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Wit - /R RS

I =% KFSYSCC/IRB P*E A LR R Suspected Drug | Causality
N = 4
1 | 20151028A/MK3475-158 | %I % 3% | 1605USA013896 | MK-3475 Not
- AWM FHEE %5 iF (FU-11)Worsening Related

bil ateral pleural

B % & % Pembrolizumab effusion, worsening

(MK-3475):% 5 R iRl 142 small bowel
P ik 2 TRk iR obstruction
(KEYNOTE 158) 1607FRA00653 MK-3475 Related

(FU-3-4)Bactrim
allergy suspission

1608FRA000684 MK-3475 Related
(FU-3)Hypersensitix

ity reaction

1607FRA000653 MK-3475 Related

(I-FU-5)Bactrim
allergy suspission

1607USA001903 MK-3475 Related
(FU-5-6)Ascites

1607USA011504 MK-3475 Not
(FU-2)Sepsis,hepato Related
biliary disorder

1606 DNK002498 MK-3475 Not
(FU-4-5-6-7) Related
Liver toxicity

1608USA013780 MK-3475 Unknown
(FU-3-4)Progression

disease

1609ISR002816 MK-3475 Related
(FU-2)Pneumonia

1606 DNK003498 MK-3475 Related
(FU-3)Liver

toxicity, salmonella

infectuon

1608GBR012895 MK-3475 Related

(FU-21)Veno
osslusive disease

1608NLD013215 MK-3475 Related
(FU-1-2-3)Colitis
ulcerosa

1607ISR000574 MK-3475 Related
(FU-3-4-5)Worsenin
g dyspnea
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1604USA017294
(FU-1)RUQ pain
due to inflammatory
response

MK-3475

Related

1609JPN001153
(FU-1-2)Hyperglyce
mia

MK-3475

Related

1609JPN003435
(Fu-2)congestive
heart failure

MK-3475

Related

1607NLD003430
(FU-3-4)Malaise ,w
orsening of anemia

MK-3475

NOT
Related

1607NLD005466
(FU-6)Subdural
hematoma

MK-3475

NOT
Related

1607USA011780
(FU-5)Cancer
related pain,
shortness of breath
worsening

MK-3475

Not
Related

1607JPN000726
(FU-2-3)nause,gastr
oenteritis

MK-3475

Not
Related

1604RUS016609
(FU-9-10-11)Anemi
a,shortness of breath

MK-3475

Not
Related

16051SR006892
(FU-5)Generalized
muscle weakness

MK-3475

Related

1607NLD009358
(FU-2)Dyspnea

MK-3475

Related

1607NLD009365
(FU-2-3-4)Worsenin
g of anema

MK-3475

Related

1607CAN012004
(FU-6-7-8-9-10-11)
Hyperbilrubinaemia,
high ALT

MK-3475

Related

1607PHL003190
(FU-9)Acute
hepatitis B infection

MK-3475

Related

1607PHL003190
(FU-8) Acute
hepatitis B infection

MK-3475

Related
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1607NLD005466
(FU-7)
Subdural hematoma

MK-3475

Related

1608USA006041
(FU-2)Anemia

MK-3475

Related

1609USA011775
()Disease
progression

MK-3475

Related

1607CAN011791
(FU-1-2-3)
Bilateral chest pain,
lower abdominal
pain

MK-3475

Related

1606JPN003978
(FU-2)Fatigue

MK-3475

Related

1609FRA014346
(Dicterus

MK-3475

Related

1609USA014370
(Upper respiratory
infection, respiration
tract infection, back
pain

MK-3475

Related

1609USA014039
(edema limbs

MK-3475

unknown

1609GBR014355
(I1-FU-1) respiratory
infection,

MK-3475

Related

1609PHL012938
(D(FU-1-2-3)Comm
unity acquired,
pneumonia,
hypoalcemia

MK-3475

Related

1610JPN011027
(I-FU-1)Adrenal
insufficiency

MK-3475

Related

1610NOR011695(1-
FU-1-2)Increased
ALT -~ AST

MK-3475

Related

1607NLD009358
(FU-3-4)Dyspnea

MK-3475

Related

1609USA010907
(I-FU-1) Adrenal
insufficiency

MK-3475

Related
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1610USA013378
(I-FU-1-2) Cancer
related pain

MK-3475

Related

1610USA008465(1)(
FU-1) death for
unknown reason

MK-3475

unknown

1610USA008465
(1) death, Hip
fracture

MK-3475

unknown

1611CANO001227
(I) Weakness

MK-3475

Not
Related

1610AUS010379
(1) Generalised bone
pain, arthralgia

MK-3475

Not
Related

1611AUS001524
(DAcute renal
failure

MK-3475

unknown

1611AUS002441
(1) Lethargy

MK-3475

Related

1615NOR007303
(DAspartate
aminotransferase
increase,ileus

MK-3475

Related

1610CANO004954
(I) Constipation

MK-3475

unknown

1610NLD008247
(DWorsening of
plevic pain

MK-3475

unknown

1609USA005963
(I-FU-1) Alanine
aminotransferase
increase

MK-3475

Related

1610FRA009623
(I-FU-1) dyspnea
worsening

MK-3475

Related

1611AUS007181
(I-FU-1)Febril
neutropenia,
pancytopenia,

MK-3475

unknown

1611PRK005941
(I-FU-1)Alanine
aminotransferase

MK-3475

Related

1611USA006233
(I) Worsening

MK-3475

Not
Related
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Congestive heart
faile,acute kidney
failure,neutropenia

fatigue

1610CANO010136 MK-3475 Not
(I-FU-1-2)Hypercalc Related
emia, worsening L

lower back pain

1611USA007372 MK-3475 unknown
(I-FU-1)

Constipation

1611NOR007223 MK-3475 Related
(1) Adrenal

insufficiency

1611CANO007986 MK-3475 Related
(I-FU-1) Leftarm

weakness

1611FRA008265 MK-3475 Related
(1) Generalized

muscle weakness

1611USA009605 MK-3475 Related
(I-FU-1) Increase

blood bilirubin

1611DEU012758 MK-3475 unknown
(I) Progressive brain

metastasis with

edema

1608GBR012895 MK-3475 Related
(FU-3)veno

occlusive disease

MCN1770209(FU-2 | Trastuzumab Not

) related
Pneumonia

aggravated

MCN1808370(F-1) | Trastuzumab Not
Gastric ulcer Emtansine related
Quarterly Trastuzumab Related &
(2016-03-25~2016-0 | Emtansine Not
9-24) related
MCN1827804(F-1) | Pertuzumab Not
Cardiac disorder Related
MCN1556983(F-1) | Pertuzumab Related
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MCN1842950(1) Pertuzumab Related

Acute gastroenteritis

MCN1842885(l)(F- | Trastuzumab Related

1-2) Drug-induced | Emtansine

liver injury

MCN1842259(1) Pertuzumab Related

Atypical

pneumonia , lung

fibrosis,

cardiomyopathy,dys

pnea exacerbated,

Left heart failure

MCN1844925(1)(F- | Blinded Related

1)Elevated liver Pertuzumab

enzymes

MCN1845823(1) Blinded Related

Chest tightness Pertuzumab

MCN1420523(1) Blinded Related

Takotsubo syndrome | Pertuzumab

MCN1726047(F-1) | Trastuzumab Not

Upper related

gastrointestinal

hemorrhage

MCN1676474(F-4) | Blinded Not

Septic shock, Pertuzumab Related

pneumonia,

multiorgan failure,

Acute

gastroenteritis, acute

respiratory distress

MCN1854262(1) Blinded Not

Eunction liver Pertuzumab Related

abnormal, hyper

bilirubinemia

MCN1858040(1) Pertuzumab Related

Anaphylactic

reaction

MCN1738618(1) Pertuzumab Not

Bronchitis, Related

enterocolitis

MCN1856013(1) Trastuzumab Not
related
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Small for gestational
age, poor weight
gain neonatal, drug
exposure

MCN1860864(1) Blinded Not
Malignant Pertuzumab Related
melanoma
MCN1716308(F-1) | Trastuzumab Related
Pancolitis, febrilr
neutropenia
MCN1860275(1) Trastuzumab Not
Hearing impaired Emtansine Related
20130603A/Y 028322 ¥1% 3 | 140036002(1) Radium-223 ;?Qﬁ%@éé
—BE-EBF | FE Pneumonia Dichloride VS m%skggt
7N F R R ~ Placebo
P RAERGES 220046001(I)(F-1-2) | Radium-223 | Randomiz
PRS- T E Dehydration Dichloride VS | arba o
* 22§ K% (exemestane) Placebo broken
% J k% (everolimus) ¥f 360016002(F-2) Radium-223 Q?Qﬁ%@éé
PR A E Y HE kR Anacemia Dichloride VS m%skggt
EORp A N e LA Placebo
# HER2 A~ i i 5 =
ROHE M5 R & o
LR R ]
20141217A/13Y-MC-JPB | %1% 3% | ES201505005766(F- | LY2835219 ;?gﬁ%%é
M ¥ 1-2)Alanine Was not
broken

- A B
BRI HR Y 3 ik
R AR A TR
w o= pror 4] Al
(Anastrozole gt Letrozole)
£ A
CDK4/6 Fr|#) e &
SR RNEY Pl T i
F 14~ HER2 & ek 30
REESEIRRL
HEREFI S ARAY
R g ER) o

LY2835219( - #

aminotransferase
increased, Aspartate
aminotransferase
increased, Blood
bilirubin increased
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20160620A/FOT14-TW-4 | :f @ 4 | TW-AE-160902-FO | Pralaltrexate | Related
01 % 5 LOO1(F-4)

4o 4 P T Pneumonia, sepsis,

T B I g R febrile neutropenia

2250w~ BT e

Pralatrexateiz =

20150626A/A5481027 %] % 3% | Quarterly Palbociclib Related &
i S LA A R % fr 10-Jul-2015~09-Jan- Not

[ I R L 7 S 2016 related

% > 11 Palbociclib( T PR

CDKA4/6%r ] &) H *

LETROZOLE - +* =% &

A3+ LETROZOLE » 75

% £ ER(+) ~ HER2(-))%

AR PG RLES

Fr 2o I im i Lo g K

20140113A/673-3016 | ¥1% 1 | 20160801711(F-2-3) | BMN 673 Not

— I8 538 - Bl N %EFF Abscessed boil with Related
A AN N N fever

#ouEE o 1 iRBMNGT3

BFEES L F

L R ENEY

M f i R B

AL 2B A LB o T 7

e 2. 24 78 foPe BRCA

REREF Tk

201608é4A/MK3475-355 % % 13 | 1611DNKO009617 MK-3475 Blinded,
- SEAES A B % %ﬁgm (I-FU-1) Fever lr::formatl
AR ARSRL R SR withheld
EE R 1611DNK009227 | MK-3475 Blinded,
2z R R i (1-FU-1) Fever imformati
* Z % Pembrolizumab on
(MK3475) & & it 5 i 2 withheld
P S | IR - E:

2% Z U RAF &

(KEYNOTE-355)

20160603A/G0O29058 w| % 3% | Quarterly Taselisib Related &
o L RIS -0t %ggﬂ; (2)0(;[55-05-24"2016-1 tht ;
B A e 3 e
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%o+t o TASELISIB # »
FULVESTRANT # % &
#l# * FULVESTRANT
R R e

HER2 & 42 & #1037 2 4%
A5 EE SR 8 S R
X E A BT s ViR
WA EARRESE

jL

Quarterly
2015-05-24~2016-1
0-05

Fulvestrant

Related &
Not
related
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