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I KFSYSCC/IRB *E A FEPNF Suspected Causality
St LA A Drug

1 | 20121022A/B0O21005 | ex g1z | MCN1632515(4~) Obinutuzuma | Related
- EREHS A pe s S0 % i Breast cancer b(GA101)
SN HZFRE R A E R
1T TRk R MCN1324512(Fu-1) | Obinutuzuma | Related
LA AL R Fatigue b
CD20F |4 2 i 14 = MCN1646095(%=) | Rituximab Related
3Bl k= K Second primary
* 0 11GAL01 tumors (lung
(RO5072759) &+ adenocarcinoma)
CHOP(G-CHOP) &
Rituximab #+* CHOP
(G-CHOP) 2. s i% 7
Koo MFE T H Rk

2 | 20120920A/B0O21223 | ¢ 144t | MCN1632515(%~) Obinutuzuma | Related
-7 i LT N F i Breast cancer b(GA101)
W%{%%fﬂr'r ngi'ﬁ&i\ MCN1324512(Fu-1) | Obinutuzuma | Related
fe e o 0 F L Fatigue b
AR ISR R R
EMEZER A & H MCN1646095(4~) Rituximab Related
“ By 4 0 11 GAL0L Second primary
(RO5072759) i+-# i+ & tumors (lung
;5% 2 Rituximab #i# adenocarcinoma)
(- PET) < JE  ak S P
¥ 4 % GALOL s
Rituximabz_ 4% />
o MR RLE
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- MR Bl | % 3) o
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8-21) related
MCN1508830(Fu-1) | Trastuzumab | Related
Cardiac troponin | Emtansine

increased

MCN1639298 (3~) | Trastuzumab | Not
Cardiac arrest Related
MCN1637128(%~) Trastuzumab | Not
Genital herpes Emtansine Related
MCN1232844(4~) Blinded Not
Atrial fibrillation Pertuzumab Related
with rapid

ventricular

response;Heart

failure

MCN1271995(%~) Pertuzumab Not
Tachycardia Related
MCN1233297(Fu-1) | Trastuzumab | Not
Meningoencephalitis | Emtansine Related
;Epigastralgia

MCN1645419(4~) Trastuzumab | Not
Cellulitis breast Emtansine Related
MCN1289592(%~) Pertuzumab Not
Acute kidney Related
injury;Gait

disturbance;Nail

infection;fatigue

MCN1490099(Fu-2) | Pertuzumab Not
Blood bilirubin Related
increased;Cholecysti

tis;Pneumonia; Aspar

tate minotransferase

increased

MCN1647165(4~) Pertuzumab Related
Bronchopneumonia

MCN1508830(Fu-2) | Trastuzumab | Related
Troponin increased | Emtansine
MCN1625320(4~) Trastuzumab | Related
Brain infarction;Left

ventricular

dysfunction

Quarterly Trastuzumab | Related &
(2015-03-25~2015-0 Not
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9-24) related
MCN1649512 (4=) | Trastuzumab | Not
Cerebral edema Emtansine Related
MCN1625950(Fu-1) | Blinded Not
Septic Pertuzumab Related
shock;Diarrhea
MCN1100525(%~) Blinded Related
Allergic Pertuzumab
reaction;reduced
general condition
MCN1534367(Fu) Trastuzumab | Not
Confusional episode | Emtansine Related
MCN1654310(4~) Pertuzumab Not
Duodenal Related
hemorrhage
MCN1587344(Fu-1) | Trastuzumab | Not
Pulmonary Emtansine Related
thromboembolism;ls
chemic colitis;
Hematuria
MCN1356345(Fu-1) | Trastuzumab | Related
Lung infection Emtansine
MCN1619261(4~) Trastuzumab | Not
Wound Related
dehiscence;Pleural
effusion
MCN1650068(%~) Blinded Not
Pneumonia Pertuzumab Related
MCN1658132(4~) Trastuzumab | Not
Heart failure Emtansine Related
MCN1658091(%~) Pertuzumab Not
Urinary infection Related
MCN1396113(Fu) | Blinded Not
Elevated creatinine | Pertuzumab Related
MCN1146265(Fu) Pertuzumab Not
Cellulitis Related
20130604A/BO27938 | %1 % % | MCN1508830(Fu-2) | Trastuzumab | Related
Troponin Emtansine
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elevation(please note
the package also
contains information
to downgrade the
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event of CHEST
PAIN-CARDIAC)

Trastuzumab

TRASTUZUMAB * MCN1649512(%~) Not
LS B B E A Fatal cerebral edema | Emtansine Related
B & 2 MCN1625320(-) | Trastuzumab | ot
Brain infarction Related
MCN1626555(%~) | Trastuzumab | Related
Gastritis Emtansine
MCN1542844(4~) Trastuzumab | Not
Radiation Emtansine Related
pneumonitis
MCN1639298(%~) Trastuzumab | Not
Cardiac arrest Related
MCN1637128(4~) Trastuzumab | Not
Reproductive system | Emtansine Related
other genital herpes
MCN1233297(Fu-1) | Trastuzumab | Not
Meningoencephalitis | Emtansine Related
(Please note the
package also
contains information
to downgrade event
SEROSITIS of the
brain (SEROSITIS)
as amended to
Meningoencephalitis
)
MCN1645419(%~) Trastuzumab | Not
Cellulitis left breast | Emtansine Related
20090525B/B022227 | % % 3 | MCN676247(Fu-1) | Trastuzumab | Not
T A I SN & ¥ Spontaneous Related
PR E AT abortion
% 'ﬁ?’% ?f%j A T MCN653822(Fu-1) | Trastuzumab | Not
SPE IR S Spontaneous/Missed Related

4 Trastuzumab - 2%

abortion
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Her23 B4 Fr % MCN1639298(4~) Trastuzumab | Not
B 5 st s R 1t Cardiac arrest Related
CER I AR AT L
U Y ed

11 20141217A/13Y-MC-J | %] 2 % | MCN Blinded, Not
PBM ¥ AT201506002104 Information Related
- WA R (Fu-2) withheld.
&R SR s 38 R Neutrophil count
o (@ ZLip FER AR decreased,
B Tk & Yacfim pr ) Neutropenia
(Anastrozole &
Letrozole) & MCN Blinded, Not
LY2835219(- #& ES201508007836 Information Related
CDKA4/6Fr 4] 4]) & & (Fu-1) withheld.
HERA ISREEE Acute Kidney Injury
X~ HER2. 1
IR AR
PR REAEEE T
UECE RS BT U
£ e },%‘»‘

12 20140826A/2100-01 4 2 9% | Quarterly Z-100 Related &
WA R R ¥ iF (2014-09-01~2015-0 Not
A E R 4731k IRaLdp 8-31) related
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