A
?J%F#Fﬂié 2R E g iR
2015% & # 35 WiEmLEE & # . ﬁr

¢ :RpERY 1 2015#06% 03p [ 5 #3) T+ 15:00-16:25
gﬁﬁﬁtih:ﬁ¥i€€f*

DA R R TR E(R) AR R RGHR) B R  BUTI KR GHR)
mﬁ “FREE(T): mﬁa(vw» ﬁfs/%w» FrlwHn- 25T
MALR-FRE )R A

IR AR A
i AR R S S
RE R RT A B(131 ) B M A B (T4) T HRIA > o 2 3§ Ao

[(742(44) ~+B0GA) FRELAAGA)2FRLAGA) AL AGA)~mp L H(44)]

ERE
rHFIFRERR FE LA EREFS ﬁﬁﬁﬁﬁﬂ’ﬁ?ﬁﬁ?”ﬂﬁ@m

zﬁv

FEEAF TN —F TR

LEaX3RRIFIFHLEFFELAEFA R AFL AL o
QEBXFRBFLFEAIFA TR e MEPN o A MER ZFRRA T G M

BERGFHHIFLFH LA LG R G

47 EHEF LT B g o

S5Hu LR gk e @y

[%101.08.17% % ¥ % % 1010265129 5.4 4 s 72 A Mg GG AL [ § o2 F vy | %
~ ]

32

A ERERRII_13 4 AP
AR AR CFELAZAFEL

CERLE(F g RARF R IELE))

i
A

qx\ ~
/4
N\
\H-’
ez
|
e
&
K
RS
W R
=
=2
&
(‘ﬂ]’

(2015042 01p )gikresrgi ¥ 4RV AL A2 R B FF
2. 20141222A 375 % A—2 A F R F T A BRI R A TR R ,& H &R
B4R 2 e SR I 2 MBS | -5 2015.04.01 € Rk 2 B R S T RE B 0 ¢ 22015

£04% 21p %Eﬁi@ s P FET S o

3.2015& & A Ao ARG A pMP A > T XS 4517720152047 13p - f#F
I0F F ¥ 10416627125) 8% & &
RHERAEAARSPBHEP LA LB BHENLE -
“HREELERLFRLR  EATRUDE L AFRLER -

Page 1 of 14



15 i g

CEFREE
#E(-)
IRB % PE AL &*iﬁ
20150327A | #84 F BIRRTATIE pofph Y

A5 R GHR)

HEALR CHAE LR 25 v A

A BSR R

~hHELR - Eda LR

RrexrFail]
1-%?% %&#P”ﬂmB@%ﬂBQ%ﬁﬁ*”?%%£%$ﬁ$%%ﬂ’iﬁﬁ
;I%A xn-hp FEE Tu A *Ir;l;‘g& . ’F & ﬁp 181 L FIpN B o
FE(2)
IRB % |3 &1 FEAED
20150424A | 1% 3 F fF -HEZH R B o S FHERRER
TR 23 - F T EFET FE KRR
(exemestane) % & k& (everolimus) » ¥R X &
RE*FERAEBRL > P M RARS L
HER2IA 1~ R S S HBEIARE & F @5
2R3
flfaw: plEH4 R '
ASEREF HFRALR CHEGAH CRHELR TEELR SRR LR
HES =Y
[ReemFaa ]
[
BeEFEL(-)
IRB S5l | ++F 34 R
20111099A | % - = ¥ 7 FETHHS=ZDIrBERNS P FE
Bk - BRRE SFLY S BRER
IRBERY = HERE%
FlEwEr: & o
ASEPEF HFRLIR HAULR CGBHILE  FHEHLE L RFLR
[ReemFaa ]
1 #2442 RAEE Tika o
2. TRABPHRPFISRERF AR ERAFATFREBYRF T > TR F o
FTE(-)-ALBHAF X
IRB %k E R 3
20150331A R F "%l&&&%@@%ﬁﬁ@ﬂ“ﬁ
[A3]

Page 2 of 14




[
&)L BFEE 2
IRB %5 FHEAF LA
20150529A 32 B PR IR £ R B LS S B
oL EREETRES TS B
[A&]
T
()it AFES
IRB %5 ’L% = A R
20150306A FRIRA T/TRIE IPHEHSEFEL B 2
Lk § G AT
[A&]
T
Frk(e)-fi b 2 AWE %
IRB % %%Jw P hAe
20150402A g F /G R HRms M as e ik ¥
TSN SR B e
i S B
[+~ ?5%]
PR EFAR
AR(E )2 FEFRF
IRB %% %%;%& Eue
20150420A e A ATL SRR A T RR Y LB
FoApM FE 2 SEAL %P@'@F
[+~ ?5%]
PR EFAR -
FE()-HER ARG S
IRB %% E AL Eue
20150421A ME R FEE PR AR S IR R D
F& A 47
[+~ ?5%]
[ S A

Page 3 of 14




S

32 )-f L2 AFE S

IRB 35t L4 A 2L aEp
20150309A R 4G %5 FFlw PP & B YR R B bR =
S d s AR R D
Tk B T
[ ?5%]
e L T
Brx(-)-H*FEFAR
IRB %% B TR #%%B
20141217A ¥l F i - RN B S A
#F‘F 5% 3PP RS 0 1 H héﬁ
f}ﬁﬁi’?é Iﬁﬁ’&-ﬁ& | &
(Anastrozoleé Letrozole) & &
LY2835219(- #&CDKA4/64r#]
A)E & EHX R SRR
5 X A~ HER2IA ek
MR FEHEIORRLS
HREFI S ApAYHRXE
>R
[ f;i’z]
FREETH -
IR SRR R
I~ € RERIE I (X3P A 1 2015/04/01~2015/06/02)
1P FL A PR 26% -
N KFSYSCC-IRB#5./3- % % 4 T Ak
B i

1 20110610A pEY &
i/?ﬂ- /T&;‘ ’E’%ltﬁ)"f—}vb‘)’['% %

2 20110705A i Ll A i
- RSB ‘Jz@“ﬁ?‘%ﬁ@%]ﬂﬂﬂ#% FHEX A4 %
SR T I T S A P w%&mxlmr
BVl E - RAaFMILREFER * Tarceva &2 I 13 &R ’3+
Tarceva 2_ J »x

3 20140113A IE: 2 PRt
3 B S FEEAR T e f P Rk %
o BMNGT73 7 JFEFE 2 ZE ek v B 5 3R 2 [ @A
A D XA B 2REB AR E e R AR
m*e BRCA ® % & —*5 3% &

4 20140616A FES: 2 N
- BB P B s Bl 2 % VR %

Page 4 of 14




A

5

trastuzumab emtansine & * pertuzumab £ v 8 5 & *
trastuzumab % pertuzumab iz HER2 I {4+ 54 J% 8, ﬁ z A B g et
5 20141225A/W029479 FES: 2 [ A
- 78 =iz Cobimetinib & * Paclitaxel i7 2 ## [+ = K5 % & H
EFF - MR EFFEL LT 2P AR BEY 2 E%
6 20141217A/13Y-MC-JPBM (IES: 3 &
- BN R c X EREE Y 3Rk @ LT H
% 58 = % T #& = 34 & (Anastrozole # Letrozole) & &
LY2835219(~ #& CDKA4/6 Fr4| &) & & & & inhim i 5 %
WM CHER2 ARG g S @S LSRR~ 2R ﬁ v
s :ﬁvgﬁ% FRERIEDECMEILR
2.2 %F L R AP E 4% o
5 KFSYSCC-IRB#n%/3- % &4 3 -2k
= a A
1 20080303A EJIESST 2 [
AR s PR Y s R D RISk SRR
o 2% #) HER2 1 (2.2 5L 5% # By g 43R Trastuzumab
£ & Docetaxel ¥+ Trastuzumab & & Docetaxel 2 Pertuzumab ¥t
Trastuzumab & & Pertuzumab %} Pertuzumab & & Docetaxel ;5 %
2 20100628B ik I
# "ﬂ)%flﬁﬁ PIHRAAY CATFIERBE I 2R
3 20130708A 5 4= 3
GRS A S o TR E PR ¥ X R SR FE Y
2] v R I SR R & A T
4 20140718A F R/ 3
:)%-:}i.gyﬁi%]‘%éﬁﬂl\ A 577?3’\—73}_“6 [y -y 5 E 5T
3.7 r X FAPEE1E
78 KFSYSCC-IRBM#5L/3+ % &4 Bl Ak
= a4
1 | 20140616A PIEW | FR
— fl;;ﬂgfﬁgév\ﬁa A - NN F;%?‘%Q;:H_ N %—‘:}i;ﬁ%ﬁiﬁp;}%“% y thii ;f.;-%
trastuzumab emtansine & * pertuzumab £ it £ 5 ;£ & * trastuzumab
% pertuzumab w5 HER2 B (£ 5 & 4 2 o & #f 24 2
Afep Prd 2 AF BUEF P A PHE £4E
IF = KFSYSCC-IRBM#5L/3+ % &4 Bl Ak
afFA
1 20140616A/B0O28408 IES: ] i

- BRSSP~ S ¢ s B s ey Z B sk o
# trastuzumab emtansine & * pertuzumab £2 i 8 F jx H *
trastuzumab % pertuzumab # i HER2 [ {4+ 54 & 8 'Ff SR TN ]

L e

Page 5 of 14




5.

}*Fg
G S R S Al R
7

7 KFSYSCC-IRB# 5/ % &4 >3 | A%

=% a4F A

1 | 20110224B/1200.98 PlER | FR
Bl ~ % 2 gk 0 @+ BIBW 2992 (afatinib) % v ¢ 24 i)

M2 i 84 2 HER2 30 ;% 7 ” HER2 18 & 4 .2 ﬁs%y (e
&

2 | 20110331B P12 | B R
LUX-54 % LB 3l ~ S48 4 2% = ) 385% - v #22 BIBW2992 &
+vinorelbine ¢ trastuzumab + vinorelbine ;5% - & & * trastuzumab
e Bk P iR A IR HER2 2 8 15 % B X

3 | 20140113A ' HEE A
- JE % 3E ~ FT Kiﬁ&/ﬂ\ga ~TE e S Y s RER L %

i BMNG73 27 ZF (75 % 2_ ZEde # *.“'f‘{z BoRIna i 2 [ A
&’“ﬁé@»ﬁlkEZﬁﬁﬁﬂfﬁﬂﬁkﬁiii@%
BRCA % % % F ik
4 | 20130604A PlER | FR
i A RN SN & *iéw%ﬂ%% % = H TRk Rk 0 AT k]
To 18 J,%Ij‘!_i L5 MR AR T 5RO T kT 2 HER2 BB
TR 0 R TRASTUZU MAB EMTANSINE 4=
TRASTUZUMAB * »tjis(s i B4 s /2 s 288 % > 14
6.1t %x I AP H E2% o
I KFSYSCC-IRB#%5/3+ & - - FE A | AR
= 5}5 A
20141015A P15 | FR
-HE 3 ER "‘:E‘.ﬁ“‘ﬁwlfﬂ}‘ﬂ‘Jrr**-“"'fiv"*ﬁ%;ﬁ%%’ ¥ %
o i CT-P6 &2 Herceptln "5 HER2 5 2% 3 54 & F caTi o4 2
b"i#;ﬂ’l;ll: ]V}}%(Z_ , ﬁ }%—l;;;—,% o js_.r}
20130710A B [
F R A e IR B R 2 EHGEFRE ]
T{FAIPFLAEIP IR HE4E o o
17 KFSYSCC-IRB#%./3+ % &4 k- TR -
= =2
20080303A /W020697 Pl | FR
A E s PR Y s R D RIS S AV B +n i
W > &5 99 HER2 B2 5 5 " e 4 0 3= Trastuzumab
£ # Docetaxel ¥ Trastuzumab £ & Docetaxel 2 Pertuzumab ¥+
Trastuzumab & & Pertuzumab #f Pertuzumab & & Docetaxel 7 %
20110705A/B025460 WL | FR
- WA B X ARERSMY R SRR 4G ]
FEES RS R AR B 2] e b )g'p(NSCLC)r B
ek - MadFE MR PF R * Tarceva £2 I 1 R Tarceva
2_ g
20090306A/B021977 Pl | B R
SR AR 5P s B ERE R E SR L TR B H L P
W 3% 4F 7 Trastuzumab ¢ 2 ¥ HER-2 4 B2z B 3Rei i) & i
# 3¢ 5% " ey A 02 Trastuzumab-MCC-DM1 #¢ Capecitabine &

Page 6 of 14




e

20

Lapatinib 2 Fi2 iok > A1 E2x%k 2% 24

4 | 20070329A/EGF103659 P2 | F
i * Lapatinib - Capecitabine /57 £ 7 ErbB2 if & £ ek 0 %
BT s A - AR R R R

Sk gk

8.5 7 wil driy d t K0% o
9.7 ~ 7 H ! £0% -
10.R BN % 214p 2 ¢ (Aot )
1L R ATH R T £ 42 5 C SOP36E S T & 2% 4 ~SFO6E T AR Z 44 E%F
‘f*z\'}'t MR Fcd SFO6THE S T A% A H L - SFOBBE # T & 2 4 Aol ke
~SFO69ZEF D& k2% b3 a4 SFOT0E - D 2Kz s A% wE 4 o

S TR

LF M50 E 5 dvi- g LFRE o R R R AR R L EFIHE 2
TErHAR R AE T PRI XA LT 0

bl xﬁa’ﬁ”&%é%%%ﬂﬁié%ﬂ CECERSICEIE JoX-7 - 2 Y Sy .

P O £ ERL G R L DR B G TR TR e A

B Bic %W?&%%,w.jta‘_ﬁ,;é BEARUIE 1acl SRR = IR —‘ﬁzﬂ:’{mm—ﬁﬁﬁf

AR F
e

g

ZIER/Z%a,QﬁA%Z'é’?F o EERRPR T RN LHE AR 20
’EFELFLAWWJ iﬁbé?ﬁ*ﬁ% S N EY TERCEEN L AN e
TRXERBAGIREFRELLLR ST D3HH

= \%’( g ‘Ei16];13,‘=25/,,\_]1 o

Page 7 of 14



BHEP % 2R

IF = KFSYSCC/IRB P+E A FERE Suspected Causalit
Y et B ## Drug y
1 20090306A/BO21977 | %) % 1 | MCN1562763(%") Trastuzumab | Related
TR A A A SN Y ¥ i Fatal pulmonary Emtansine
SRR RE ST thromboembolism (Trastuzumab
2 TR B R Rt 2 -MCC-DM1)
#% % 1§ 7 Trastuzumab MCN1571190(%~) | Trastuzumab | Related
g2 ¥ HER-2 % 15 Gram negative Emtansine
120k 3Ra P 2 i A5 sepsis (Trastuzumab
5 MR e 4 1 -MCC-DM1)
Trastuzumab-MCC-D MCN1544068(%~) Trastuzumab | Not
M1zt Capecitabine & & Paroxysmal Emtansine Related
Lapatinibz_ 7 i 5 palpitation (Trastuzumab
Ry Honk B g > -MCC-DM1)
e MCN1534367(%-) | Trastuzumab | Not
Confusional episode | Emtansine Related
(Trastuzumab
-MCC-DM1)
MCN1522302(%~) Trastuzumab | Related
Skin spider naevi Emtansine
(Trastuzumab
-MCC-DM1)
MCN1528277(4~) Trastuzumab | Not
Pneumonia Emtansine Related
(Trastuzumab
-MCC-DM1)
MCN1551652(4~) Trastuzumab | Not
Sepsis Emtansine Related
(Trastuzumab
-MCC-DM1)
MCN1549057(4~) Trastuzumab | Related
Pulmonary Emtansine
embolism (Trastuzumab
-MCC-DM1)
MCN1524723(4~) Trastuzumab | Not
Disseminated Emtansine Related
intravascular (Trastuzumab
coagulation -MCC-DM1)
MCN1333272(%~) Trastuzumab | Related
Fatal S-ast increased | Emtansine
(Trastuzumab
-MCC-DM1)
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MCN1374428(4~) Trastuzumab | Related
Breast infection Emtansine
MCN1436582(Fu-1) | Trastuzumab | Related
Heart failure Emtansine
(Trastuzumab
-MCC-DM1)
MCN1449065(4~) Trastuzumab | Related
Alteration of general | Emtansine
condition (Trastuzumab
-MCC-DM1)
MCN1341888(Fu-1) | Trastuzumab | Related
Cardiac Emtansine
decompensation (Trastuzumab
-MCC-DM1)
MCN1354745(Fu-1) | Trastuzumab | Related
Hallucination Emtansine
(Trastuzumab
-MCC-DM1)
MCN1354745(Fu-1) | Trastuzumab | Related
Hallucination Emtansine
(Trastuzumab
-MCC-DM1)
MCN1424456(Fu-1) | Trastuzumab | Related
Cerebral Emtansine
leukoencephalopath | (Trastuzumab
y -MCC-DM1)
MCN1479004(4~) Trastuzumab | Related
Lower respiratory Emtansine
tract infection (Trastuzumab
-MCC-DM1)
MCN1399643(%~) Trastuzumab | Not
Liver fibrosis Emtansine Related
infection (Trastuzumab
-MCC-DM1)
MCN1508334(4~) Trastuzumab | Related
Liver fibrosis Emtansine
(Trastuzumab
-MCC-DM1)
MCN1554209(%~) Obinutuzuma | Not
Productive cough, b(GA101) Related

reduced IGG of 5.2
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MCN1092263(4~) Rituximab Related
Hyperleukocytosis,
Synkope
MCN1558363(%~) | Trastuzumab | Not
Infection of _ Emtansine Related
subcutaneous tissue | (Trastuzumab
of I finger of right -MCC-DM1)
left foot
20121022A/BO21005 | eriszz2 | MCN1554209(%~) Obinutuzuma | Not
- B A e~ 30 %ggﬂ; Productive cough, b(GA101) Related
SN PR R, reduced IGG of 5.2
T TT TR TR FE MCN1092263(%-) | Rituximab Related
A AFL o n Hyperleukocytosis,
CD20F5 12 jfR i 1+ Synkope
2B s # = B
A 11GA101
(RO5072759) -
CHOP(G-CHOP) &
Rituximab i#+* CHOP
(G-CHOP) 2_ % i% i
B o _ru;ﬁgz_,t!:};;%;;:
20120920A/B0O21223 | ¢ 14 4¢, | MCN1554209(%~) Obinutuzuma | Not
o B = o e ¥ i Productive cough, b(GA101) Related
B AT ZE AL T SRS reduced IGG of 5.2
fie cPTRA 3E 0 FT L —
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A AR Ip Ry cnaLEp K
ERZER A &
= }é‘rvv)?:, A oy 1Y
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5072759) -# i &5
K 2 Rituximab #-# i+
Biel T &4F if%‘ﬁ
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e R e 2

=

Hyperleukocytosis,
Synkope
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20140113A/673-301 w2 1 | US-2015-105576(%~) | BMN 673 Related

— B R 3H S BT ¥ i Suspgct adverse

R A e s T (7 B reaction report

RN N T R

BMNG673¢2 ¥ FiPE

L EF e R 3

oLdp & /2 A Mg
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e 2 2 7R e

BRCA% % &  fhrc
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20140616A/BO28408 | %) % 3 | MCN1562763(%) Trastuzumab | Related

- B e 30 %ggﬂ; Pulmonary Eemtansine

s BT s ey thromboembolism

Z s VR MCN1562163(%~) Pertuzumab Not

trastuzumab Appendicitis Related

emtansine & * MCN1564306(4~) Trastuzumab | Related

pertuzumab ¥ i & B Non ST segment

& # * trastuzumab elevation myocardial

% pertuzumab #: infarction

HER2F 125" & & 4 % Quarterly Trastuzumab | Related

ELI - BEAE) - OE (2014-09-25~2015-0 & Not
3-24) related
MCN1288014(Fu-2) | Pertuzumab Related
Pneumonia
MCN1555167(%~) Trastuzumab | Related
Focal nodular
hyperplasia
MCN1559726(Fu-1) | Pertuzumab Not
Arrhythmia Related
MCN1568265(4~) Blined Related
Lung infection Pertuzumab
MCN1571190(4~) Trastuzumab | Related
Septicemia due to Eemtansine
gram-negative
organism,
unspecified
Quarterly Trastuzumab | Related
(2014-02-22~2015-0 | Eemtansine & Not
2-21) related
MCN1559128(%~) Blined Related
Atrioventricular Pertuzumab
block complete
MCN1560713(%~) Trastuzumab | Not
Dehydration Related
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MCN1558434(4~) Trastuzumab | Related
Sytemic
inflammatory
response syndrome
MCN1556986 (3~) | Trastuzumab | Not
(Fu-1) Depressed Eemtansine Related
level of
coNnsciousness
MCN1558363(%~) Blined Not
Subcutaneous Pertuzumab Related
infection
MCN1556437(%~) Pertuzumab Not
Cellulitis Related
MCN1559726(4~) Pertuzumab Not
Palpitation Related
MCN1488244(Fu-2) | Pertuzumab Not
Osteomyelitis ; Related
Gangrene
MCN1089208(Fu-2) | Pertuzumab Related
Atrial fibrillation
MCN1554571(4~) Pertuzumab Related
Platelet count
decreased
MCN1485274(4~) Pertuzumab Not
Urosepsis Related
MCN1552580(4~) Blined Related
Critical limb Pertuzumab
ischemia
MCN1553189(%~) Trastuzumab | Related
Sepsis ; Influenza
20130604A/B027938 9% 3% | MCN1558363(4~) Trastuzumab | Not
A FL s 5P B %Eﬂ; Infection of Emtansine Related
B AL 2 B subcutaneous tissue | (Trastuzumab
TR B AL A of I finger of right -MCC-DM1)
BB LG R left foot
AL E ANRT MCN1562763(%~) | Trastuzumab | Related
= 1 HERD 15 % o % Fatal pulmonary Emtansine
B 1t thromboembolism (Trastuzumab
TRASTUZUMAB -MCC-DM1)
EMTANSINE 4= MCN1571190(#~) Trastuzumab | Related
TRASTUZUMAB * ** jis Gram negative Emtansine
54 b o & sy v sepsis (Trastuzumab
-MCC-DM1)

% 2t
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Trastuzumab

MCN1544370(%~) Not
Thromboembolic Related
event
MCN1549057(4~) Trastuzumab | Related
Pulmonary Emtansine
embolism (Trastuzumab
-MCC-DM1)
MCN1541426(%~) | Trastuzumab | Not
Hypokalemia and Related
Hypomagnesemia
MCN1544068(%~) | Trastuzumab | Not
Paroxysmal Emtansine Related
palpitation (Trastuzumab
-MCC-DM1)
MCN1508334(%~) | Trastuzumab | Related
Liver fibrosis Emtansine
(Trastuzumab
-MCC-DM1)
MCN1551652(%~) | Trastuzumab | Not
Sepsis Emtansine Related
(Trastuzumab
-MCC-DM1)
MCN1528277(%~) | Trastuzumab | Not
Pneumonia Emtansine Related
(Trastuzumab
-MCC-DM1)
MCN1534367(%-) | Trastuzumab | Not
Confusional episode | Emtansine Related
(Trastuzumab
-MCC-DM1)
MCN1522302(%~) | Trastuzumab | Related
Skin spider naevi Emtansine
(Trastuzumab
-MCC-DM1)
MCN1539388(%~) | Trastuzumab | Related
Spider naevi Emtansine
(Trastuzumab
-MCC-DM1)
MCN1533142(%~) | Trastuzumab | Related
Pneumatosis of
gastric wall
MCN1552580(%~) | Trastuzumab | Related

Critical ischemia
right leg
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MCN1544370(4~) Trastuzumab | Not
Thromboembolic Related
Event

MCN1541426(4~) Trastuzumab | Not
Hypokalemia and Related
Hypomagnesemia

MCN1533142(4~) Trastuzumab | Related
Pneumatosis of

gastric wall
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