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T REAE T S RTHL R F e
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S Rie e om A R A S HRA T
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RE A s R X AR RN S g
FPOR R X R s o R e Z-100 2 % = s
2.2%4F2  F AT £3% o
i = KFSYSCC-IRB$%/3 4 i # 2k
R
1 |20141223A #5% iF R
AR R i Ry 1o A SR T R R P R
BAEETRE
2 | 20140501A i PRt a
w2 e R B R T R e ps (ALK) & 5
E T ik L)
3 | 20090306A FIES: 2 [l S
MEAE S 5w B PP R BT 2 TRk
PRS0 20 W £ iE 7 Trastuzumab e 2 @
HER-2 %[5 b2k 30aL3p & g 45 450 % 6 e
A 12 Trastuzumab-MCC-DM1 g Capecitabine &
& Lapatinib 2 iz ic > A F Bk &% 2%
3.AFE AT % 1.
N KFSYSCC-IRB#%./3- % % #i: 3 A2k
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2 @RS A
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BTl ~ % - #p sk %+ BIBW 2992 (afatinib)
S g B4 1 R g ps 14 HER2 4o 5 f 32 8
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N KFSYSCC-IRB#hEL/3+ & & 4 B 1 Atk
BRI =200
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Fiek2z &
2 | 20121022A/B021005 R 433 L N
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21l 4
bi lg;j;sf;/gi ; ; ;“ . FFL PR Su;pricged Causality
1 20090306A/BO21977 | %) % 1 | MCN1608028(%~) Trastuzumab | Not

REH A AT . iv‘ o ‘av ¥ i Avascular necrosis | Emtansine Related

ER g Rl (Trastuzumab-

2 TRfk iR H{T 2w MCC-DM1)

$& % 3§ 7 Trastuzumab MCN1603814(%~) | Trastuzumab | Not

g2 ¥ HER-2 5 15 Upper respiratory Emtansine Related

2 B 3RaL B A infection (Trastuzumab-

F 5 R e A MCC-DM1)

Trastuzumab-MCC-D MCN1612260(%4~) Trastuzumab | Not

M1 g Capecitabine & = URTI Emtansine Related

Lapatinibz_ 5 /% /5 (Trastuzumab-

R AT Hok B > MCC-DM1)

e MCN1625183(%-) | Trastuzumab | Not
Drug-induced Emtansine Related
cardiomyopathy (Trastuzumab-

MCC-DM1)
MCN1623320(4~) Trastuzumab | Related
Cerebral arterial Emtansine
aneurysm (Trastuzumab-
MCC-DM1)
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CHOP(G-CHOP) &
Rituximab #+* CHOP
(G-CHOP)2_ % i i

B o J'mﬂ;lj :_d_);*,:

. KFSYSCC/IRB B . Suspected .
I =X PN o FEPNE Drug Causality
2 20121022A/BO21005 | exisz12 | MCN1622714(4~) Obinutuzuma | Related
- EREHS A pe s S0 % i Leukoencephalopath | b(GA101)

S Z PR R R y
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o I AR Y 1 28
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fie ePgRk 30 FT LW
FAER o L Ep 1L
ERR2F A & S
= F“é’}?“ﬁ Ay 1Y
GA101(RO

5072759) ¢ 1L &5
K 2« Rituximab % it
Biok T &HF }@dﬁ
B s GAL

01z Rituximabz. fa 3
e R e 2

BLA

%5 i Leukoencephalopath
y

b(GA101)

. KFSYSCC/IRB E . Suspected .
I =X PRIy o FEPNE Drug Causality
3 | 20120920A/B021223 |+ it4¢, | MCN1622714(4=) | Obinutuzuma | Related
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edema;Mitral valve
stenosis

L KFSYSCC/IRB R A . Suspected .
N SR LA e FEPNE Drug Causality
4 | 20140616A/BO28408 | #1% % | Quarterly Pertuzumab Related &
- BEEAE S 5| FE | (2014-06-08-2015-0 Not
s AT S B 6-07) related
Z W& R MCN1612733(4~) | Trastuzumab | Not
trastuzumab emtansine Acquired pyloric Related
& * pertuzumab ¥ it stenosis
B ik MCN1554954 (4~) | Trastuzumab | Not
trastuzumab % H_'p . . Related
o dislocation;Dislocate
pertuzumab # % d hip
HER2FS {25 & 2 MCN1603814(4-) | Trastuzumab | Not
R S Upper respiratory Emtansine Related
infection
MCN1598586(4~) Trastuzumab | Related
Myocardial ischemia
MCN1617087(%~) Pertuzumab Not
Gamma GT Related
increased
MCN1429803(%~) Blinded Not
Abdominal Pertuzumab Related
infection;Diarrhea
MCN1485274(Fu-1) | Pertuzumab Not
UTI Related
MCN1536587(%~) Pertuzumab Not
Cardiac failure Related
MCN1624325(%~) Trastuzumab | Not
Sepsis Related
MCN1612260(4~) Trastuzumab | Not
URTI Emtansine Related
MCN1625183(%~) Trastuzumab | Not
Cardiomyopathy Emtansine Related
MCN1623320(4~) Trastuzumab | Related
Cerebral arterial Emtansine
aneurysm
MCN1131345 (4-) | Blinded Not
Acute pulmonary Pertuzumab Related
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MCN1625316 (3~) | Pertuzumab Related
Clostridium difficile

infection;Diarrhea

MCN1622725 (3~) | Docetaxel Not
Gastrointestinal Related
bleeding;Colitis;Sma

Il bowel obstruction

MCN1625334(4~) Blinded Related
Infection Pertuzumab
MCN1625268(4~) Pertuzumab Related
Cellulitis

MCN1615686(4~) Docetaxel Not
Hypomagnesemia;St Related
omatitis

MCN1629955(%~) Pertuzumab Not
Diarrhea Related
MCN1625950(%~) Blinded Not
Diarrhea Pertuzumab Related
MCN1627460(%4~) Blinded Not
Tumor hemorrhage | Pertuzumab Related
MCN1627551(%~) Pertuzumab Not
Platelet count Related
decreased

MCN1626555(%4~) Trastuzumab | Not
Gastritis;Anemia Emtansine Related
MCN1631521(%~) Pertuzumab Not
Pseudomonal Related
bacteremia

MCN1630066(4~) Docetaxel Not
Pleural effusion Related
MCN1542844(4~) Trastuzumab | Not
Radiation Emtansine Related
pneumonitis

MCN1634285(4~) Trastuzumab | Related
Acute coronary

syndrome

MCN1560141(%~) Trastuzumab | Not
Sepsis Emtansine Related
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MCN1633025(%~) Pertuzumab Related
Atrial flutter

MCN1632986(4~) Pertuzumab Not
Dehydration;Hypona Related
traemia

MCN1637745(4~) Pertuzumab Related
Herpes zoster

MCN1639261(4~) Blinded Not
Multi organ failure | Pertuzumab Related
MCN1635417(%~) Trastuzumab | Related

Cerebellar syndrome
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KFSYSCC/IRB 3t .
7w = ¥ . - N Suspected Causality
Sl R LA A A Drug
5 20130604A/B0O27938 | ¥ % % | MCN1599617(Fu-1) | Trastuzumab | Not
A 59 s B | FE Cer_ebrovascular Related
g — e accident
e AR T e = Hp
Tof 225k > £ 5o lll\/lCNlE:OSOZS(&‘”_) 'IIE'raftuzymab Related
" . vascular necrosis mtansine
i gi =73 LK (Trastuzumab-
AR I S SR MCC-DML1)
¥ O HERZ B LR MCN1554954(~) | Trastuzumab | ot
,;"‘i.f»bjl,l,b;‘-g H H
Gl F/ IR Dislocated left hip Related
TRASTUZUMAB ‘
o | |
Related
TRASTUZUMAB * infection (Trastuzumab-
LS BB R 2 e MCC-DM1)
AT >
MCN1612260(%~) Trastuzumab | Not
URTI Emtansine Related
(Trastuzumab-
MCC-DM1)
MCN1625183(4~) Trastuzumab | Not
Drug-induced Emtansine Related
cardiomyopathy (Trastuzumab-
MCC-DM1)
MCN1623320(4~) Trastuzumab | Related
Cerebral arterial Emtansine
aneurysm (Trastuzumab-
MCC-DM1)
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5 Trastuzumab » 75 %
Her2§ 1 {45 Jiseh%
CVELE U P RN
ﬁf—'%"—i‘?#"gﬁ 48 \5"_%%;3;

s

YSCC/IRB 3+ _
5 KFSYSCC/ ¥ £ 2o g Suspected Causality
B E LA ERE =S Drug
6 20090525B/B022227 w2 ¥ | MCN1599617(Fu-1) | Trastuzumab | Not
A P s %Eﬂg Cer_ebrovascular Related
_ 8 s _ accident
RN S T
LR R AT MCN1554954(4-) | Trastuzumab | Not
MRS Dislocated left hip Related
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HHp 2[R A
o P R E A AT
W2 A it g
TeR 2. 4 7 fm e
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B

P

106394(Fu-1)(Fu-2)
Venoocclusive liver
disease

, KFSYSCC/IRB 3R . Suspected :
B =T N
IF =% PN L WEPE Drug Causality
7 | 20140113A/BMN 1% 5% | MCN:DE-2015- BMN673 Related
673-301
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