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Related

MCN1305778(%)
Dilated
cardiomyopathy

Pertuzumab

Related

MCN1151072(Fu-
2)
Facial neuralgia

Pertuzumab

Related

MCN1320421(%~)
Istand 2 nd
degree heart block

Trastuzumab

Related

MCN1300763(%~)
Non st segment
myocardial
infarction

Trastuzumab

Related

MCN1332708(%~)
Dehydration

Pertuzumab

Related

MCN1332708(%~)
Dehydration

Trastuzumab

Related

MCN1327797(%~)
Thrombocytopenia

bleeding

Pertuzumab

Related

MCN1330165(4~)
Lumbago

Pertuzumab

Related

MCN1317327(47)
Intestinal
obstruction

Pertuzumab

Related

Page 14 of 21




20

A

aggravated

MCN1307046(Fu- | Pertuzumab | Related
1)
Pneumonia
MCN1235033(Fu- | Pertuzumab | Related
1)
Ataxia
MCN1326476(47) | Pertuzumab | Related
Renal
insufficiency
MCN1327844(4~) | Pertuzumab | Related
Vasovagal
reaction
MCN1326447(4~) | Pertuzumab | Related
Stenosis of pylorus
MCN1326447(4~) | Trastuzumab | Related
Stenosis of pylorus
20111031B/ BI1200.75 %1% 1% | Quarterly 2013-Q4 | Afatinib Related &
LUX-5 H1: B 2 ihor ~ % %5 FiF Not
Wa ey = %k iRk related
" BIBW2992 + 7502111-Brain Afatinib Not
vinorelbine " trastuzumab metastasis (Fu-5) related
+ vinorelbine; s F £ o ¥
* -
® g;uiugﬂ)ﬁ;;%ig # 7502257-Dysuria , Afatinib Related
M5 R B —“‘Ff fever ,diarrhea,
epistaxis(Fu-6)
(Fu-7)
20090306A/BO21977 %] %23 | MCNI1304755(%7) | Trastuzumab- | Related
il P I AL SN i Ischaemic MCC-DM1
FE BB A AR T 20 TRk infarction with
BRI Z O EXES haemorrhagic
Trastuzumab 35 % © transformation
HER-2 % 5 14.2_ F 30t Hp MCNI1274759(%%) | Trastuzumab- | Related
A TS R m;[i; Lo Fatal renal failure | MCC-DM1
Trastuzumab-MCC-DM1 MCN1246597(4~) | Trastuzumab- | Related
# Capecitabine £ Pleural effusion MCC-DMI1
Lapatinib2 J iz ie iy > # MCN1306396(4) | Trastuzumab- | Related
1T HRERE 2 Pleural effusion, MCC-DM1
Ascitis
MCN1304327(4~) | Trastuzumab- | Related
Liver failure MCC-DM1
MCN1229771(4~) | Trastuzumab- | Unknown
Obstructive MCC-DM1
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A

bilateral

pyelonephritis

MCN1300975(4~) | Trastuzumab- | Unknown
Acute adrenal MCC-DM1
insufficiency

MCN1309019(4~) | Trastuzumab- | Related
Hy’s Law MCC-DM1
MCN1274759(Fu- | Trastuzumab- | Related
2) MCC-DM1

Worsening of

general condition

MCN1310499(4~) | Trastuzumab- | Related
Sepsis MCC-DM1
MCN1241748(4~) | Trastuzumab- | Related
Viral infection MCC-DM1
MCN1310519(4~) | Trastuzumab- | Related
Neurological MCC-DM1

symptoms

MCN1317281(4~) | Trastuzumab- | Related
Pleural effusion MCC-DM1
MCN1309934(4~) | Trastuzumab- | Related
(Fu-1) MCC-DM1

Catarrhal gastritis,

Pneumonia

MCN1322544(4~) | Trastuzumab- | Related
Tracheobronchitis | MCC-DMI
MCN1245425(Fu- | Trastuzumab- | Related
2) MCC-DM1
Inflammatory

syndrome(sepsis)

MCN1284473(4~) | Trastuzumab- | Related
Epilepsy crisis MCC-DMI1
MCN1320421(4=) | Trastuzumab | Related
Istand 2 nd

degree heart block

MCN1325303(4~) | Trastuzumab- | Related
Hepatic MCC-DM1
encephalopathy

MCN1310499(Fu- | Trastuzumab- | Related
2) MCC-DM1
Enterobaacter
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A

infection
20110224B/BI11200.98 % % ¢ | Quarterly 2013-Q4 | Afatinib Related &
Bt~ %o % % i Not
¢ * BIBW 2992 (afatinib ) related
SOVl ek e Rl ey e
HER24E = ;5 % & »< * HER2 14501- Afatinib Related
R F 2 AR L (Fu-2)(Fu-3)
Y Herpes zoster
i 14204-(=)(Fu-1) | Afatinib Not
nausea, vomiting , related
dizzeness,
14301- (Fu-2) Afatinib Not
Upper respiratory Related
tract infect
14158- (Fu-2) Afatinib Not
Infection diarrhea Related
14151-(Fu-6) Afatinib Not
Anorexia ,vomitin related
g,
vomiting ,nausea,d
iarrhea
20090525A/ BO22227 w2 1% | MCN1307884(4~) | Trastuzumab | Related
A S P e s 52 % v Pulmonary
PEECH AT AT 2 R4 thromboembolic
Pk ML T L bR R event
figr > N MCN1301509(%47) | Trastuzumab | Related
Trastuzumab - 7% Her2 3 Variant angina
Bir Bans 3w s MCN1327844(47) | Trastuzumab | Related
R o R g b Vasovagal
B Foghk 24 reaction
MCN1326447(47) | Trastuzumab | Related
Stenosis of pylorus
MCN1320421(4~) | Trastuzumab | Related
Ist and 2 nd
degree heart block
20120920A/B0O21223 W b4t | MCN1327864(47) | Obinutuzuma | Related
S A NN S R o o B fr Uterine bleeding | b(GA101)
B SR SRR A feh
Z‘%i gi% 3: li i; ;‘2 :i MCN1311660(%7) | Obinutuzuma | Related
T
GA101(RO5072759) i-* (Fu- | Obinutuzuma | Related
{5 ;5% & Rituximab 1) b(GAL01)
BN FAHE R Cough : —
ﬁ B L5 GAL01 & MCNI1 3 .14200(4” ) | Rituximab Related
Mucositis
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XY

libied

Rituximabz. &4F ;5% » 4

G SR I

MCN1318873(47) | Obinutuzuma | Unknown
Interstitial b(GA101)

pneumonia

MCN1354512(4~) | Obinutuzuma | Related
General malaise b(GA101)
MCN1354512(%~) | Obinutuzuma | Related
General malaise b(GA101)
MCN1329493(4~) | Obinutuzuma | Related
General malaise b(GA101)
MCN13294993(4~ | Obinutuzuma | Related
) b(GA101)

Unnatural death

MCN1309212(%~) | Rituximab Related
Neuralgia

MCN1309212(Fu- | Rituximab Related
1)

Fatal neuralgia

MCN1330667(%~) | Rituximab Related
Anal fistula

MCN1330005(%~) | Obinutuzuma | Related
Ventricular flutter | b(GA101)
MCN133484(%4~) | Obinutuzuma | Related
Fatigue b(GA101)
MCN1300766(Fu- | Rituximab Related
1)

Liver dysfunction

MCN1331939(4~) | Obinutuzuma | Related
Pulmonary b(GA101)

infiltrates

MCN1274777(Fu- | Obinutuzuma | Related
2)Circulatory b(GA101)

olclapse

MCN1312423(%~) | Rituximab Related
Rituximab induced

pneumonitis

MCN1333944(4~) | Rituximab Related
Fatal gastrorrhagia

MCN1309070(4~) | Obinutuzuma | Related
Progressive stroke | b(GA101)
MCN1309704(%~) | Obinutuzuma | Not
Left III cranic b(GA101) Related

nerve paralysis
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A

MCN1277004(%~) | Obinutuzuma | Related
Unexplained death | b(GA101)
MCN1318253(4~) | Rituximab Related
Problem with
balance
MCN1273979(%~) | Obinutuzuma | Not
Right sided b(GA101) Related
cardiac failure
20121022A/B0O21005 R i&3e | MCN1327864(%7) | Obinutuzuma | Related
- B S S P %g iF Uterine bleeding | b(GA101)
2 BB R AT MCN1309212(47) | Rituximab | Related
TRk s~ HT AT AR (Fu-1) Neuralgia,
e }%‘ mCD 2 (,)F i Fatal neuralgia
;f; l’il:é'i? 0‘1’(";3"‘5 ;72%7’7 ’75]%9) MCN1311660(%7) | Obinutuzuma | Related
o ‘ Pancreatitis b(GA101)
#+* CHOP(G-CHOP) 2
Rituximab #+* MCN1197618(Fu- | Obinutuzuma | Related
CHOP(G-CHOP)z_ i i 1) b(GA101)
o AT H Rk Cough
MCN1318253(%~) | Rituximab Related
Problem with
balance
MCN1314200(4~) | Rituximab Related
Mucositis
MCN1318873(4~) | Obinutuzuma | Unknown
Interstitial b(GA101)
pneumonia
MCN1354512(%~) | Obinutuzuma | Related
General malaise b(GA101)
MCN13294993(4~ | Obinutuzuma | Related
) b(GA101)
Unnatural death
MCN1309212(%~) | Rituximab Related
Neuralgia
MCN1330667(4~) | Rituximab Related
Anal fistula
MCN1274777(Fu- | Obinutuzuma | Related
2)Circulatory b(GA101)
collapse
MCN1330005(%~) | Obinutuzuma | Related
Ventricular flutter | b(GA101)
MCN133484(%~) | Obinutuzuma | Related
Fatigue b(GA101)
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A

MCN1300766(Fu- | Rituximab Related
1)

Liver dysfunction

MCN1331939(4~) | Obinutuzuma | Related
Pulmonary b(GA101)

infiltrates

MCN1312423(4~) | Rituximab Related
Rituximab induced

pneumonitis

MCN1309070(#~) | Obinutuzuma | Related
Progressive stroke | b(GA101)
MCN1277004(4~) | Obinutuzuma | Related
Unexplained death | b(GA101)

8 |20120607A/BI 1200.125 i1z | Quarterly 2013- Afatinib Related &
LUX-% %8t 3t % - M 3 %5&; Oct -01 ~ Not
&0 1 F {8 ek Hp @k e 2013-Dec-31 related
% B —"‘Ff » WL Fafatinibg?
erlotinib % = &5 »c %
2B A B
RS

9 | 20080722A/BO20906 2 % 3¢ | Quarterly Bevacizumab | Related &

AL I o AN %é‘;éﬂ? 2013-01-31 ~ Not
¥ e 2. Tk Rk 2013-02-18 related
» 4-%F HER2 & 1% ~ Quarterly Bevacizumab | Related &
v L X R 2013-02-12 ~ Not

R R e 2013-11-27 related
RNRRLE SO Pt
K 3 % Trastuzumab

BPEILE SR S
Trastuzumab &2
Bevacizumab ° £ 3¢

B fA g B o R 2
Rk &

10 | 20020799A/BCIRG005 %] % 1% | Quarterly Docetaxel Related &
Multicenter phase I1I 3 g 2012-12-01 ~ Not
randomized trial comparing 2013-11-30 related
decetaxel in combination
with doxorubicin and
cyclophosphamide (TAC)
versue doxorubicin and
cyclophosphamide
followed by decetaxel(AC
—T) as adjuvant treatment
of

F o FRpEde R
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