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£ & Docetaxel ¥t
Trastuzumab & &
Docetaxel 3 Pertuzumab#
Trastuzumab & &
Pertuzumab#}Pertuzumab
& & Docetaxel = B

i |)

MCN1085168(Fu-1

Non cardiac chest
pain

Pertuzumab

Related

MCN1396113(%~)
Elevated creatinine

Pertuzumab

Related

MCN1395858(%~)
Dehydration

Trastuzumab

Related

MCN1402134(%~)
Fatal community
acquired
pneumonia

Pertuzumab

Related

MCN1395858(4~)
Dehydration

Pertuzumab

Related

MCN1404976(%4~)
Gastric stent
migration

Pertuzumab

Related

MCN1404976(4~)
Gastric stent
migration

Trastuzumab

Related

MCN1155554(%~)
Neurological
disorder-dysphonia
and neurological
disorder negation
tremor the head

Pertuzumab

Related

MCN1392311(%~)
Acute myelogenous
leukemia

Pertuzumab

Unknow

MCN1285183(Fu-1
)

Coronary artery
disease

Trastuzumab

Related

MCN1181698(%~)
Lung infection

Pertuzumab

Not
Related

MCN1393113(%~)
Upper
gastrointestinal

Trastuzumab

Related
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haemorrhage

MCN1393113(4~) | Pertuzumab Related
Upper
gastrointestinal
haemorrhage
MCN1416386(4~) | Pertuzumab Related
Dehydration
MCN1424677%) Pertuzumab Related
Personality change
MCN1412683(4~) | Pertuzumab Related
ILeus
MCN1177557(4=) | Pertuzumab Related
Epistaxis
MCN1388228(4~) | Pertuzumab Related
Colitis
MCN1388228(4~) | Trastuzumab | Related
Colitis
MCN1412683(4~) | Trastuzumab | Related
ILeus
20090306A/B0O21977 £ %% | MCN1388070(%~) | Trastuzumab- | Related
R IR I ¥ i Fatal deterioration | MCC-DM1
i LR S B AT 2 R of general status ,
B oOHWZ W ELE? fatal dehydration
Trastuzumab &gy /2 © MCN1404546(4~) | Trastuzumab- | Related
HER-2 5 5 122 & R et 2 Seizure crisis MCC-DM1
A T 5 TR e A Y MCN1403404(4~)( | Trastuzumab- | Not
Trastuzumab-MCC-DM1 Fu-1)Bone marrow | MCC-DM1 Related
£« Capecitabine & & aplasia
Lapatinibz_ 7 iz /5% > # (Myelotoxicity)
HREEL 2 MCN1393831(4) | Trastuzumab- | Related
Pneumonia MCC-DM1
MCN1388070(Fu-1 | Trastuzumab- | Related
) MCC-DM1
Dehydration
MCN1348603(%~) | Trastuzumab- | Related
Gastric antral MCC-DM1
vascular ectasia
MCN1393024(4~) | Trastuzumab- | Related
Worse general MCC-DM1
condition
MCN1392868(4~) | Trastuzumab- | Related
Community MCC-DM1
acquired
pneumonia
MCN1392868(%~) | Trastuzumab- | Related
Diabetes mellitus MCC-DM1
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MCN1392149(4~) | Trastuzumab- | Related
Diabetes mellitus MCC-DM1
MCN1388676(%~) | Trastuzumab- | unknow
Device related MCC-DM1
infection
MCN1422736(4~) | Trastuzumab- | Related
Myelodysplastic MCC-DM1
syndrome
MCN1424456(4~) | Trastuzumab- | Related
Cognitive disorders | MCC-DM1
MCN1421966(4~) | Trastuzumab- | Related
Alteration of MCC-DM1
general state
MCN1393024(Fu-1 | Trastuzumab- | Related
) MCC-DM1
Worse general
condition
MCN1379677(4=) | Trastuzumab- | Related
Wrist stellar MCC-DM1
angioma
MCN139195(%~) Trastuzumab- | Related
Transient colitis MCC-DM1
(not yet diagnosed
20090525A/ BO22227 %3 | MCN1285183(Fu-1 | Trastuzumab | Related
o - A I N S o %éﬂ; )
P BB 2T B AR oT 2 TR Coronary artery
EE IR SRLPE I Ol SR disease
ﬁ%lii"‘: FaICaR MCN1412683(4~) | Trastuzumab | Related
Trastuzumab » 7% Her2 3 Ileus
LEENN L RN L MCN1404976(4-) | Trastuzumab | Related
R RERE S i Gastric stent
o Forw 2t migration
MCN1388228(4~) | Trastuzumab | Related
Colitis
20120920A/B021223 W4 | MCN1391147(Fu-1 | Rituximab Not
i B NI N S A = ¥ )Carcinoma of Related
WAL T SR A feh colon
Tk 8% 0 H3T A D Ak MCN1392134(4~) | Rituximab Related
Rie A SRR 2 Enterocolitis
RSN R L0 MCN1343276(Fu-1 | Obinutuzuma | Related
GA101 (RO5072 ) b(GA101)
759) i it B oy 2 Cachexia
Rituximab % it & i MCN1358608(Fu-1 | Obinutuzuma | Related

R oo T A f‘%ﬁ K g
% GA101: Rituximabz_

ISR M RIR L

)
Pancytopenia (life
threatening )

b(GA101)

Page 9 of 15




20

e

o

MCN1181239(Fu-1 | Obinutuzuma | Related
) b(GA101)

Fatal

staphylococcus

aureus bacteremia

MCN1046983(4~) | Obinutuzuma | Not
Fatal chest infection | b(GA101) Related
MCN1145314(4~) | Obinutuzuma | Related
Fatal feberile b(GA101)

neutropenia

MCN1371288(4~) | Rituximab Related
Fatal acute toxic

drug associated

encephalopathy

MCN1413180(4~) | Rituximab Related
Melen

MCN1413869(4~) | Obinutuzuma | Related
Pulmonary fibrosis | b(GA101)
MCN1410701(4~) | Rituximab Related
Several congnitve

desability

(cognitive

disability)

MCN1411667(4~) | Obinutuzuma | Related
Pyoperitoneum, b(GA101)

renal inadequacy

MCN1413364(4~) | Obinutuzuma | Related
Infiltrative disorder | b(GA101)

both of lung

MCN1133369(4~)( | Obinutuzuma | Not
Fu-1)Colonic polyp | b(GA101) Related
(adenocarcinoma in

adenoma)

MCN1419309(4~) | Obinutuzuma | Related
Meningitis b(GA101)
MCN1417171(4~)( | Rituximab Related
Fu-1)Fatal

decreased intake

(Fatal sudden heart

attack )

MCN1069368(4~) | Rituximab Related
Lumbar spine

fracture

MCN105236(%~) Rituximab Related
Compression

fracture
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MCN1423467(%~) | Rituximab Related
Hyperthyreosis
MCN1270908(Fu-2 | Obinutuzuma | Related
) b(GA101)
Pseudomonal
laryngeal tracheitis
MCN1427621(4~) | Rituximab Related
Elevated cardiac
troponint
MCN1338066(Fu-1 | Rituximab Related
)
Hemophagocytic
syndrome
MCN1434459(4~) | Rituximab Related
Acute renal
insufficiency
20121022A/B021005 535 | MCN1391147(Fu-1 | Rituximab Not
- JEREES AR~ S P s % e )Carcinoma of Related
¥ Z PFEE O E AT h colon
TRk R~ HT A AR MCN1392134(%~) | Rituximab Related
% e cCD20M 1.2 5k Enterocolitis
AL AIB Ak T R MCN1343276(Fu-1 | Obinutuzuma | Related
45 11 GA101 ’ ) b(GA101)
(RO5072759) - Cachexia
CHO?(G_C,:,HOP)EK MCN1358608(Fu-1 | Obinutuzuma | Related
Rituximab i+ # ) b(GA101)
;H,OT,(SHEH ﬁoj?j:}% # e Pancytopenia (life
AR threatening )
MCN1181239(Fu-1 | Obinutuzuma | Related
) b(GA101)
Fatal
staphylococcus
aureus bacteremia
MCN1046983(4~) | Obinutuzuma | Not
Fatal chest infection | b(GA101) Related
MCN1145314(4~) | Obinutuzuma | Related
Fatal feberile b(GA101)
neutropenia
MCN1371288(4~) | Rituximab Related
Fatal acute toxic
drug associated
encephalopathy
MCN1413180(%~) | Rituximab Related
Melen
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MCN1413869(4~) | Obinutuzuma | Related
Pulmonary fibrosis | b(GA101)
MCN1410701(4~) | Rituximab Related
Several congnitve

desability

(cognitive

disability)

MCN1411667(4~) | Obinutuzuma | Related
Pyoperitoneum, b(GA101)

renal inadequacy

MCN1413364(4~) | Obinutuzuma | Related
Infiltrative disorder | b(GA101)

both of lung

MCN1133369(4~)( | Obinutuzuma | Not
Fu-1)Colonic polyp | b(GA101) Related
(adenocarcinoma in

adenoma)

MCN1419309(4~) | Obinutuzuma | Related
Meningitis b(GA101)
MCN1417171(4~)( | Rituximab Related
Fu-1)Fatal

decreased intake

(Fatal sudden heart

attack )

MCN1069368(4~) | Rituximab Related
Lumbar spine

fracture

MCN105236(%~) Rituximab Related
Compression

fracture

MCN1423467(4~) | Rituximab Related
Hyperthyreosis

MCN1270908(Fu-2 | Obinutuzuma | Related
) b(GA101)
Pseudomonal

laryngeal tracheitis

MCN1427621(4~) | Rituximab Related
Elevated cardiac

troponint

MCN1338066(Fu-1 | Rituximab Related
)

Hemophagocytic

syndrome

MCN1434459(%~) | Rituximab Related
Acute renal

insufficiency
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20130603A/Y028322 w %13 | MCN1217393(FU- | Onartuzumab | Not
KRR S0 o R %ﬁ 3)Neutropenia Related
TRAHE S 2 ETR MCN1275738(4~) | Onartuzumab | Not
B 2i5 0 222 ONARTUZU Diarrhoea Related
MAB(MetMAD) & * 5 MCN1414671(4) | Onartuzumab | Not
FLUOROURACIL, FOL Dyspnoe Related
INIC ACID %2 OXALIP
LATIN (MFOLFOX6) * **
HER-2i£ 1+ ~ METH {1
EALT SEHRH LR
BB E
20130604A/BO27938 2] £ | MCN1395858(%~) | Trastuzumab | Related
SE AR ¢ s Bk %sgm Dehydration
AT S 2 BTk R MCN1388070(4~) | Trastuzumab- | Related
PR m}%‘;é),%lﬁ-’_ Fatal deterioration MCC-DM1
PR AR LTS R ?ftglege[]a' status,
T g = i HER2 14 12 atal dehydration
R AR R MCN1_§97235(7V) Trastuzumab- | Related
' Cellulitis left arm MCC-DM1
TRASTUZUMAB
EMTANSINE 4= MCN1404546(%~) | Trastuzumab- | Related
TRASTUZUMAB ** % jis Seizure crisis MCC-DM1
{8 W B4 2 e R % > MCN1403404(4~)( | Trastuzumab- | Not
e Fu-1)Bone marrow | MCC-DM1 Related
aplasia
(Myelotoxicity)
MCN1388070(Fu-1 | Trastuzumab- | Related
) MCC-DM1
Dehydration
MCN1404976(%~) | Trastuzumab | Related
Gastric stent
migration
MCN1348603(4~) | Trastuzumab- | Related
Gastric antral MCC-DM1
vascular ectasia
MCN1285183(Fu-1 | Trastuzumab | Related
)
Coronary artery
disease
MCN1392868(4~) | Trastuzumab- | Related
Community MCC-DM1
acquired
pneumonia
MCN1393024(4~) | Trastuzumab- | Related
Worse general MCC-DM1
condition
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MCN1388676(%~) | Trastuzumab- | Related
Device related MCC-DM1
infection
MCN1392149(%~) | Trastuzumab- | Related
Diabetes mellitus MCC-DM1
MCN139113(%~) Trastuzumab | Related
Upper
gastronintestinal
haemorrhage
MCN1422736(%~) | Trastuzumab- | Related
Myelodysplastic MCC-DM1
syndrome
MCN1424456(4~) | Trastuzumab- | Related
Cognitive disorders | MCC-DM1
MCN1421966(%~) | Trastuzumab- | Related
Alteration of MCC-DM1
general state
MCN1393024(Fu-1 | Trastuzumab- | Related
) MCC-DM1
Worse general
condition
MCN1379677(4~) | Trastuzumab- | Related
Wrist stellar MCC-DM1
angioma
MCN1412683(4~) | Pertuzumab Related
ILeus
MCN1388228(4~) | Trastuzumab | Related
Colitis
MCN139195(%~) Trastuzumab- | Related
Transient colitis MCC-DM1
(not yet diagnosed
20140116A/NC-6004 gz | 01-002 NC-6004 Related
-005 % i Anaphylaxis chock
vt g NC-6004 & * (3~)(Fu-1)

Gemcitabine z. &
Bk e
Gemcitabine ¥ -
ERRD-RAY: % IR 3
AR ¥ éiﬁ 2
iy I A E AR
I Tk RS
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9 | 20110224B/B111200.98 v %3 | Quarterly 20134Q2 | Afatinib Related
T A SN T | B %gm (2014-04-01~2014- &
@ * BIBW 2992( afatinib ) 06-30) Not
st e o related
HER2 & ¥o ;5% & 72 ¥
HER2 i& & % L2  #& 45 |4
SRR
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