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7 = KFSYSCC/IRB 4 WL F Suspected Causalit
E e ## A Drug y
1 20090306A/BO21977 | %)% 1% | MCN1555167(%) Trastuzumab | Related
- WA A SN & ¥ i Focal nodular Emtansine
Z AR E T hyperplasia (Trastuzumab
2_ Gtk Sk T 2w -MCC-DM1)
$& % i 7 Trastuzumab MCN1573973(%~) | Trastuzumab | Not
i i ¥ HER-2 5 Pneumonia Emtansine Related
2o B RALEp i A (Trastuzumab
Fb 5 R s A -MCC-DM1)
Trastuzumab-MCC-D MCN1588599(%~) Trastuzumab | Not
M1z Capecitabine & & Enterocolitis Emtansine Related
Lapatinibz_ % % 5 infectious (Trastuzumab
BT kB > -MCC-DM1)
e MCN1380896(%-) | Trastuzumab | Related
Pulmonary fibrosis | Emtansine
(Trastuzumab
-MCC-DM1)
MCN1548652(%~) Trastuzumab | Not
Cerebral edema Emtansine Related
(Trastuzumab
-MCC-DM1)
MCN1422736(Fu-1) | Trastuzumab | Related
Fatal Emtansine
myelodysplastic (Trastuzumab
syndrome -MCC-DM1)
MCN1534367(Fu-1) | Trastuzumab | Related
Sleep attacks Emtansine
(Trastuzumab
-MCC-DM1)
MCN1590517(%~) Trastuzumab | Not
Wound dehiscence | Emtansine Related
(Trastuzumab
-MCC-DM1)
2 | 20121022A/BO21005 | =riszzz | MCN1087652(Fu-3) | Obinutuzuma | Related
R A %EW Transient ischemic | b(GA101)
SN Z PR R attack
T oT TR 3R~ H
LA AER pfk D
CD20F 2. jfR ¥ 1+ =
2B s ot~ B
A 11GA101
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REHS A e T (T s i shortness of breath

5P SRR VR US-2014-104118(4*) | BMN 673 Not
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20140616A/BO28408 | % % 1% | MCN1582263(%) Trastuzumab | Not

- BrEW LA P %5 i Ulcer Eemtansine Related
s B s ey gastrointestinal

Z A% ik stomach

trastuzumab emtansine MCN1577893(4~) Docetaxel Not

& * pertuzumab £ it Perforation gastric Related
TRz bypass

trastuzumab % MCN1380896(%~) Trastuzumab | Related
pertuzumab #L i Pulmonary fibrosis | Emtansine

HERZP: 125 Jr & 3 2 MCN1576004(Fu-2) | Trastuzumab | Related

TR e R R

Deep vein
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thrombosis

MCN791723(Fu-3) | Blinded Not
Drug-induced Pertuzumab Related
cutaneous lupus

erythematosus

MCN1534367(Fu-1) | Trastuzumab | Not
Confusion ; sleep Emtansine Related
attacks

MCN1573221(Fu-1) | Blinded Not
Acute myocardial Pertuzumab Related
infarction

MCN1573088(%4~) Carboplatin Not
Febrile aplasia Related
MCN1576004(%~) Pertuzumab Related
Unilateral leg pain

MCN1576050(4~) Blinded Not
Multi organ failure ; | Pertuzumab Related
Dehydration

MCN1575866(%~) Blined Related
Pulmonary Pertuzumab
thromboembolism

MCN1578462(%~) Pertuzumab Related
Pneumonai

MCN1545001(%~) Blined Related
Leukopenia Pertuzumab
MCN1576004(Fu-1) | Pertuzumab Related
Unilateral leg pain

MCN1578462(Fu-1) | Trastuzumab | Related
Pneumonai Emtansine
MCN1553189(Fu-1) | Trastuzumab | Not
Meningitis;Influenza | Emtansine Related
:Pneumonia

MCN1579211(%~) Trastuzumab | Not
Atrial septal defect Related
acquired

MCN1422736(Fu-1) | Trastuzumab | Related
Myelodysplastic Emtansine

syndrome

MCN1555167(Fu-1) | Trastuzumab | Not
Focal nodular Emtansine Related
hyperplasia

MCN1548652(4~) Trastuzumab | Not
Cerebral edema Emtansine Related
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MCN1576050(Fu-1) | Blinded Not
Multi organ failure | Pertuzumab Related
MCN1262341(Fu-1) | Trastuzumab | Related
Cutaneous lupus Emtansine
erythematosus

MCN1534367(Fu-2) | Trastuzumab | Not
Confusion ; Sleep Emtansine Related
attacks

MCN1533273(Fu-1) | Trastuzumab | Not
Ureter obstruction Related
MCN791723(Fu-4) | Blinded Not
Lupus Pertuzumab Related
erythematosus

MCN1590517(4~) Trastuzumab | Not
Wound dehiscence Emtansine Related
MCN1138324(%~) Blinded Not
Febrile aplasia Pertuzumab Related
MCN1559128(Fu-1) | Blinded Not
Mobitz(type)ll Pertuzumab Related
atrioventricular

block

MCN1576004(Fu-3) | Pertuzumab Not
Deep vein Related
thrombosis

MCN1578462(Fu-2) | Trastuzumab | Related
Pneumonitis Emtansine
MCN1597321 (4~) | Trastuzumab | Not
Cardiac ischemia Emtansine Related
MCN1573973(Fu-1) | Pertuzumab Not
Pneumonia ; Related
Pneumonitis ;

Performance status

decreased

MCN1588599(Fu-1) | Trastuzumab | Not
Enterocolitis Emtansine Related
infectious

MCN1587344(4~) Trastuzumab | Not
Pulmonary Emtansine Related
thromboembolism

MCN1553189(Fu-2) | Trastuzumab | Not
Meningitis ; Emtansine Related

Influenza;pneumoni
a
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MCN1553189(Fu-1) | Trastuzumab | Not
Meningitis;Influenza | Emtansine Related
:Pneumonia
MCN1593193(%~) Pertuzumab Not
Peritonitis Related
Quarterly Pertuzumab Related
(2014-12-08~2015-0 & Not
6-07) related
MCN1524657(Fu-1) | Trastuzumab | Related
(Fu-2) Emtansine
Pneumonitis
MCN1596209(%4~) Trastuzumab | Not
Antral ulcer Emtansine Related
MCN1599617(4~)(F | Trastuzumab | Not
u-1) Emtansine Related
Cerebrovascular
accident
MCN1522302(Fu-1) | Trastuzumab Related
Skin spider naevi Emtansine
haemorrhage
MCN1607909(%~) Trastuzumab | Not
Syncope Emtansine Related
MCN1608028(%~) Trastuzumab | Not
Avascular necrosis | Emtansine Related
20130604A/BO27938 | %1% 3 | MCN1575866(4~) | Trastuzumab | Related
KRR AR 5P s %ggﬂ; Massive pulmonary
Ve AL 2 ) thromboembolism
Tk 25 AL o MCN1545001@1') Trastuzumab | Related
B RRL LG R Fatal leucopenia
AR S EORT M MCN1573973(4) | Trastuzumab | Not
v & HER2 R Pneumonia Emtansine Related
FHEI R LR (Trastuzumab
TRASTUZUMAB -MCC-DM1)
EMTANSINE §r MCN1555167(4~) Trastuzumab | Related
TRASTUZUMAB * Focal nodular Emtansine
5 HELS B ik R hyperplasia (Trastuzumab
e -MCC-DM1)
MCN1548652(4~) Trastuzumab | Related
Cerebral edema Emtansine
(Trastuzumab
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-MCC-DM1)
MCN1534367(Fu-1) | Trastuzumab | Not
Sleep attacks Emtansine Related
(Trastuzumab
-MCC-DM1)
MCN1588599(%~) Trastuzumab | Not
Enterocolitis Emtansine Related
infectious (Trastuzumab
-MCC-DM1)
MCN1380896(4~) Trastuzumab | Related
Pulmonary fibrosis | Emtansine
(Trastuzumab
-MCC-DM1)
MCN1590517(4~) Trastuzumab | Related
Wound dehiscence | Emtansine
(Trastuzumab
-MCC-DM1)
MCN1422736(Fu-1) | Trastuzumab | Related
Fatal Emtansine
myelodysplastic (Trastuzumab
syndrome -MCC-DM1)
MCN1524657(Fu-1) | Pertuzumab Related
Pneumonitis
MCN1599617(%~) | Trastuzumab | Not
C_erebrovascular Emtansine Related
disorder (Trastuzumab
-MCC-DM1)
MCN1596205(%~) | Trastuzumab | Related
Antral ulcer Emtansine
(Trastuzumab
-MCC-DM1)
20080303A/W020697 | %)% ¥ | MCN1392311(%~) Blinded Not
A s RGP ¥ iF Acute myelogenous | Pertuzumab Related
s H PR R TR R leukemia
SRR SR MCN1393113(Fu-1) | Blinded Related
KA ] E“ 4 "!ERZF% Tumor haemorrhage | Pertuzumab
‘]%L f:._* R S MCN1393113(Fu-1) | Trastuzumab | Related
' 7 e Trastuzumab Tumor haemorrhage
£ & Docetaxel ¥+
Trastuzumab & # MCN1437384(Fu-1) | Trastuzumab | Related

Docetaxel 3

Gastrointestinal
Haemorrhage
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Pertuzumab ¥+ MCN1437384(Fu-2) | Trastuzumab | Related
Trastuzumab & & Pancytopenia
Pertuzumab ¥+
Pertuzumab & & MCN1368748(Fu-3) | Trastuzumab | Related
Docetaxel:y Hepatitis B infection
(life threatening)
MCN1441183(%~) Blinded Related
Liver abscess Pertuzumab
MCN1445943(4~) Blinded Related
Parodontitis Pertuzumab
MCN1180733(Fu-1) | Blinded Not
Lower respiratory Pertuzumab Related
tract infection
MCN1437384(Fu-3) | Blinded Related
Thrombocytopenia | Pertuzumab
MCN1447708(4~) Blinded Related
Upper Pertuzumab
gastrointestinal
hemorrhage
MCN1447708(4~) Trastuzumab | Related
Upper
gastrointestinal
hemorrhage
MCN1447983(%4~) Blinded Related
Bone marrow Pertuzumab
depression
MCN1404976(Fu-1) | Blinded Not
Gastric stent Pertuzumab Related
migration
MCN1181698(Fu-1) | Blinded Not
Lung infection Pertuzumab Related
MCN1404976(Fu-1) | Trastuzumab | Not
Gastric stent Related
migration
MCN1453090(%~) Blinded Related
Dysarthria Pertuzumab
MCN1454300(%~) Blinded Related
Enterocolitis Pertuzumab
MCN1453090(Fu-1) | Blinded Not
Dysarthria Pertuzumab Related
MCN1454300(%~) Trastuzumab | Related

Enterocolitis
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MCN1453090(Fu-1) | Trastuzumab | Not
Dysarthria Related
MCN1436330(%~) Blinded Related
Pneumonia Pertuzumab
MCN1080838(Fu-1) | Blinded Related
Interstitial Pertuzumab

pneumonia

MCN1034247(Fu-1) | Blinded Related
Anemia Pertuzumab
MCN1276566(Fu-1) | Blinded Related
Mitral valve Pertuzumab
insufficiency

MCN1463164(4~) Blinded Related
Gastric perforation Pertuzumab
MCN1463164(4~) Trastuzumab | Related
Gastric perforation

MCN1016986(Fu-2) | Blinded Related
AST increase and Pertuzumab

ALT increase

MCN1454300(Fu-1) | Blinded Related
Enterocolitis Pertuzumab

MCN CID 000000 Blinded Not
002294(Fu-1) Pertuzumab Related
Respiratory tract

infection

MCN1471291(%~) Blinded Related
Malignant tongue Pertuzumab

cancer

MCN799942(Fu-1) | Trastuzumab | Not
Contralateral breast Related
cancer

MCN1470595(Fu-1) | Blinded Related
Pneumonia Pertuzumab
MCN1219928(%~) Blinded Related
Atrioventricular Pertuzumab

block complete

MCN1279296(%~) Blinded Related
Pericardial effusion | Pertuzumab
MCN1497521(4~) Pertuzumab Related
Platelet count

decreased

MCN1377993(%~) Blinded Related
Infective arthritis of | Pertuzumab
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left elbow
MCN1473529(%~) Pertuzumab Related
Bronchitis
MCN1515418(%~) Blinded Related
Worsening of Pertuzumab
erysipelas
20090525B/B022227 | %)% 3 | MCN1575866(%") Trastuzumab | Related
LT WA I SN SR & %"Eﬂ? Massive pulmonary
PR E T thromboembolism
2 @b AR AT MCN1545001(4=) | Trastuzumab | Related
SPeCE IR S Fatal leucopenia
4 Trastuzumab » 75 ‘
Her24 1 {25 Ji % MC_N1579211(7r’) Trastuzumab | Not
R L T Atrla-l septal defect Related
Gl Eeds 4 Bk acquired
T Y e
MCN1599617(%~) Trastuzumab | Not
Cerebrovascular Related
disorder
20070329A/EGF10365 | %] £ 3 | Quarterly Lapatinib Related
d . ¥# | (2014-10-01~2015-0 & Not
i * Lapatinib f- related
Capecitabine;y % & 7 4-30)
ErbB2:iE & % ik 3R
RS ES TR
T k- ST BT 3R
B i * BROF Y
20140113A/BMNG673-3 | %] % 3% | MCN:DE-2015-106 | BMNG673 Related
o , Fir | 304
- I8 % 38 ~ Bt~ .
AT T (5 VOD of liver (veno
AL IINE S SRR Y occlucive liver
BMNG673¢2 ¥ f i * disease
2 Bk e R 3N
oLy 2[5 A5 15
B P RREA A
W2REH LA F
e 2o 2 e
BRCA% % & Jﬂz L
B
20141217A/13Y-MC- | %] % 5% | AT201506002104(F- %/I?»\F(-HIV:ﬁ-JPB Related
PBM | ## | u-1) Neutrophil R-PHIII
PRI count decreased CDK4/6+Aro
X [ e g 38 8 matase vs
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B g vl A IL201506008671(4- | 13Y-MC-JPB | Related
(Anastrozole # Le 10 MpH I
Trozole) & # LY2835 ) Acute renal failure | R-PHIII
: CDKA4/6+
2151 (- jﬁCi[')K 4/6}* Aromatase vs
R NEER R o Aromatase

B P £ X 1 2
HER2I& 1 e By 2740 28
A 1
BREFESARBAY
BRI
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