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20151028A/MK3475-158
- AR T AL
B —‘F% i# * Pembrolizumab

(K-3475)2% i 38 i 4+ 4
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1608FRA0001267
(DRight eye
retinopathy

MK-3475

Related

1608FRA006566
(DPericardial
effusion

MK-3475

Related

1608FRA000684
(FU-1-2)Hypersensit
ivity reaction

MK-3475

Related

1605USA013896
(FU-7-8-9-10)Worse
ning bil ateral
pleural effusion,
worsening small
bowel obstruction

MK-3475

Not
Related

1608USA007032
(I)Chest pain

MK-3475

Unknown

1607FRA00653
(FU-1)Bactrim
allergy suspission

MK-3475

Related

1608USA007032
(HSymptomatic
cholelithiasis

MK-3475

Related

1607USA012901
(I)Seizures

MK-3475

Unknown

1608FRA000684
(Hypersensitixity
reaction

MK-3475

Related

1607FRA000653
(HBactrim allergy
suspission

MK-3475

Related
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1607FRA005656 MK-3475 Related
(FU-1)Hospitalizatio

n for hepatitis

1607USA001903 MK-3475 Related
(FU-1-2-3-4)Ascites

1607USA011504 MK-3475 Not
(FU-1)Sepsis,hepato Related
biliary disorder

1606 DNK002498 MK-3475 Not
(H(FU-1) Related
Liver toxicity

1608ZAF000953 MK-3475 Related
(FU-1)Symptomatic

cholelithiasis

1608FRA012115 MK-3475 Related
(I)Dyspnea

1608BRA012967 MK-3475 Related
()Seizure

1608USA013780 MK-3475 Unknown
((FU-1-2)Progressi

on disease

16091SR002816 MK-3475 Related
(D(FU-1)Pneumonia

1606DNK003498 MK-3475 Related
(FU-2)Liver

toxicity, salmonella

infectuon

1608GBR012895 MK-3475 Related
(H(FU-1)Veno

osslusive disease

1608NLD013215 MK-3475 Related
(DColitis ulcerosa

1607ISR000574 MK-3475 Related
(FU-2)Worsening

dyspnea

1604USA017294 MK-3475 Related
(DRUQ pain due to

inflammatory

response

1609JPN001153 MK-3475 Related
(NDHyperglycemia

1609CANO000099 MK-3475 Unknow

(I)Left groin pain
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1609JPN003435 MK-3475 Related
(Dcongestive heart

failure

1607NLD003430 MK-3475 NOT
(FU-2)Malaise ,wors Related
ening of anemia

1607CANO005439 MK-3475 Related &
(DProctitis,diarrhea, NOT
worsening left lower Related
abdominal pain

1609NLD005148 MK-3475 NOT
(H(FU-1)Anal Related
haemorrhage

1607NLD005466 MK-3475 NOT
(FU-5)Subdural Related
hematoma

1607NLD008838 MK-3475 NOT
(Anal hemorrhage Related
1607USA011780 MK-3475 Not
(H(FU-1)Cancer Related
related pain,

shortness of breath

worsening

1607JPN000726 MK-3475 Not
((FU-1)nause,gastr Related
oenteritis

1607NLD002430 MK-3475 Related
(NH(FU-1)Malaise,wo

rsening anemia

1604RUS016609 MK-3475 Not
(FU-6-7-8)Anemia,s Related
hortness of breath

1607JPN000056 MK-3475 Related
(FU-2-3)Interstitial

pneumonia

16051SR006892 MK-3475 Related
(FU-3-4)Generalized

muscle weakness

1607DNK007883 MK-3475 Related
(FU-3)Liver

toxicity, salmonella

infection

1607NLD009358 MK-3475 Related
(FU-1)Dyspnea

1607NLD009365 MK-3475 Related

(FU-1)Worsening of
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anema
1607NLD001886 MK-3475 Related
(FU-1)Dizziness
1607CAN012004 MK-3475 Related
(FU-1-2-3-4)
4= )Hyperbilrubinae
mia,high ALT
1607PHL003190 MK-3475 Related
(FU-4-5-6-7)Acute
hepatitis B infection
1607USA001903 MK-3475 Related
(FU-2)
Ascites
1608FRA005656 MK-3475 Related
(FU-1)Pericardial
effusion
1607PHL003190 MK-3475 Related
(FU-5) Acute
hepatitis B infection
1608USA00842 MK-3475 Not
(HCholangiocarcino Related
ma, Abdominal pain
1607FRA003964 MK-3475 Related
(47 )Worsening of
anemia
1607NLD005466 MK-3475 Related
(FU-4)
Subdural hematoma
1608USA006041 MK-3475 Related
((FU-1)Anemia
2 20140616A/B0O28408 wl %1% | MCN1633828(1) Pertuzumab Not
- B e 5P ¥ g5 | Colitis kidney Related
Bl s gFeay = fE disorder
% > gutrastuzumab MCN1770209(FU-1 | Trastuzumab | Not
emtansine &5 * ) related
pertuzumab 22 it 5 7 ;% Preumonia
R trastuzumatf 23 aggravated
f;r;fzfr};ag o %HB,ER,Z MCN1808370(1) | Trastuzumab | Not
iy }%; LR Gastric ulcer Emtansine related
-7 MCN1811954(1) Trastuzumab Not
Pneumonia Emtansine related
Quarterly Trastuzumab Related &
Emtansine Not

(2016-02-22~2016-0
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A
8-21) related
MCN1824989(1) Trastuzumab Not
Dehydration related
MCN1821942(1) Trastuzumab Not
Hy’s law case Emtansine related
MCN1827804(1) Pertuzumab Not
Cardiac disorder Related
MCN1830525(1) Blinded Related
Arrhythmia Pertuzumab
MCN1829507(1)(FU | Pertuzumab Related
-1)Pancreatitis,muco
sitis
MCN1556983(1) Pertuzumab Related
Congestive heart
faile,acute kidney
failure,neutropenia
3| 20130603A/Y028322 | %1% 3 | 2016-064007(1) Radium-223 | Randomiz
5 - - ’ : Hyponatraemia Dichloride VS | was not
—HFE g | FE yp
. ?g Placebo broken
e 2015-481611(FU-4) | Radium-223 Randomiz
B FE Al Lk BB SR EA L ST 2 A ; . ation code
* R R T Dehydration, Dichloride VS | was not
223 - & e E R confusion state Placebo broken
§ % (exemestane) 2 & 2015-482879(FU-2) | Radium-223 Randomiz
ik (everolimus) ¥ & = Anaemia Dichloride VS \t/)vasknot
B P 5 BA 2 Placebo roken
ft e s g 2015-473539(FU-5- | Radium-223 | Randomiz
KL PR RESE 6)Pneumonia,neutro | Dichloride VS | was not
HER2 BR 4L ~ Jr t 5 < 48 penia Placebo broken
TR WA 2016-144190(FU-1- | Radium-223 Randomiz
w2 ;é,g 3)Spinal Dichloride VS | was not
compression fracture | Placebo broken
- - ium- Randomiz
2016 053_428(FU 2) Rz_adlum_ 223 ation code
haematuria Dichloride VS | was not
Placebo broken
- - ium- Randomiz
2016 0176_343(|)(FU Rgdlum_ 223 ation code
1)Worsening of Dichloride VS | was not
congestive heart Placebo broken
failure
- 2 ium- Randomiz
2016 11_6438(FU 2 Rz_:ldlum_ 223 ation code
3)Pyrexia and URTI | Dichloride VS | was not
Placebo broken
- ium- Randomiz
2016116909(FU 1) Rgdlum_ 223 ation code
Leukaemia Dichloride VS | was not
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broken

Placebo
2016-144190(1)(FU- | Radium-223 randomiz
1) Dichloride VS | was not
Anaemia Placebo broken
2016-154316(1) Radium-223 Randomiz
Liver function test Dichloride VS | was not
abnormal Placebo broken
2015-393652(FU-18 | Radium-223 Eggggg‘ivigg
-19)Gastric ulcer, L5 | Dichloride VS not broken
spinal fracture, Placebo
intermitten fever, ble
weakness,
worsening
dysphagia, altersd
mental status
2015-394983(FU-4) | Radium-223 Eggggg‘ivggg
Anaemia, Dichloride VS not broken
thrombocytopenia, Placebo
leucopenia
2016-137953(FU-2) | Radium-223 Eggggg‘ivggg
Blood phosphorus Dichloride VS not broken
decreased Placebo
2016-116009(Fu-3) | Radium-223 52’2‘3%2“3622
Acute promyelocytic | Dichloride VS not broken
Leukaemia Placebo
2016-1129507(1) | Radium-223 Randomizafi
Colitis ,dehydration | Dichloride VS not broken

Placebo
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