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e A
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1

WEPE

Suspected Drug

Causality

20151028A/MK3475-158
- AR T AL

B & & * Pembrolizumab
(MK-3475):% 1% 55 B 144

P 2 TRk R
(KEYNOTE 158)

pir

1612USA003006
(I,F-1-21)

Upper respiratory
infection

MK-3475

Not Related

1605USA000778
(1,F-1)

Elevated liver
enzymes

MK-3475

Related

1605USA000778
(I) Elevated liver
enzymes

MK-3475

Related

1611Nor014162
(I,F-1-2) Infectiom
perineum

MK-3475

Related

1605USA013546
(I)Disease
progression,
pneumonitis

MK-3475

Related

1611USA001072
(1,F-1-2-3)
Sepsis,acute kidney
injury

MK-3475

Related

1610USA014682
(I,F-1)Adeenal
insufficiency

MK-3475

Related

1611NOR007223
(F-1-2) Adeenal
insufficiency

MK-3475

Related

1612USA007644
(I,F-2)

Blood bilirubin
increase/jaundice

MK-3475

Related

1612FRA011830(I,F
-1)
Pericardial effusion

MK-3475

Related

1612ESP007361
(I,F-1-2)Diarrhea

MK-3475

Related

1701NOR002232(1,
F-1-2-3)
Acrteria bleeding

MK-3475

Unknow

1701NOR004431(1)

MK-3475

Unknow
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Thromboembolic
event

1607USA011504
(FU-3)Sepsis,hepato
biliary disorder

MK-3475

Not Related

1606 DNK002498
(FU-8)
Liver toxicity

MK-3475

Not Related

1608USA013780
(FU-6)Progression
disease

MK-3475

Unknown

16091SR002816
(FU-3-4)Pneumonia

MK-3475

Related

1609JPN001153
(FU-3)
Hyperglycemia

MK-3475

Related

1607NLD003430
(FU-5-6)Malaise ,w
orsening of anemia

MK-3475

NOT
Related

1607JPN000726
(FU-4)nause,gastroe
nteritis

MK-3475

Not Related

1605I1SR006892
(FU-6)Generalized
muscle weakness

MK-3475

Related

1607NLD009358
(FU-5)Dyspnea

MK-3475

Related

1607NLD009365
(FU-5)Worsening of
anema

MK-3475

Related

1607PHL003190
(FU-10-11-12)Acute
hepatitis B infection

MK-3475

Related

1607PHL003190
(FU-12) Acute
hepatitis B infection

MK-3475

Related

1607CAN011791
(FU-4-5)

Bilateral chest pain,
lower abdominal
pain

MK-3475

Related

1610JPN011027
(FU-2-3)Adrenal
insufficiency

MK-3475

Related
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AR
1609USA010907 MK-3475 Related
(I-FU-1-2) Adrenal
insufficiency
1610USA013378 MK-3475 Related
(FU-4) Cancer
related pain
1610FRA009623 MK-3475 Related
(FU-2) dyspnea
worsening
1611USA006233 MK-3475 Not Related
(F-1-2-3) Worsening
fatigue
1611CANO007986 MK-3475 Related
(FU-2-3-4) Left arm
weakness
1611FRA008265 MK-3475 Related
(F-2) Generalized
muscle weakness
2 | 20130603A/Y028322 | ¥I %38 | 200294005() Radium-223 | Randomizat
SIS W s %g iF Sternal fracture Dichloride VS \lgvr%skggt
- L sk . Placebo
poo AR 540140016(F-3) Radium-223 | Randomizat
45223 = % v 540 Anacemia Dichloride VS \',f/’QsCr?éjte
* 3% & R % (exemestane) Placebo broken
% gtk % (everolimus) ¥+ 120084004(F-1) Radium-223 %%”ggdfglzat
B A 2 R d Neutropen_lc sepsis, | Dichloride VS \t/)vr%skggt
2 ORRE PO A !ower'resplratory Placebo
, infection
M HER2 I4 2 ot 5 %
WIEBAR L H 20056001 (F-2) Radium-223 rancomizat
) kK Pneumonitis Dichloride VS | was not
S Placebo broken
390066002(1) Radium-223 ff)%”ggd”glzat
Acute kidney injury | Dichloride VS | was not
Placebo broken
140014005(F-1-2-3) | Radium-223 rancomizat
Anacemia, Dichloride VS | was not
thrombocytopenia | Placebo broken
SCC of skin
200034005(F-5) Radium-223 rancomizat
Encephalomyelitis, | Dichloride VS | was not
spinal compression | Placebo broken
fracture
140126001(F-1) Radium-223 Rancomizat
Pneumonia ,asthma | Dichloride VS | was not
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Placebo broken
200094001(1) Radium-223 %arl]ngggglzat
Alanine Dichloride VS | was not
aminotransferase Placebo broken
increase,Aspartate
aminotransferase
increase
010-019(1) Radium-223 %ar\]nggéglzat
Anacemia,infection | Dichloride VS | was not
pain,muscular Placebo broken
weakness,mental
status changes,fall
120020002 Radium-223 %%ngg(%lzat
(F-3-4-5-6) Dichloride VS | was not
Hypophosphataemia | Placebo broken
120024001(F-3-4) | Radium-223 ff)%nggdn;lzat
General physical Dichloride VS | was not
health deterioration , | Placebo broken
Anaemia
neutropenua,
haemoglobin
decreased
140013003(F-7) Radium-223 %%”gg(%lzat
Acute promyelocytic | Dichloride VS | was not
leukaemia Placebo broken
390042022(F-2) Radium-223 iFé&rl]nggOrllglzat
Anaemia, platelet Dichloride VS | was not
count decreased Placebo broken
390032018(F-2-3) Radium-223 %arl]ngggglzat
Infection in the L Dichloride VS was not
scapular lesion, Placebo broken
anemia, dizziness,
fatigue
200184002(1) Radium-223 %%nggorﬂglzat
Anaemia, atrial Dichloride VS | was not
fibrillation Placebo broken
240094006(F-1) Radium-223 %%nggorlglzat
Febrile neutropenia | Dichloride VS was not
Placebo broken
180076005(F-2) Radium-223 %%ngg(%lzat
Anaemia Dichloride VS | was not
Placebo broken
360016002(F-2) Radium-223 ff)%nggdn;lzat
Hyponatremia, Dichloride VS | was not
anorexia, anaemia | Placebo broken
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200184001 (F-1) Radium-223 Egggggguat
Acute cholecystitis, | Dichloride VS | was not
pancreatic Placebo broken
carcinoma
540140016(1,F-2) | Radium-223 ﬁggggggﬂat
Anaemia Dichloride VS | was not
Placebo broken
240094006(1) Radium-223 ff)%nggdn;lzat
Febrile neutropenia | Dichloride VS was not
Placebo broken
Quarterly summary | Radium-223 %%ng&rfglzat
report of SUSAR Dichloride VS | was not
01-Apr-2016 to Placebo broken
30-Jun-2016
Quarterly summary | Radium-223 %ar‘]nggorllglzat
report of SUSAR Dichloride VS was not
01-Jul-2016 to Placebo broken
30-Sep-2016
200184002(F-1) Radium-223 Randomizat
Dichloride VS | was not
Placebo broken
Pneumonia, atrial Radium-223 %%nggé‘glzat
fibrillation Dichloride VS | was not
Placebo broken
120084004(1) Radium-223 %%nggdnglzat
Neutropenic sepsis, | Dichloride VS | was not
lower respiratory Placebo broken
tract infection
510024007(1) Radium-223 ff)%nggdn;lzat
Squamous cell Dichloride VS was not
carcinoma Placebo broken
180024008(1) Radium-223 Randomizat
Anaemia Dichloride VS | was not
Placebo broken
140126001(1,F-1) | Radium-223 ff)%nggdn;lzat
Pneumonia, asthma | Dichloride VS was not
Placebo broken
3 | 20140113A/673-3016 w % 1% | 20160301420(F-5) BMN 673 Related
- I8 538 ~ B g %ggﬂ; Fever
Wap T}
R o v BMINGT3 0160601650(F-4) | BMN 673 Related

BFERIE 2 ok

SR EYEY T

Neutropenic fever,
Bartholing gland
cyst
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Bk 2 B2 8% 87 20161101844(1,F-1- | BMN 673 Related
ALE 2B LB o ] 2) Hospitalization
TeR 2. 4 78 e BRCA after investigation
R R iﬁ 5 % drug overdosage
20160301421(1,F-1- | BMN 673 Not
2-3-4) Related
Dyspnea, anemia
20161101850(1,F-1) | BMN 673 Related
Headache, fever
20161101856(1,F-1) | BMN 673 Related
Febrile neutropenia
20160901754(F-6) BMN 673 Related
Febrile neutropenia,
colitis, diarrhea,
sinus tachycardia
20161201875(1) BMN 673 Related
Mental status
impaired/abnormal
20161101901(1,F-1) | BMN 673 Related
Febrile neutropenia
201701019301(1) BMN 673 Related
Lung infection
Talazopairib 6 BMN 673 Related&
month Not
31-May-2016 to Related
30-Nov-2016
Dsur Number :6 BMN 673 Related&
01-Dec-2016 to Not
30-Nov-2016 Related
4 | 20160824A/MK3475-355 | %1% 3 | 1612MYS015238(1) | MK-3475study | Blinded,
S OTAE A S BT - %g i Apaem_ia, ,Jhypoalbu | (code not imf(_)rmatio
PR TIe Sy minemia broken) n Wlthheld
o z‘ /"_ ‘ 1611DNKO009227 MK-3475study | Blinded,
CRI SERR Ll T e (I-FU-1-2-3-4-5-6) | (code not imformatio
2 = LR R i Fever broken) n withheld
# Z& 4 Pembrolizumab 1612USA005227 MK-3475study | Blinded,
(MK3475) & 4 i+ 8 g5 52 (I,F-l_) Symptomatic | (code not imf(_)rmatio
G AL H anemia broken) n withheld
2% = B IRA R 1611MYS014030(1, | MK-3475study | Blinded,
(KEYNOTE-355) F-1-2-3) (code not imformatio
Febrile neutropenia | broken) n withheld
1612MYS015238(F- | MK-3475study | Blinded,
1-2) Staphylococcus | (code not imformatio
aureus lobar, broken) n withheld
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20140616A/B0O28408

_ f[}ﬁia}}f&/}ﬁa N - SPNRN
B s ey = B
Z o L fitrastuzumab
emtansine s *
pertuzumab £2 it & 7 jx
& * trastuzumab %
pertuzumab # i HER2
%ﬁ?&%ﬁiﬁﬁﬁ
B

P

pneumonia,

anaemia,hypoalbumi

nemia

1063682(F-2) Blinded Nor Related
Diarrhea, febrile Pertuzumab

neutropenia,

hypokalemia,

hypotension,

dehydration

1646540(1) Pertuzumab Not Related
Pancytopenia,

Leucocytopenia

1870197(F-1) Trastuzumab Not Related
Liver metastases

1862449(1.F-1) Trastuzumab Related
Platelet count Eemtansine

decrease

1844925(F-2) Blinded Related
Elevated liver Pertuzumab

enzymes

1863634(1,F-1) Trastuzumab Not Related
Tumor lesis

syndrome, acute

kidney injury

1863493(1) Trastuzumab Not Related
ST segment

elevation myo

cardial infarction

1859772(1) Trastuzumab Related
Platelet count Eemtansine

decrease

1860864 (F-1) Blinded Nor Related
Bowen’s disease Pertuzumab

1844925(F-3) Blinded Nor Related
ALT increase Pertuzumab

1866423(1) Pertuzumab Related
Cytokine release

syndrome

Six-monthly Pertuzumab Related &
SUSAR Not Related
08Jun2016-07Dec20
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1866408(1) Trastuzumab Related
Febrile neutropenia | Eemtansine
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portal hypertension

1867803(1) Trastuzumab Related
Platete count Eemtansine

decrease

1870197(1) Trastuzumab Not Related
Unknown cause of

death

1853487(1) Pertuzumab Not Related
Pyelonephritis

1867803(F-1) Trastuzumab Related
Platelet count Eemtansine

decrease

1544370(F-1) Trastuzumab Not Related
Pulmonary

thromboembolism

1872944(1) Trastuzumab Not Related
Internal bleeding Eemtansine

1864074(1) Trastuzumab Not Related
Hemophagocytic Eemtansine

syndrome,

osteonecrosis of jaw

1262789(F-1) Blinded Nor Related
Duodenal ulcer Pertuzumab

bleeding

1874173(1) Trastuzumab Related
Hepatic cirrhosis, Eemtansine
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