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GA101(RO5072759)i:+*
CHOP(G-CHOP3*
Rituximab ###*

CHOP(G-CHOPYL % i% i

}%& ’ J‘jlz’ﬂ""‘_'};!:)ﬁz&;:o

SEHEN % 2EFL P 10%

Toxidermia

38 =% KFSYSCC/IRB EaA FLPNE Suspected| Causality
T B 4 Drug
1 20080303A /W0O20697 | %1% % | MCN1235033§~) Pertuzumah Related
o~y TRV gﬁém Unsteadiness of gait
o R D PR ERTRA R MCN1236586§~) Pertuzumah Related
o0 AETRINELE B Bone marrow
Koo 2 5 #PHER2MS 2 depression
24 5 R g A 2 MCN12354964-)(f/ | Pertuzumal Related
= Trastuzumab & & u-1)
Docetaxel ¥+ Venous thrombosis
Trastuzumab & & Venous thrombosis
Docetaxel 2 left leg
Pertuzumab¥t MCN1236365¢~)(f/ | Pertuzumah Not
Trastuzumab & u-1) related
Pertuzumab ¥t Paraesthesia hands
Pertuzumab & (It's no longer meets
Docetaxelis criteria for expeditec
safety reporting as
the event is no
longer considered
related.)
MCN1234126€~) Trastuzuma) Related
Unstable angina, b
Left bundle branch
block
MCN1234624§~) Pertuzumal Related
Dehydration
MCN1237692¢~) Pertuzumal Related
Worsening of
varicose veins of
lower extremities
MCN1238782¢~) Pertuzumal Related
Nose edema edema
mouth
MCN1209022(f/u-1)| Pertuzumal Related
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MCN1241510¢~)
Rectal bleeding

Pertuzumab

Unknown

MCN1230296§~)
Fall

Pertuzumah

Related

MCN
CID0000000022963
9(%)

Respiratory tract
infection

Pertuzumah

Unknown

MCN1250305¢~)
Flu like symptoms

Pertuzumab

Not
related

MCN1250373§~)
Bloody diarrhea
Proctitis (f/u-1)

Pertuzumah

Not
related
Related(f/
u-1)

MCN1159468(f/u-1)
Viral infection(It’s
no longer meets
criteria for expedited
safety
reporting.)(The viral
infection (onset
date:28.Dec/2012)w
as assessed as
related to previous
docetaxel
chemotherapy and
probable viral
infection and
unrelated to blinded
pertuzumab and
trastuzumab.)

Pertuzumah

Not
related

MCN1250943§~)
Brain metastasis

Pertuzumab

Unknow

MCN1206781(f/u-1)
Mastitis(It's no
longer meets criterig
for expedited safety
reporting[Suspected
Unexpected Serious
Adverse Reaction
(SUSAR),IND
Safety Report].)

|

Pertuzumab

Not
related

MCN1251458¢-)

lleus

Pertuzumah

Related
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MCN1255986€-) Trastuzuma) Related
T-Wave inversion | b
MCN1257243§~) Pertuzumal Related
Thrombocytopenia
20111031B/ BI1200.75 | %¥]% 3 | 2012-BP-11158BP(7 Afatinib Related
LUX-51: Bt | FFF 0 |)
R i A N | Nausea, Mucositis,
S o v R 2 BIBW2992 + Increased
vinorelbinez" intracranial pressure,
trastuzumab + Headache, Double
vinorelbine;s B £ = vision, Skin rash
¥ * trastuzumabis 2013-BI-19001BI(0)| Afatinib Not
#3T iE¥ % RHER2 Neutropenia related
2 AT B fever,leucopenia
2012-BP-11158BP | Afatinib Related &
(8)(9)(10)(11)(12) Not
Leptomeningeal related
metastases,
Nausea,
Mucositis,
Increased
intracranial pressure
Headache,
Double vision,
Nausea,
Skin rash
2013-BI-19745BI(0)| Trastuzuma| Possible
Q) b related(0)
Pneumonia Not
related(1)
20130401-20130630 Afatinib Related&
Not
related
2013-BI-21967BI(0)| Afatinib Not
(1) related
Dehydration
2013-BI-12548BI(1)| Afatinib Not
Brain Tumor related
2013-BI-02421BI(4)| Afatinib Related

Worsening of
Dyspnea,

Lower Limbs
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Weakness,
Malignant Pleural
Effusion,

Rash,
Mucositis Oral
Cauvity,
Hyponatremia,
Anorexia,
Paronychia
2013-BI-24434BI(0)| Trastuzuma| Not
Brain Metastasis b related
2013-BI-06729BI(2)| Trastuzuma| Related
Respiratory failure, | b
Diastolic heart
failure
20090306A/BO21977 | %)% 3% | MCN1210491(f/u-1)| Trastuzuma Related
A A P i Lower branch retinal b-MCC-D
PR E T vein thrombosis M1
EER 1/ 0 - RO MCN1233946§~) Trastuzuma| Related
% i 7 Trastuzumab Bowel obstruction | b-MCC-D
ef 2 ¥ HER-2 5 B 1 M1
2_k RaLdp A 5 MCN1232222¢-) | Trastuzuma Related
ER B fh A1 Liver impairment b-MCC-D
Trastuzumab-MCC-DM1 renal impairment M1
& Capecitabine & & MCN1235051¢-) | Trastuzumal Related
Lapatinibz iz i Cutaneous reaction| b-MCC-D
Fo Ay A ks x > to lupus M1
e erythematosus
MCN1235578¢~) Trastuzuma) Related
Acute cholangitis | b-MCC-D
M1
MCN1236004¢-) Trastuzuma) Related
Liver capsule pain | b-MCC-D
M1
MCN1232796§~) Trastuzuma) Related
Alveolar b-MCC-D
haemorrhage M1

(Pulmonary)

Page 15 of 20




MCN1235912¢-)(f/ | Trastuzuma Unknown
u-1) b-MCC-D
Digestive M1
hemorrhage
MCN1233437(f/u-1)| Trastuzuma Not
Infected pleural b-MCC-D | related
effusion (It's no M1
longer meets criteria
for expedited safety
reporting as the
event is no longer
related to the study
medication.) (The
reporter assessed the
fatal event of
infected pleural
effusion as related tp
infection.)
MCN1230296¢~) Trastuzuma) Related
FALL b-MCC-D

M1
MCN1244464¢-)(f/ | Trastuzuma Related(
u-1) (f/u-2) b-MCC-D | 4~)
Urinary tract M1
infection (~) Related(f/

u-1)
Hematuria (f/u-1)
Related

Bleeding, Skin (f/lu-2)
lesion(f/u-2)
MCN1244650¢~) Trastuzuma) Related
Aplastic anemia b-MCC-D

M1
MCN1241728¢~) Trastuzuma) Related
Fatal pneumonia b-MCC-D
Pneumonia infection M1
Unknown origin
MCN1245425¢~) Trastuzuma) Related
Infection b-MCC-D

M1
MCN1228089¢~) Trastuzumal Unknow
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Fatal b-MCC-D
hypoalbuminemia | M1
MCN1238877¢~)(f/ | Trastuzuma Not
u-1) (f/u-2) b-MCC-D | related
Lower respiratory | M1
tract infection
MCN1226294§~) Trastuzuma Not
Acute gastroenteritis b-MCC-D | related

M1
MCN1244650¢-) Trastuzuma) Related
Aplastic anemia (It's b-MCC-D
no longer meets M1
criteria for expedited
safety
reporting.)(Followin
g review on
26/Jul/2013 the
ASIME for aplastic
anemia was removed
and a downgrade
sentence was
included.)
MCN1225134¢~)(f/ | Trastuzuma Related
u-1) b-MCC-D
Pulmonary disease | M1
MCN1253576§~) Trastuzuma Unknown
Weight loss b-MCC-D

M1
MCN1250943§~) Trastuzuma Unknown
Brain metastasis b-MCC-D

M1
MCN1228517(f/u-1)| Trastuzuma Related
(flu-2) b-MCC-D
Gastrointestinal M1
disorder gi bleed
MCN1254157§~) Trastuzuma) Related
Hypotension b-MCC-D

M1
MCN1258574¢~) Trastuzuma) Related
Hematemesis b-MCC-D

M1
MCN1254209¢~) Trastuzuma) Related
Hy's law b-MCC-D

M1

20100324A/CAMN107 | :x w4 | PHHY2013TWO0371) AMN107 Unrelated
ATWO3 59(f/u-1) (Tasigna)
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- 7 ¥t Imatinib ¥ Prolonged fetal heart
mesylate (AFI5)7F beat deceleration,
FEHNGE D 2 Premature baby
P Hp B Ak Hp ’%’i’ 33 PHHY2012TW0922| AMN107 Unlikely
% d M DR 90(f/u-4) (Tasigna)
Bty o ofp ko ik Pre-eclampsia, She
% Nilotinib (% & %) was delivered at
DS 8= R EETIPA AR gestation week of
LR AT T 34(33 plus 6 days),
Pregnancy
20110224B/B11200.98 | %)% 3 | 2013-CS-00410 Afatinib Related
BacteT ~ % - %géﬁ CS(0)
& 0 i * BIBW 2992 Right femoral neck
(afatinib) *je# & fracture, Skin rash,
Bh [+ & i es M HER2 4% Hand foot syndrome
¥e ;o of & 2 ® HER2:E 2013-CS-00419CS(PAfatinib Related
A TR L )(1) Possible
| Herpes Zoster related
20130401-20130630 Afatinib Related&
Not
related
2013-CS-00322CS([LAfatinib Not
) related
Vomiting
2013-CS-00316CS([LAfatinib Not
) related
Vomiting,
Headache
2013-BI-24982BI(0)| Afatinib Not
Fever related
20090525A/ BO22227 | %)% 3 | MCN1234126§-)(f/ | Trastuzuma Related
nE S A fie ~ - NN %’ng u-1) b
Z PR A AT Bundle branch block
2 TRk sk A T left
SRR VG MCN1183372(f/u-1)| Trastuzuma Related
4 Trastuzumab ;5 (flu-2) b
Her2i B4 F Eih% Haemorrhage

SR S R 1
B ER S E %
TR

Haemorrhage(lt's
not longer meets
criteria for expeditec
safety
reporting.)(The
event haemorrhage

does not qualify for
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i

expedited reporting)

MCN21183372(f/u-3)| Trastuzuma

Haemorrhage

b

Related

MCN1183372(f/u-4) Trastuzuma
Rectal haemorrhage b

Related

MCN1255986¢~) Trastuzuma) Related
T-Wave inversion | b
MCN1261820¢~) Trastuzuma) Related
Deep vein b
thrombosis
20110705A/BO25460 | 4 » 42. | MER1233264(f/u-1)| Erlotinib Related
Nt S E T
£ R A R S TP & Unexplained death

o A ¥ERAEY 7
&n ZE g 1 12 «‘I{%'T%‘#\
E i oapdp 2] i
7 B (NSCLCYp & - v
Py - RIS
pF i * Tarceva®?
& pE
Tarceva®:. % »x o

20080722B/B0O20906
AN N I
RS 1= R o
HER2 4+ ~ # = %15
BB R RHT BE
X T R ALY
Ry i
Trastuzumab 1/ % i+ §
7o & % Trastuzumab
#1Bevacizumab 45 3
R IR 2 R

PR E p M

P

20120226-20130225 Lapatinib

Related&
Not
related

20120920A/B021223
ok B A N
ERes % S
fe cnfRfk 375k 0 $ A
T A HE R AR chaL )
MEMEZPA &S
j;Ht & fg’;}{% A1l
GA101(RO507275%+
* gL § /;‘—-}%‘ &
Rituximab+# v £ ;5
R XA g ey

T

P

MCN1257281§~)
Interstitial
pneumomia

Obinutuzu
mab(GA10
1)

Related

MCN1208341§~)
Unexplained death

Rituximab

Related

MCN1260555§~)
Infectious shock

Obinutuzu
mab(GA10

1)

Related
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%+ GA101: MCN1260112¢~) Obinutuzu | Related
Rituximabz. sa4F ;5 Cardiac failure mab(GA10
R MRk 2 1)
MCN1255312§~) Rituximab | Unknow
Cholecystitis
MCN1258930¢~) Rituximab | Related
Hyponatremia
MCN1264785¢~) Obinutuzu | Related
Pulmonitis mab(GA10
1)
MCN1263770¢~) Obinutuzu | Related
Tachycardia mab(GA10
1)
MCN1260575¢~) Obinutuzu | Related
Throat tingling mab(GA10
1)
20121022A/B0O21005 wiszz | MCN12572816~) Obinutuzu | Related
R o A % i Interstitial mab(GA10
S PR B pneumomia 1)
T TT TR AR~ $T
A AR o MCN1208341¢-) | Rituximab | Related
CD20r5 42 2 R 42~ Unexplained death
2B e o 7 R 4 o MCN1260555¢-) | Obinutuzu | Related
*GA101(RO5072759) Infectious shock mab(GA10
#+* CHOP(G-CHOP) 1)
# Rituximalyét MCN1260112¢-) | Obinutuzu | Related
EHPP(GiCHO.P;J’% , Cardiac failure mab(GA10
Zief o AR H gk x 1)
MCN1255312¢~) Rituximab | Unknow
Cholecystitis
MCN1258930¢~) Rituximab | Related
Hyponatremia
MCN1264785¢~) Obinutuzu | Related
Pulmonitis mab(GA10
1)
MCN1263770¢~) Obinutuzu | Related
Tachycardia mab(GA10
1)
MCN1260575¢~) Obinutuzu | Related
Throat tingling mab(GA10
1)

o fREdeck

- \ﬁ’{ g ;Ti175‘$45/ﬁ\ﬁ o
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