeding within 4
months (15 weeks) prior to enrollment.

(12) Patient who received other treatment agents within 4 months
(15 weeks) prior to enrollment.

(13) Patient, who is other clinically important medical condition
(chronic infection or active infection, important and
uncontrollable hypertension, severe mental disease and case of
the patient already planned or supposed to conduct anti—cancer
therapy or operation, etc.), is regarded as undesirable to enroll
to the study or difficult to comply with condition of the study,
judged by PIL

(14) Patient who is potentially pregnant, pregnant or nursing.

(15) Patient is judged as inappropriate for the subject to the study by
PI
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Ao O, IREIA D, RS A ORI A V72 E TR B, EOMET 2-40% & S TE
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N T AY X T DA F T —1F, 2018 FITHHR W THERB I fL, EERICHL SN T
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FHLZ) [FTAY X THKEX 1 & L THIREGRIZIT 4 mg/kg
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FEARBA®E) | REIE (B RET®2)

H1)  BIEM OB, FHirIEE72 HER2 MO IR AEH 121 DRI S &

B L7,

2 ) AHOFHATREZ: HER2 DI EE IC BT 2 AR TIIRED 6 TR 5
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