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7] KFSYSCC/IRB HFa HERR Suspected Causality
=X K #F A Drug
1 | 20080303A /W020697 %1% 3 | MCN1340493(%~) | Pertuzumab | Related
e s TR P %ﬁéw Enlargement of
B PR ETRE R 0 Y splenic aneurysm
BERn EAE R MCN1338123(#-) | Pertuzumab | Related
HP HER2H: |4.2_ 54 5 "6 73 Pheumonia
hufs A 0 3% Trastuzumab -
& # Docetaxel $ MCN133_9_862(7F’°) Pertuzumab | Related
Trastuzumab & # Myocarditis
Docetaxel 2 Pertuzumab ¥+ MCN1339092(%~) | Pertuzumab Related
Trastuzumab & Pyelonephritis
Pertuzumab¥+Pertuzumab Acute
& # Docetaxel; 5 MCN1310508(#=) | Pertuzumab | Related
Myelodysplastic
syndrome
MCN1340493(4~) | Trastuzumab | Related
Enlargement of
splenic aneurysm
MCN1319817(4~) | Pertuzumab | Related
Left cerebral
haemorrhage
MCN1347699(4~) | Pertuzumab | Related
Pancreatitis
MCN1356168(4~) | Pertuzumab | Related
Pyloric Stenosis
MCN1356168(4~) | Trastuzumab | Related
Pyloric stenosis
MCN1282313(4~) | Pertuzumab | Related
Dehydration
MCN1354861(4~) | Pertuzumab | Not
Commotio Related
MCN1330165(fu- | Pertuzumab | Related
1)
Fractured sacrum
MCN1339862(fu- | Pertuzumab | Related
1)
AV block
MCN1357148(%~) | Pertuzumab | Not
Abnormal liver Related
function
MCN1033194(4~) | Pertuzumab | Related
Fatal pneumonia
2 | 20090306A/BO21977 w1 % 1¢ | MCN1341888(%~) | Trastuzumab- | Related
A S ey R 2 (fu-1) MCC-DM1

%ém
E
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HER-2 5 15 122 & ¥R At Hp
B A F 5 MR e A Y
Trastuzumab-MCC-DM1
£ Capecitabine & &
Lapatinibz_ & % i f > #~
ENE e - Y e

Cardiac

decoppensation

MCN1340493(4~) | Trastuzumab- | Related
Enlargement of MCC-DM1

splenic aneurysm

MCN1340823(%~) | Trastuzumab- | Related
Sepsis MCC-DM1
MCN1318323(%~) | Trastuzumab- | Related
Fracture right MCC-DM1

ankle

MCN1135241(%~) | Trastuzumab- | Related
Left hemiplegia MCC-DM1

brain swelling

MCN1354745(%=) | Trastuzumab- | Related
Visual illusion MCC-DM1

peripheral visual

defect

MCN1300975(%=) | Trastuzumab- | Unknown
Acute adrenal MCC-DM1
insufficiency

MCN1135241(%=) | Trastuzumab- | Related
Left hemiplegia | MCC-DM1

brain swelling

MCN1282275(4~) | Trastuzumab- | Related
Ischemia EGG MCC-DM1

changes

MCN1189284(fu- | Trastuzumab- | Related
2) MCC-DM1

Pleuritic chest

pain

MCN1358171(4~) | Trastuzumab- | Related
Acute coronary MCC-DM1

syndrome

MCN21357907(4~) | Trastuzumab- | Related
Ascites MCC-DM1
MCN1345544(%~) | Trastuzumab- | Related
Atypical MCC-DM1
pneumonia

MCN1334031(#~) | Trastuzumab- | unknow
Cellulitis of right | MCC-DM1

arm

MCN1033194(4~) | Trastuzumab- | Related
Fatal pneumonia MCC-DM1
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MCN1336553(fu- | Trastuzumab- | Related
1) MCC-DM1
Fatal respiratory
failure
20090525A/ BO22227 )% 1¢ | MCN1332708(%-) | Trastuzumab | Related
el A I N S S ¥ Dehydration
g BB 2 2 AR T 2 TR MCN1340493(%~) | Trastuzumab | Related
W LT A B R Enlargement of
P R A A splenic aneurysm
Trastuzumab » 75 % Her2 3 MCN1356168(%~) | Trastuzumab | Related
B FE s 5wt 5 Pyloric stenosis
W s 1t i H O e 6 4
g B iz 4
20120920A/B0O21223 Wik | MCN1343276(%~) | Obinutuzuma | Not
AN IN e R o %gﬁ Encephalopathy b(GA101) Related
E AT S A i MCN1347177(%) | Obinutuzuma | Related
TRk B T AW A S (fu-1) b(GA101)
Lie R s ) i R R 2E Acute kicney
PAENHT KR M insufficiency
GA101 (RO5072 MCN1250832(4~) | Obinutuzuma | Related
759) B LB L B Death from b(GA101)
Rituximab % v £ ;5 unknown cause
B oo TEHF B RS MCN1344752(%~) | Obinutuzuma | Related
4% GA101z" Rituximabz. Colorectal b(GA101)
BIFILR 0 NFFRISR L bleeding ,severe
g anaemia
MCN1270908(%~) | Obinutuzuma | Related
Colonised with b(GA101)
pseudomonas
aeruginosa (fatal)
MCN1342396(fu- | Obinutuzuma | Related
1) b(GA101)
Fatal exsiccosis
MCN1321211(%~) | Obinutuzuma | Related
Perogression of b(GA101)
prediscribed
sensomotoric
polyneuropathy
MCN1341867(4~) | Obinutuzuma | Related
(fu-1) b(GA101)
Perforation of
intestine
MCN1353810(4~) | Obinutuzuma | Related

Gastro-intestinal
bleed

b(GA101)
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MCN13379673(%~ | Obinutuzuma | Not
) b(GA101) Related
Exciccosis
MCN1342396(4~) | Obinutuzuma | Related
Fatigue b(GA101)
MCN1134338(Fu- | Rituximab Related
1)Ulcus on vaginal
mucosa
MCN1272887(fu- | Obinutuzuma | Related
1) b(GA101)
CMV retinitis
MCN1338066(#~) | Rituximab Related
(fu-1)
Hemophagocytic
syndrome
MCN1354848(%~) | Rituximab Related
Drug induced
gastrointestinal
disorders (UNK
diagnosis )
MCN1359258(%~) | Obinutuzuma | Related
Dehydration b(GA101)
MCN1329581(%~) | Rituximab Related
Cholecystitis
MCN1360598(4~) | Rituximab Related
Syncope
MCN1362382(4~) | Obinutuzuma | Related
General malaise b(GA101)
MCN1344752(fu- | Obinutuzuma | Related
1) b(GA101)
Atrial fibrillation
MCN1366525(%~) | Obinutuzuma | Related
Vermiform b(GA101)
appendix abscess
MCN1369367(%~) | Rituximab Related
Failure to thrive
20121022A/B0O21005 #is1z | MCN1343276(4) | Obinutuzuma | Not
- BRSSP %EW Encephalopathy b(GA101) Related
¥ 2 TR O AR MCN1347177(4+) | Obinutuzuma | Related
TR 5~ MO AT A (fu-1) b(GALO01)
% o e9CD201 12 % Acute kicney
AL BB " R o insufficiency
* o MGALDL MCN1250832(%-) | Obinutuzuma | Related
(ROS5072759) ™ Death from b(GA101)

CHOP(G-CHOP) &t

unknown cause
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Rituximab - #
CHOP(G-CHOP) 2. i ;1
)/%‘ s A ;L“ _/_1:'_' )/%‘ 3T

MCN1344752(4~) | Obinutuzuma | Related
Colorectal b(GA101)

bleeding ,severe

anaemia

MCN1342396(fu- | Obinutuzuma | Related
1) b(GA101)

Fatal exsiccosis

MCN1270908(4~) | Obinutuzuma | Related
Colonised with b(GA101)
pseudomonas

aeruginosa (fatal)

MCN1321211(4~) | Obinutuzuma | Related
Perogression of b(GA101)

prediscribed

sensomotoric

polyneuropathy

MCN1353810(4~) | Obinutuzuma | Related
Gastro-intestinal b(GA101)

bleed

MCN13379673(%~ | Obinutuzuma | Not

) b(GA101) Related
Exciccosis

MCN1342396(%4~) | Obinutuzuma | Related
Fatigue b(GA101)
MCN1341867(4~) | Obinutuzuma | Related
(fu-1) b(GA101)
Perforation

intestine

MCN1134338(Fu- | Rituximab Related
1)Ulcus on vaginal

mucosa

MCN1272887(fu- | Obinutuzuma | Related
1) b(GA101)

CMV retinitis

MCN1354848(4~) | Rituximab Related
Drug induced

gastrointestinal

disorders (UNK

diagnosis )

MCN1338066(#~) | Rituximab Related
(fu-1)

Hemophagocytic

syndrome

MCN1359258(4~) | Obinutuzuma | Related
Dehydration b(GA101)
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MCN1329581(%~) | Rituximab Related
Cholecystitis
MCN1360598(4~) | Rituximab Related
Syncope
MCN1362382(4~) | Obinutuzuma | Related
General malaise b(GA101)
MCN1344752(fu- | Obinutuzuma | Related
1) b(GA101)
Atrial fibrillation
MCN1366525(%~) | Obinutuzuma | Related
Vermiform b(GA101)
appendix abscess
MCN1369367(4~) | Rituximab Related
Failure to thrive
20110705A/B0O25460 ¥ 7 4. | 1319027(fu-1)(fu- | Erlotinib Related
- WA R % | ¥ |2
Rl m sy M55 0 4 Dyspnea ,pleural
FHEZ AW § W E P effusion
R tem A B i ahatdy 2
| Jm ¥ 3% fg(NSCLC) 75
By - AaiEs
B PF ¢ * Tarceva®¥? :}}%'r%
L ivpFid * Tarceva®z_
3L
20130603A/Y 028322 v %3 | MCN1347120(Fu- | Onartuzumab | Related
KER AP 57 u R %5}2; 1)
& BRI EL S R Paralitic ileo
B 2% =2 ONARTUZU MCN1352526(%=) | Onartuzumab | Related
MAB(MetMAb) & * 5 Stroke
FLUOROURACIL, FOL MCN1358734(4~) | Onartuzumab | Not
INIC ACID# OXALIP Anaemia Related
LATIN (mFOLFOX®6) #* *+
HER-2[A + « MET 1 1 MCN1360031(fu- | Onartuzumab | Not
WA 8 Rp bR 1) _ Related
N1 » Anaemia
' MCN1364825(%) | Onartuzumab | Related
Death
20130604A/BO27938 % ¥ | MCN1356168(%~) | Trastuzumab | Related
REH A fie s 5P o s Bk ¥ Pyloric Stenosis
B RALT S = B TRk MCN1282275(%~) | Trastuzumab- | Related
LR RS changes
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% T o T 2 HER2 151 MCN1341888(fu- | Trastuzumab- | Related
RE IR o v B 1) MCC-DM1
TRASTUZUMAB Cardiac .
EMTANSINE 4 decoppensation
TRASTUZUMAB * % jis MCN1189284(fu- | Trastuzumab- | Related
{3 o o i P B % 2 2) MCC-DM1
M Pleuritic chest
pain
MCN1358171(4~) | Trastuzumab- | Related
Acute coronary MCC-DM1
syndrome
MCN1357907(4~) | Trastuzumab- | Related
Ascites MCC-DM1
MCN1357907(fu- | Trastuzumab | Related
1)
Encephalopathy
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