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£ F HER2 B 12 b 3808 & 445 4254 B s & e0 o e
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—IE 5P s R PR R E T A i
STRA RS HAT AT AR ISR Ly M B
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GA101(RO5072759) iz+-# i & ;55 & Rituximab
per A 0 T EHF RY e %S GALOL
2 Rituximab 2. 845 /5% » 3G ek 2 I E

20121022A/B0O21005 R iLTE %5 g | PR R
- R AR F Y R Z PR RE T
RGeS~ ¥ A S AR L AR e CD20 B
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L
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S EE N R F FAHE A L
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B &g
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- AR A Fe B ¥ Z W iEs o fiAvelumab | F EF
B R PR 2 i B A bt AR (Cisplatin #5 e A
AR AT B AR SR ) B R PR L B s AR S
BOANE - RS R IV B A e SR
H1 g, 'T%‘
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- BrREWAFE S S B s ek 2 8
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115 ¢ il 4o an 2 2% o

- A R % AHROY 3 W%
i€ % ZLAE FI R AE T 4 TR vRps e A
(Anastrozole ¢ Letrozole) & i LY2835219(- #&
CDKA4/6 #r4| &) & & & % {a > o in b 524
Bt~ HER2 1A Herf 3045 28 S\ 8 5Lk 12 5
HRREFYSABARRLE X VIR

1 KFSYSCC-IRB# %3 % & E -tk
= B
1 20140116 A/NC-6004-005 MR ETVE LA
b i NC-6004 = * Gemcitabine 2_ & & 2 23 ¢
* Gemcitabine ¥ — % 2 3t B gL dp 3 A %
FoR b E T Bl TRk R
2 | 20141217A/13Y-MC-JPBM ES:2 LR

12.F¢H R % 2B (HiE-)

T~ fRpEE R LW

I ~4g € 1T X16pE4AEA I o
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Wit - /R RS

rEN KFSYSCC/IRB LA WwENF Suspected | Causalit
E e A Drug y

1 20121022A/B0O21005 | ==isz12 | MCN1648490(%~) Rituximab Related
R I i Colon Cancer
A NN R RS g MCN1663374(4-) | Rituximab Not
0T TR iRk S HT Acute myeloid Related
Awm A S F leukemia
CD20F 1.2 ik 14+ MCN1410701(Fu-2) | Rituximab Related
A Bim P = ﬁg}ﬁa Life threatening
A > 1GAL101 Acute metabolic
(RO5072759) % encephalopathy
CHOP(G-CHOP) & MCN1676553(%*) | Obinutuzuma | Not
Rituximab #* CHOP Neoplasm benign b(GA101) Related
(G-CHOP)z_ # i ip
Ko MFE T H R

2 20120920A/BO21223 | < i 4¢, | MCN1648490(%4~) Rituximab Related
o AN N 4 ¥ i Colon Cancer
B & AT A A MCN1663374(4~) | Rituximab Not
fie cnfRfk 330 #3T AL o Acute myeloid Related
AR Ip Ry AL i leukemia
EMRzbe 4 & %% MCN1646095(Fu-1) | Rituximab Related
T Fatal second primary
GA101(RO tumors (lung
5072759) #+-# v &5 adenocarcinoma)
7 2% Rituximab #-# i MCN1410701(Fu-2) | Rituximab Related
Fieh @ EHE BH Life threatening
w3 GAL Acute metabolic
01 Rituximabz_ ‘a4* encephalopathy
e MR e R 2 MCN1676553(4-) | Obinutuzuma | Not
kS Neoplasm benign b(GA101) Related

3 | 20140113A/673-301 %) % ¢ | DE-2015-108020(%~) | BMN 673 Related
- LRI - gt o | g | Dyspnea
A s T F B DE-20141201227(%~) | BMN 673 Related
s ER S R Encephalopathy
BMNG673¢2 %5 EFiE * Sepsis
2 Bk e R RN Mucositis
R RN P AT Important medical
B P B REEA AR event
W2REH A F
iR 2 B T e
BRCA% % &, —‘ﬁ BT
B
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20140616A/B0O28408
_ q;ﬁigfﬁ!;g\ﬁa NI AN
s A s Ry
Z W% R
trastuzumab emtansine
& * pertuzumab & it
8 SR
trastuzumab %
pertuzumab #i i
HER2FE |4 54 7% 8. 7:{ 2_
w2

P

MCN1659371(%~) Pertuzumab Not
Sepsis Related
MCN1660904(Fu-1) | Trastuzumab | Related
Gastroduodenal Emtansine

ulcer

MCN1231606 Blinded Related
(Fu-1) Pertuzumab
Laryngitis;Lung

fibrosis

MCN1660952(%~) Trastuzumab | Related
Catheter related Emtansine

infection

MCN1663012(%~) Pertuzumab Related
Reduced general

condition

MCN1663430(4~) Pertuzumab Not
Catheter infection Related
Quarterly Trastuzumab | Related
(2014-09-25~2015-0 | Emtansine & Not
9-24) related
MCN1577893(Fu-1) | Pertuzumab Not
Procedural intestinal Related
perforation

MCN1667255(%) Pertuzumab Not
Soft tissue infection Related
MCN1662062 (3~) | Trastuzumab | Not
Postoperative Emtansine Related
hemorrhage

MCN1659371(Fu-1) | Pertuzumab Not
Catheter sepsis Related
MCN1559723(%~) Pertuzumab Not
Typhlitis Related
MCN1668828(%~) Pertuzumab Not
Cardiomyopathy Related
MCN1654310(Fu-1) | Pertuzumab Not
Duodenal ulcer Related
haemorrhage

MCN1652080(4~) Pertuzumab Not
Enterocolitis Related
infectious;Clostridiu

m difficile

infection;Cellulitis;

Diarrhea

MCN1577893(Fu-1) | Carboplatin Not
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Procedural intestinal Related
perforation

MCN1667255(%~) Pertuzumab Not
Soft tissue infection Related
MCN1662062(%~) Trastuzumab | Not
Postoperative Emtansine Related
hemorrhage

MCN1659371(Fu-1) | Pertuzumab Not
Catheter sepsis Related
MCN1559723(%~) Carboplatin Not
Typhlitis Related
MCN1668828(%~) Blinded Related
Cardiomyopathy Pertuzumab
MCN1654310(Fu-1) | Pertuzumab Not
Duodenal ulcer Related
haemorrhage

MCN1652080(4~) Pertuzumab Not
Enterocolitis Related
infectious;Clostridiu

m difficile infection;

Cellulitis;Diarrhea

Quarterly Perjeta/Pertuz | Related
(2015-06-08~2015-1 | umab & Not
2-07) related
MCN1674989(%~) Blinded Related
Pneumonia Pertuzumab
MCN1675689(Fu-1) | Pertuzumab Related
Flatulence

MCN1652080(Fu-1) | Pertuzumab Not
Clostridium difficile Related
diarrhoea

MCN1471291(Fu-1) | Blinded Related
Fatal malignant Pertuzumab

tongue cancer

MCN1686493(%~) Trastuzumab | Not
Neutropenia Emtansine Related
sepsis ,collapse of

lung

MCN1675923(%") | Trastuzumab | Not
Joint effusion Related
MCN1668862(4~) Pertuzumab Related
Cardiogenic

shock ,ejection
fraction decreased
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MCN1690398(#*) | Trastuzumab | Not
Dermatitis rediation Emtansine Related
MCN1690828(%~) Pertuzumab Related
Acute kidney injury
MCN1689102(%~) Pertuzumab Related
Respiration tract
hemorrhage
MCN1587344(4~) Trastuzumab | Not
Pulmonary Emtansine Related
thromboembolism
MCN1693264(4~) Pertuzumab Related
Thrombocytopenia
MCN1694522(%~) Trastuzumab | Not
Renal failure Emtansine Related
MCN1689012(%4~) Pertuzumab Related
Hepatopathy
20130604A/BO27938 | %1% . | MCN1548652(%) Trastuzumab | Not
AT 5P o B %5 iF Cerebral EDEMA Emtansine Related
Y B AR T G = ) MCN1660904(4-) | Trastuzumab | Related
Tk 3R 5k AH T U5 Gastroduodenal Emtansine
Rl pmt &5 h ulcer
AR DI S RORT H MCN1619261(#~) | Trastuzumab | Not
v 1 HER2 14 4 R Wound dehiscence Related
CREREE. B LS MCN1662062(4=) | Trastuzumab | ot
TRASTUZUMAB Postoperative Emtansine Related
EMTANSINE - hemorrhage
TRASTUZUMAB *
LS OB 2 e
P E >
20090525B/B022227 | %) % 1% | MCN1625320(%) Trastuzumab | Not
R A 5P u s B % i Brain Infarction Related
ZHERERE T MCN1619261(%~) | Trastuzumab | Not
2 fRhk S AL T Wound dehiscence Related
SR ER IR R N
4 Trastuzumab - ;5
Her23 Bt r s
5T gL s R 1L
RHES RS Ex
Bz >
20150424A/BAY88-82 | | 2 1 | MCN2015-427014( | Radium-223
23/17096 Fu-1) Dichloride

R R 4 R o

P

Febrile neutropenia
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B X MCN2015-464815( | Radium-223
452237 % (v & Fu-3) Dichloride
FEEL RE Bone pain;Anaemia
(exemestane) 2 J§ K & MCN2015-468727( | Radium-223
(everolimus) ¥+ e = & Fu-1) Dichloride
HE T EE REE R Febrile neutropenia
Rz R LHB MCN2015-481611( | Radium-223
HER2I£ 1 ~ 7 | 5 % Fu-1) Dichloride
HMIEHF % e & F & Dehydration;Confusi
2 % E K onal state
MCN2015-026799( | Radium-223
Fu-6) Dichloride
Ventricular
fibrillation;Cardiac
failure
congestive;Atrial
fibrillation;Dyspone
a
MCN2015-475172( | Radium-223
Fu-1) Dichloride
Pneumonia
MCN2015-483950( | Radium-223
Fu-1) Dichloride
Anaemia
MCN2015-468727( | Radium-223
Fu-2) Dichloride
Febrile neutropenia
MCN2015-483950( | Radium-223
) Dichloride
Anaemia
MCN2015-487905( | Radium-223
#7) Dichloride
Anaemia
20150626A/A5481027 | ¢ % 13 | Quarterly PD-322991;P | Related
o AR & YA %EFF (20150201~2015103 | LACEBO(cod | & Not
fes R 2 % = iRk 0) e not broken) | related

#5% » 11 Palbociclib( T
FRCDKA/63r 4] #]) &
* Letrozole > +“ ¥+ =% &
| H * letrozole » J5
E ER(+) ~ Her2(-) . &
FelpE B L EI
B2 L BE AR

¥
A

Letrozole(LE
TROZOLE)
Unknown
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-G B E B
B F AR ER
EE4E-223 - F 1L 8
(exemestane) 2 J k%
(everolimus) ¥t pe % &
UGS B S I
Rt R
HER2 tsdt ~ fr f 5 <
UL R Er R NCI

B2 XA

Febrile neutropenia

idd
9 20141225A/W029479 | %) % ¥ | MCN1573028(%~) Cobimetinib | Not
— 78 31z Cobimetinib %5 iF Asthenia, Fever Related
& * Paclitaxel i 5 #& MCN1619010(%*) | Cobimetinip | Not
L= B & Mitral valve disease Related
E - iR FEE MCNI619010(Fu-1) | Cobimetinib | Not
== f‘t}‘h ey Mitral insufficiency Related
P B % 280 38 5%
MCN1642981(%~) Blinded Not
Febrile neutropenia Cobimetinib Related
MCN1642981(Fu-1) | Blinded Not
Febrile neutropenia Cobimetinib Related
Pneumonitis
MCN1642981(Fu-2) | Blinded Not
Febrile neutropenia Cobimetinib Related
Pneumonitis
10 20140116A/NC-6004 | pf 37+ | 03-008(%~) NC-6004 Unlikely
-005 ¥ i Abdominal infection | Gemcitabine
R NC-6004 5 02-006(4-) NC-6004 Proable
Gemeitabine 2 & Anaphylactic shock | Gemcitabine
D RER
Gemcitabine ¥ -
EAT R INaLE 2
5 R B 2
S BT S Z B TRk
B
11 20150424A/BAY88-82 | %) %2 ¥ | MCN2015-468727( | Blinded Not
23/17096 ¥ i Fu-3) Cobimetinib | Related
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