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Wit - /R RS

BN KFSYSCC/IRB HF A HERR Suspected Causality
St E LA A Drug
1 20151028A/MK3475-158 | %] % 1 | 1606FRA000460(4~) | MK-3475 Related

-3 Rm R AL ¥ (FU-1)Anoxia

2 —'F% iz * Pembrolizumab increase

(K-3475) 3= iz 3g Bl 12 2 1605JPN013533(FU- | MK-3475 Related

E R 2 1)(FU-2)(FU-4)

(KEYNOTE 158) Bullous pemphigoid
1606JPN003082(4~)( | MK-3475 Related
FU-1)Fever
1606JPN003978(4~) | MK-3475 Related
Renal disorder
1605USA013896 (4~) | MK-3475 Not
(FU-1) (FU-2) Related
(FU-3)(FU-4)(FU-5)
(FU-6)Worsening bil
ateral pleural
effusion, worsening
small bowel
obstruction
1604RUS016609(FU- | MK-3475 Not
1)(FU-2)(FU-3)(FU-4 Related
)(FU-5)Anemia,short
ness of breath
1605NOR006478(FU | MK-3475 Not
-2)Reduced general Related
condlition ,deteriorati
on
1604FRA010012(Fu- | MK-3475 Related
2)(F-3)(F-4)Diffuse
interstital pneumonia
1607JPN0O00056(%~) | MK-3475 Related
Interstitial pneumonia
1606FRA008637(FU- | MK-3475 Related
1)Myositis
1606JPN003978(FU- | MK-3475 Related
1)Fatigue
1606FRA004974(%~)( | MK-3475 Not
FU-1)Bilirubin Related
increased
1605JPN013533(FU- | MK-3475 Related
3)Erythema
multiforme
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1605ISR006892(FU-1 | MK-3475 Related
)(FU-2)Generalized

muscle weakness

1605ISR008947(FU-1 | MK-3475 Related
)Other serious

criteriazmedically

significant,blood

bilirunin increased

1606FRA008637(4~) | MK-3475 Related
Rhabdomyolysis

1607FRA007582(4~) | MK-3475 Unknow
Death

1607USA005600(FU- | MK-3475 Not
1)Weight loss Related
1607NLD005466(FU- | MK-3475 Related
1)(FU-2)(FU-3)Subdu

ral hematoma

1607DNK007883(%~) | MK-3475 Related
Liver toxicity,

salmonella infection

1607NLD009358(%~) | MK-3475 Related
Dyspnea

1607FRA007582(FU- | MK-3475 Not
1)Malignant Related
neoplasm progression

disease

1607NLD009365(4~) | MK-3475 Related
Worsening of anema

1607NLD001886(%~) | MK-3475 Related
Dizziness

1607JPNO00056(FU- | MK-3475 Related
1) Interstitial

pneumonia

1605TENO006461(FU- | MK-3475 Related
2)Apnea

1607USA001124(4~) | MK-3475 Related
Malignant neoplasm

progression

1605TWNO005130(FU | MK-3475 Related
-3)Pneumonia

1607USA011504(4~) | MK-3475 Related
Sepsis, hepatobiliary

1607CAN012004(%=) | MK-3475 Related

Hyperbilrubinaemia,h
igh ALT
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1607PHL003190(FU- | MK-3475 Related
1)(FU-2)(FU-3)Acute
hepatitis B infection
1607CANO0011791(#~ | MK-3475 Related
)Bilateral chest pain,
lower abdominal pain
1607USA001903(3~) | MK-3475 Related
Ascites
1607USA005600(4~) | MK-3475 Related
Weight loss
1607FRA005656(FU- | MK-3475 Related
1)Cytolyse,hepatite
1607USA005441(FU- | MK-3475 Not
1)Lung infection Related
1607PHL003190(%3~) | MK-3475 Related
Significant SAE
1607ISR000574(4~) | MK-3475 Related
Worsning dyapnea
1607FRA003964(4~) | MK-3475 Related
Worsening of anemia
1607NLDO005466(%) | MK-3475 Related
Subdural hematoma
1607USA005441 MK-3475 unknown
(47)Lung infection
1607FRA005656(%~) | MK-3475 Related
Cytolyse
2 20140616A/B0O28408 w)| %1% | MCN1763377(4~) Trastuzumab | Not
- BRERE A P s % i Shock Emtansine Related
B s ey = 838 MCN1609892(%~) Pertuzumab Related
B 0 v #trastuzumab Congestive heart
emtansine i * failure, Asthma
pertuzumab ¥ it & %2 aggravated,
# * trastuzumab * Respiratory infection
pertuzumab 5 HER2 MCN1703462(4) Blinded Related
P A3t & % o B Platelet count Pertuzumab
£ i decreased
Quarterly Trastuzumab Related &
(2015-02-22~2016-02 | Emtansine Not
-21) related
Quarterly Trastuzumab Related &
(2015-09-25~2016-03 | Emtansine Not
related

-24)
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MCN1707672(4~) Trastuzumab Not

Gastroenteritis, Emtansine related
\omiting

MCN1548652(FU-1) | Trastuzumab Not
Cerebral edema Emtansine related
MCN1767228(4~) Trastuzumab Not
Myocardial Emtansine related
infaraction, Tumor

bleeding

MCN1770209(%~) Pertuzumab Related
Pneumonia

aggravated

MCN1771329(%) Trastuzumab Not
Urinary tract infection related
MCN1775320(%) Pertuzumab Not
Supraventricular related

tachycardia

MCN1773528(%) Trastuzumab | Not
General Physical Emtansine related
health deterioration

MCN1774367(4~) Trastuzumab Not

Ataxia Emtansine related
MCN1773658(4~) Trastuzumab Not
Breast infection , Emtansine related
postoperative

hemorrhage

MCN1778012(%~) Trastuzumab | Related
Drug-induced Emtansine

hepatitis

MCN1675689(FU-2) | Pertuzumab Related
Constipation

MCN1775320(FU-1) | Trastuzumab | Not
Death, related
supraventricular
tachycardia

MCN1777930(%) Trastuzumab Not
Endometrial polyp related

MCN1773528(FU-1) | Trastuzumab Not

General physical Emtansine related
health deterioration

Quarterly Trastuzumab Related &
(08 December 2015 to | Emtansine Not

07 June 2016 related
Quarterly Trastuzumab Related &
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(08 June 2015 to 07 | Emtansine Not
June 2016 related
MCN1711834(%~) Trastuzumab | Not
Pneumonia Emtansine related
MCN1802713(%~) Blinded Not
Skin infection Pertuzumab Related
MCN161621(%) Pertuzumab Not
Enterocolitis Related
MCN1759199(FU-1) | Blinded Not
Thrombocytopenia Pertuzumab Related
MCN1736452(FU-1) | Pertuzumab Not
Electrocardiogram Related
repolarization

abnormality

MCN791723(FU-5) Pertuzumab Not
Gutaneous lupus Related
erythematosus

MCN1738312(%~) Blinded Not
Postural hypotensuon | Pertuzumab Related
MCN1324283(4~) Blinded Related
Heart failure Pertuzumab
MCN1490099(Fu-4) | Pertuzumab Not
Cholecystitis,blood Related
bilirubin

increased,pneumonia,

Aspartate

aminotransferase

increase

MCN1785367(%~) Pertuzumab Not
Pneumonia Related
MCN1274759(FU-6) | Trastuzumab Not
Renal failure,general | Emtansine related
physical

healthdeterioration,

catheter infection

MCN1780407(4~) Blinded Not
Acute cholecystitis, Pertuzumab Related
liver injury

MCN1789804(4~) Pertuzumab Not
Gastritis Related
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A
MCN1773528(FU-2) | Trastuzumab Not
Colon pneoplasm Emtansine related
MCN1780593(%~) Trastuzumab | Not
Pneumonia, edema Emtansine related
peripheral aggravated
3 | 20141217A/13Y-MC-JPB | %1% ¢ | AT201603002297 CDK4/6Arom | Blinded,
M %5 i (#7)Syncope atase vs informatio
L R Aromatase n withheld
R 6 T R o R
BA¥ RS 38 R% BE201512000649 CDK4/6Arom | Blinded,
o LM AT Y A Tk (FU-2)Dehydration atase vs info_rmatio
W o g g 3 Al Aromatase n Wlthheld
‘ NZ201511006094 CDK4/6Arom | Blinded,
(Anastrozole # (FU-2)Creatinine atase Vs informatio
Letrozole) & # increased Aromatase n withheld
L¥28%5219(~j§;CDK%/6 TW201508006539 CDK4/6Arom | Blinded,
PrlF)E & E <A (FU-1)Hyponatremia | atase vs informatio
e R R R AL Aromatase n withheld
HER2 P& ek 3740 3 & ES201505005766 CDK4/6Arom | Blinded,
MBS ER (FU-2)Alanine atase vs informatio
jﬁ TR g 4 BLE gmlotransferase Aromatase n withheld
[T insrease, Aspartate
’ aminotransferase
increase, bilirubin
increased
4 | 20140826A/Z100-01 4 2% | 201601119(%~) Z-100 Related
it R DI I %5 iF Acute gastroenteritis,
A~ PR~ R 3T B FnaLdy Mucosal
R A e s inflammation,urinary
e R pel-1002 % = tract infection
Ay
5 | 20130603A/Y028322 | 1% | 2016-118538(FU-1) | Radium-223 | Randomiza
N ST %55';5 Worsening anemia ||::>)|iCh|§ride VS \k/)vr%skggt
o el o acebo
PSRRI 2016014666(FU-2)(F | Radium-223 | Randomiza
R&-223 - F L g P u-3)(FU-4) Dichloride VS was not
* F & %% (exemestane) Cardiac arrest, Placebo broken
% & k% (everolimus) ¥t worsening right hip
B RAIE Y R salg Worsenifng_
e e iabetes, confusion,
A ‘PET; g‘%ﬁ urinary tract infection
L HERZ e dt~ I 5 < 2016-709726(FU-1) | Radium-223 Randormizati
WHES R e & T EH Febrile neutrpenia Dichloride VS not broken
Placebo
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Randomizati

2016-115417(FU-1) | Radium-223
. . on code was
Lung infection Dichloride VS not broken
Placebo
2016-116438(4 )(FU- | Radium-223 Eggggfg\iﬁgg
1) Pyrexia Dichloride VS not broken
Placebo
2015-424429(FU-14) | Radium-223 gggggg‘ivggg
General weakness, Dichloride VS not broken
chronic kidney Placebo
disease, poor oral
intake aggravation
anemia
2015-377374(FU-3) | Radium-223 c'?r?ré‘g‘ég‘\';gg'
Neutropenia Dichloride VS not broken
Placebo
2016-037006(FU-2) | Radium-223 gggggg'ivggg
Right lower extremity | Dichloride VS not broken
weakness Placebo .
2016-009820(FU-1) | Radium-223 Er?f(‘:g‘ég‘\';gg
Primary iridocyclitis, | Dichloride VS not broken
conjunctivitis Placebo
2016-088344(FU-1) | Radium-223 gﬁgggg"vggg
Pneumonitis Dichloride VS not broken
Placebo
2015-393652(FU-17)( | Radium-223 Randomizati
on code was
FU-18) Dichloride VS not broken
Gastric ulcer, L5 Placebo
spinal fracture,
intermitten fever, ble
weakness, worsening
dysphagia, altersd
mental status
2016-116666(4 )(FU- | Radium-223 Randomizati
on code was
1) Dichloride VS not broken
Worsening of general | Placebo
condition
2015-118563(FU-11) | Radium-223 Randomizati
) on code was
General physical Dichloride VS not broken
health deterioration, Placebo
upper respiratory tract
infection, pyrexia,
anaemia
2015-180200(FU-6) | Radium-223 Randomizati
] ] ] on code was
Haematuria Dichloride VS not broken
Placebo
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Randomizati

2016-115417(%) Radium-223
] on code was
Pneumonia Dichloride VS not broken
Placebo
2015-394983(FU-3) | Radium-223 gggggfgivggg
Anaemia, Dichloride VS not broken
thrombocytopenia, Placebo
leucopenia
2016-109726(4") Radium-223 gggggf:ivggg
Febrile neutropenia Dichloride VS not broken
Placebo
2016-137953(4) Radium-223 gggggg‘ivggg
Blood phosphorus Dichloride VS not broken
decreased Placebo
2016-131644(4 )(FU- | Radium-223 Eﬁgggg"vigg
1)Papillary thyroid Dichloride VS not broken
cancer Placebo
2016-050127(FU-2) | Radium-223 gggggmg
Asthenia Dichloride VS not broken
Placebo
2016-116009(Fu-2) | Radium-223 Eﬁﬁg%?ivﬁg
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