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this kit was used
instead.

Action Taken:

CRA has contacted
Clinphone and has
filled out a Support
Correction Form to
correct the status of
the kits. The
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successfully. Also,
training was provideg
again to pharmacist
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using only the kit
number as assigned
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Docetaxel3 Pertuzumab

¥t Trastuzumabé &

Pertuzumal¥t Pertuzumabh

& & Docetaxeli % °

HRp % 2PFEL D10
SIEN KFSYSCC/IRB Eal A FEPF Suspected| Causality
SEE LA A Drug
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L & Unstable angina b
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Trastuzumals: & ; .
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¥ Trastuzumaly = .
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Dehydration b
MCN1288752¢~) Pertuzumal Related
Hepatic function
damage
MCN1288040¢~) Pertuzumal Related
Dehydration
MCN1286215¢~) Pertuzumal Related
Chest pain
MCN186082¢~) Pertuzumal Related
Right breast pain
MCN1295126€~) Pertuzumal Related
Pulmonary fibrosis
MCN1299397§~) Trastuzuma) Related
Fatal artery b
pulmonary
thromboembolism
MCN1292988¢~) Pertuzumal Related
Dehydration
MCN1292988¢~) Trastuzumal Related
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Dehydration b
MCN1289295¢~) Trastuzuma) Related
Syncope, head b
injury
20111031B/ BI1200.75 | ¥1% 3 | Quarterly 2013-Q3 | Afatinib Related &
LUX-5 1 B ik ¥ FiF Not
TONRERA B R Z PR related
0 vt R0 BIBW2992
+ vinorelbine“
trastuzumab +
vinorelbing s % 4w
* trastuzumah’: &
»% o ¥ B R 4 LHER2
2 AT R K
20090306A/B0O21977 212 | MCN1152652(Fu-1) Trastuzuma, Related
LTk WA I SN & %EW Asthenia(fatal) b-MCC-D
PP E ST M1
2 TR RS 2w MCN1284414¢~) Trastuzuma, Related
4 % i 7 Trastuzumab Dysphagia b-MCC-D
aify = ¥ HER-2% 1 M1
2.k RaLdp A 5 MCN1257940§-) | Trastuzuma Related
5 R fhig 4 1 Transient ischaemic b-MCC-D
Trastuzumab-MCC-DM attack M1
1 Capecitabing MCN1280799¢~) | Trastuzuma| Related
Lapatinibz_ # i /5% Forrest Il ulcer b-MCC-D
FrHsckfax i M1
MCN1284582¢~) Trastuzuma) Related
Gastritis b-MCC-D
M1
MCN1282358¢~) Trastuzuma Unknown
Convulsion b-MCC-D
M1
MCN1275729¢~) Trastuzuma) Related
Klebsiella b-MCC-D
septicaemia, E.coli | M1
septicaemia
MCN1304842¢~) Trastuzuma) Related
Fatal sepsis b-MCC-D
M1
MCN1274789¢~) Trastuzuma) Related
Pneumonia (life b-MCC-D
threatening ) M1
MCN1292438¢~) Trastuzuma) Related
Acute coronary b-MCC-D
syndrome M1
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MCN1288155¢~) Trastuzuma) Related
Fatal hepatotoxicity | b-MCC-D
M1
MCN1289232¢~) Trastuzuma) Related
Cellulitis b-MCC-D
M1
MCN1289280¢~) Trastuzuma) Related
Poor oral intake | b-MCC-D
M1
20110224B/BI111200.98 | %] %33 | Quarterly 2013-Q3 | Afatinib Related &
ZE N N | e %ggﬁ— Not
Z > ¢ * BIBW 2992 related
(afatinib) » jisa 4 B4
14 2 @it 24 44 HER2 1% ¥=
e & 2 ® HER2:8 &
F B2 AT B
*
20090525A/ BO22227 wl % ¢ | MCN12851836~) Trastuzuma) Related
LTk WA I SN & %}ggﬂ; Unstable angina b
PR A AT pectoris
2 TRk sk A T MCN1292988§-) | Trastuzumal Related
LEERR S P R s Dehydration b
4 Trastuzumab 7¢ % MCN1289295¢~) Trastuzuma| Related
Her2s 15145 e Syncope , head b
B AR5 5 R o 1t injury
BHEHE A F S Eox MCN1302964¢~) | Trastuzumal Related
LRl Y ed Carotid sinus b
hypersensitivity
MCN1299397¢~) Trastuzuma) Related
Fatal artery b
pulmonary
thromboembolism
20120920A/BO21223 | :x w4 | MCN1289659¢-) | Obinutuzu | Related
i B AL ANR I N (o % Rash mab(GA10
B E ST A 1)
e chfhk i85 > 34 MCN1280805¢~) Rituximab | Related
A Ry chaL ) Left Lung nodule
MEERZLR 2 &2 (UNK diagnosis)
T R MCN1289661¢-) | Rituximab | Related
GA101(RO507275%+ Alanine
* LB LR B aminotransferase
Rituximabi-# v & ;5 increased
o TEHEF BE S MCN1292992¢~)(f | Obinutuzu | Unknown
%4 GAL101: u-1)(fu-2) mab(GA10
Rituximabz. &35/ Large bowel 1)

B R R IE

typhlitis (Fatal)
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MCN1199176€~) Obinutuzu | Related
Anaemia mab(GA10
1)
MCN1297748¢~) Rituximab | Related
Fatal febrile
neutropenia
MCN1297668¢~) Rituximab | Related
Esophagitis
MCN1303405¢~) Rituximab | Related
Hypercalcemia
MCN1308328¢~) Obinutuzu | Related
Anaemia mab(GA10
1)
20121022A/B0O21005 i1z | MCN1289659¢-) Obinutuzu | Related
R O A % i Rash mab(GA10
NN N 3 - 3l 1)
15T SR RSk~ HT MCN1280805§~) Rituximab | Related
howm AL oKD Left Lung nodule
CD20r5 12 AR 2= (UNK diagnosis)
B T Bk A MCN1289661¢-) | Rituximab | Related
" GA101(R0O5072759) Alanine
#+* CHOP(G-CHOP) aminotransferase
2 Rituximabi+-#* increased
CHOP(G-CHOP3. % MCN1199176¢~) | Obinutuzu | Related
Fief o AT H o Anaemia mab(GA10
1)
MCN1297748¢~) Rituximab | Related
Fatal febrile
neutropenia
MCN1297668¢~) Rituximab | Related
Esophagitis
MCN1292992¢~)(f | Obinutuzu | Unknown
u-1)(fu-2) mab(GA10
Large bowel 1)
typhlitis (Fatal)
MCN1303405¢~) Rituximab | Related
Hypercalcemia
MCN1308328¢~) Obinutuzu | Related
Anaemia mab(GA10
1)

Page 17 of 18




20120607A/BI

1200.125

LUX- % %8 1 % — &
7 4a il (s ek Hp B
B R R
afatinib¥®erlotinib
E PR3 S
=SS0 LT o AR ek
= ¥R R

Quarterly 2013- Jul
-01 ~ 2013-Sep-30

Afatinib

Related &
Not
related

20070799A/GW572016
i¢ * Lapatinb fr
Capecitabine ¢ £ 7
ErbB2:i§ & % R4 1
R AT R
i A eh— I B R
E i eRawT g

Quarterly 2013-
May-01 ~ 2013 —
Oct -31

Lapatinib

Related &
Not
related

20110705A/ BO25460
- IEKE#&A\ETE N %E N
F AR LY
o FHERLYY
CEZ LY SEE T
B (v gt 2| e

s# B (NSCLCYps & -

12332644~) ,Unexp
lained,death

Erlotinib

Related

1236430§~)(Fu-1)
Salvos of ventricular
extrasystoles

Erlotinib

Related

1183342~ )Chronic
renal failure

Erlotinib

Related

FF - R
P ¢ * Tarceva®# T
gL
Tarceva®2 J %

IR = o B

IHERFREREAFEEAPE R  ERL L R FE -

[AR] AR T E A RERATZRBFERE NP ERB R T PRETLE R
ERERECAFIFAIFAGIAERP ERTE2 L e E 41255 %7 i;é—*ﬁx;‘a’-;ﬁ

jdﬂl%;go

2EHVHEIFALTRAF CCRAAERTARTRLIFA ¢

[Ak] 1A R B FERNATEMTAE TR TR ERAFB P F -
2AAh HESERS R EEE A- RLB A BT LY A
AR A A S FALARTE o

=it

— ~

¢ & 1T E17pE004 1

Page 18 of 18



