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CMUH105-
REC3-121

2017/10/5

PDM-KR-2
0170101

INITIAL

#1) ONO-4538
vs. Placebo
(Code not
broken)

#2 ) oxaliplatin
(OXALIPLATI
N) Injection
#3)
capecitabine
(CAPECITABI
NE) Tablet

Sudden death [Sudden
death]

CMUH105-
REC3-121

2017/10/3

PDM-KR-2
0170102

INITIAL

#1) ONO-4538
vs. Placebo
(Code not
broken)

#2 ) oxaliplatin
(OXALIPLATI
N) Injection
#3)
capecitabine
(CAPECITABI
NE) Tablet

leus [lleus]

2,3

CMUH105-
REC3-121

2017/10/5

PDM-KR-2
0170101

follow up
1

#1) ONO-4538
vs. Placebo
(Code not
broken)

#2 ) oxaliplatin
(OXALIPLATI
N) Injection
#3)
capecitabine
(CAPECITABI
NE) Tablet

Sudden death [Sudden
death]
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#1) ONO-4538
vs. Placebo
(Code not
broken)
#2 ) oxaliplatin
CMUH105- PDM-KR-2[follow up
4, 2017/10/3 (OXALIPLATI lleus [lleus] 23 | A
REC3-121 0170102 1
N) Injection
#3)
capecitabine
(CAPECITABI
NE) Tablet
Multi-organ failure
CMUH105- 201700117 S-649266 Liver disorder
5. 2017/10/29 initial 1 A
REC3-058 0 LINEZOLID |Disseminated Intravascular
Coagulation
Multi-organ failure
CMUH105- 201700117 [follow up S-649266 Liver disorder
6. 2017/10/26 ) ) 1 A
REC3-058 0 1 LINEZOLID |Disseminated Intravascular
Coagulation
Multi-organ failure
CMUH105- 201700117 [follow up S-649267 Liver disorder
7. 2017/10/26 ) ) 1 A
REC3-058 0 2 LINEZOLID |Disseminated Intravascular
Coagulation
sepsis due to gangrene of
#1) MK-3475
) fournier [Necrotising
CMUH105- 1711JPNO1 |Followup | (pembrolizumab
8. 2017/10/18 fasciitis] 123 A
REC3-093 2368 13 ) ) o
hepatic cytolisis
#2 ) AXITINIB o
[Hepatocellular injury]
sepsis due to gangrene of
#1) MK-3475 ) -
) fournier [Necrotising
CMUH105- 1711JPNO1 |Followup | (pembrolizumab
9. 2017/10/18 fasciitis] 123 A
REC3-093 2368 14 ) ] o
hepatic cytolisis
#2 ) AXITINIB o
[Hepatocellular injury]
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Worsening of
hyperglycemia
#1) MK-3475 )
) [Hyperglycaemia]
CMUH105- 1712BRAO [Followup [ (pembrolizumab
10. 2017/11/14 Hyperkalemia 23 | A
REC3-093 03053 17 ) ]
[Hyperkalaemia]
#2 ) AXITINIB
Hyperkalemia
[Hyperkalaemia]
#1) MK-3475
(pembrolizumab ]
CMUH105- 1711JPNO1 |Followup Drug eruption [Drug
11. 2017/11/26 ) ] 23 [ A
REC3-093 2368 9 eruption]
#2 ) AXITINIB
#3) BAKTAR
Sustained ventricular
tachycardia [Ventricular
tachycardia]
Multi organ failure
[Multiple organ
dysfunction syndrome]
#1) MK-3475
heart failure [Cardiac
CMUH105- 1712JPNOO |Followup | (pembrolizumab
12. 2017/12/16 failure] 23 [ A
REC3-093 9077 20 )
Paroxysmal
#2 ) AXITINIB )
supraventricular
tachycardia
[Supraventricular
tachycardia]
Chronic Kindne disease
[Chronic kidney disease]
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Sustained ventricular
tachycardia [Ventricular
tachycardia]
Multi organ failure
[Multiple organ
dysfunction syndrome]
#1) MK-3475
_ heart failure [Cardiac
CMUH105- 1712JPNOO |Followup | (pembrolizumab
13. 2017/12/16 failure] 23 | A
REC3-093 9077 21 )
Paroxysmal
#2 ) AXITINIB )
supraventricular
tachycardia
[Supraventricular
tachycardia]
Chronic Kindne disease
[Chronic kidney disease]]
Injection acute reaction,
2017SA113(follow up )
14. | CMUH106- | 2017/6/20 071 6 SAR650984 Hyperglycaemia, 23 [ A
REC3-031 Pneumonitis
Injection acute reaction,
2017SA113(follow up )
15. | CMUH106- | 2017/6/20 071 ; SAR650984 Hyperglycaemia, 23 [ A
REC3-031 Pneumonitis
2017SA126 [follow up ) ]
16. | CMUH106- | 2017/7/8 152 3 SAR650984 Febrile neutropenia 2,3 A
REC3-031
CC-4047(POM
PROBABLE HEART
ITA-20170 [follow up| ALIDOMIDE),
17. | CMUH106- | 2017/2/26 ATTACK (Heart attack, 1 A
29487 1 |VELCADE(Bort o _
REC3-031 ] Myocardial infarction)
ezomib)
MEDI4736
ITA-20170 [follow up| (durvalumab),
18. | CMUH106- | 2017/3/17 Cholelithiasis 2371 A
38571 5 CC-4047(POM
REC3-031
ALIDOMIDE)
Injection acute reaction,
2017SA113|follow up )
19. | CMUH106- | 2017/6/20 071 o SAR650984 Hyperglycaemia, 23 [ A
REC3-031 Pneumonitis
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Sepsis, Influenza,
2016SA056 |follow up Dehydration, Cellulitis,
20. | CMUH106- | 2016/3/22 SAR650984 23 [ A
226 16 Neutropenic infection,
REC3-031
Pneumonia
2017SA079|follow up )
21. | CMUH106- | 2017/4/26 a1 3 SAR650984 Hyperglycaemia 23 [ A
REC3-031
Sepsis, Influenza,
2016SA056 |follow up Dehydration, Cellulitis,
22. | CMUH106- | 2016/3/22 SAR650984 23 [ A
226 17 Neutropenic infection,
REC3-031 .
Pneumonia
2017SA079|follow up )
23. | CMUH106- | 2017/4/26 a1 A SAR650984 Hyperglycaemia 23 [ A
REC3-031
MEDI4736
ESP-20170 i (durvalumab), . . .
24. | CMUH106- | 2017/8/17 Initial Respiratory infection 1,23 A
806172 CC-4047(POM
REC3-031
ALIDOMIDE)
MEDI4736
ESP-20170 [follow up| (durvalumab), ) ) )
25. | CMUH106- | 2017/8/17 Respiratory infection 1231 A
806172 1 CC-4047(POM
REC3-031
ALIDOMIDE)
2017SA079|follow up )
26. | CMUH106- | 2017/4/26 a1 . SAR650984 Hyperglycaemia 23 [ A
REC3-031
2017SA171| _ _
27. | CMUH106- | 2017/9/11 161 Initial SAR650984 Infusion related reaction | 2,3 A
REC3-031
CC-4047(POM
HOSPITALISATION DUE
ALIDOMIDE),
TO SUSPICION OF
POL-20170 DEXAMETHA
28. | CMUH106- | 2017/9/9 Initial PNEUMONIAE AND 1,3 A
902961 SONE
REC3-031 SKIN CHANGES
ORAL(DEXAM

ETHASONE)

(Pneumonia, Skin disorder)
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2017SA079(follow up ]
29. | CMUH106- | 2017/4/26 a1 6 SAR650984 Hyperglycaemia 23 [ A
REC3-031
2017SA171|follow up . )
30. [ CMUH106- | 2017/9/11 161 L SAR650984 Infusion related reaction | 2,3 | A
REC3-031
PNEUMONIA
CC-4047(POM
(S.AUREUS)
ESP-20170 [follow up| ALIDOMIDE),
31. [ CMUH106- | 2017/5/31 (Staphylococcus aureus | 1,23 A
806172 2 MEDI4736
REC3-031 pneumonia, Pneumonia
(durvalumab)
staphylococcal)
CC-4047(POM
ESP-20170 ALIDOMIDE),
32. | CMUH106- | 2017/9/15 Initial Death from unknown cause| 1 A
906094 MEDI4736
REC3-031
(durvalumab)
2017SAL171|follow up ] ]
33. [ CMUH106- | 2017/9/11 161 ) SAR650984 Infusion related reaction | 2,3 | A
REC3-031
Hypertension, Platelet
2017SA182 »
34. [ CMUH106- | 2017/9/21 - Initial SAR650984 count decrease, acute (2,47 A
REC3-031 pulmonary edema,
MEDI4736
ESP-20170 [follow up| (durvalumab),
35. [ CMUH106- | 2017/9/15 Death from unknown cause| 1 A
906094 1 CC-4047(POM
REC3-031
ALIDOMIDE)
Infusion related reaction,
invasive fungal infection
due to mucormycosis
fungus, PULMONARY
2017SA113(follow up
36. [ CMUH106- | 2017/6/20 071 9 SAR650984 MUCORMYCOSIS 23 [ A
REC3-031 (Mucormycosis),
worsening hyperglisemia,
hyperglycemia
(Hyperglycaemia)
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2017SA171|follow up ] ]
37. | CMUH106- | 2017/9/11 161 3 SAR650984 Infusion related reaction | 2,3 A
REC3-031
Hypertension, Platelet
2017SA182|follow up count decrease, acute
38. | CMUH106- | 2017/9/21 SAR650984 2371 A
255 1 pulmonary edema,
REC3-031 .
cytobacter sepsis
CC-4047(POM
ITA-20170 [follow up| ALIDOMIDE),
39. | CMUH106- | 2017/2/26 Death from unknown cause| 1 A
29487 2 VELCADE(Bort
REC3-031 .
ezomib)
CARDIAC ARREST,
ACUTE RESPIRATORY
CC-4047(POM
FAILURE, SEPSIS,
USA-20160 ALIDOMIDE),
40. | CMUH106- | 2016/3/25 Initial ) HYPERGLYCEMIA, 123 A
37506 Bortezomib(BO
REC3-031 GASTRIC
RTEZOMIB)
HEMORRHAGE,
ABDOMINAL PAIN
2017SA183|follow up )
41. | CMUH106- | 2017/9/20 505 ) SAR650984 Infection pneumopathy 2,3 A
REC3-031
2017SA171|follow up ] ]
42. | CMUH106- | 2017/9/11 161 A SAR650984 Infusion related reaction 2 A
REC3-031
Hypertension, Platelet
count decrease, acute
2017SA182|follow up ]
43. | CMUH106- | 2017/9/22 - ) SAR650984 pulmonary edema, sepsis |2,3,7| A
REC3-031 due to catheter related
infection
2017SA171|follow up . ]
44, | CMUH106- | 2017/9/11 161 . SAR650984 Infusion related reaction 2 A
REC3-031
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Hypertension, Platelet
count decrease, acute
2017SA182(follow up ]
45, | CMUH106- | 2017/9/22 - 3 SAR650984 | pulmonary edema, sepsis [2,3,7| A
REC3-031 due to catheter related
infection
CC-4047(POM )
Pneumonia staphylococcal,
ESP-20160 [follow up| ALIDOMIDE),
46. | CMUH106- | 2016/9/7 Staphylococcal 12,3 A
93097 1 VELCADE(Bort
REC3-031 ) bacteraemia
ezomib)
CC-4047(POM
ALIDOMIDE),
POL-20170(follow up| DEXAMETHA | Suspicion of pneumonia
47. [ CMUH106- | 2017/9/9 ) 13 A
902961 1 SONE and skin changes
REC3-031
ORAL(DEXAM
ETHASONE)
SEPSIS,
2017SA186 -
48. [ CMUH106- | 2017/9/26 858 Initial SAR650984 HYPERPYREXIA, 23 [ A
REC3-031 ANEMIA
2017SA207 . Bacteriemia Lysteria,
49. | CMUH106- | 2017/10/19 Initial SAR650984 ] 123 A
846 bacteremia
REC3-031
#1) MK-3475
Study (Code not
broken)
CMUH106- 1802GTMO| Follow #2) febrile neutropenia [Febrile
50. 2018/2/2 ] 1231 A
REC3-078 02097 up 6 CISPLATIN neutropenia]
#3)
5-FLUOROUR
ACIL
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#1) MK-3475
Study (Code not )
post tranfusion purpura
broken)
[Post transfusion purpura]
CMUH106- 1802USA0 » #2) )
51. 2018/1/26 Initial Malignant neoplasm 23 | A
REC3-078 00629 5-FLUOROUR ) )
progression [Malignant
ACIL
neoplasm progression]
#3)
CISPLATIN
#1) MK-3475
Study (Code not
broken)
CMUH106- 1802GTMO| Follow #2) febrile neutropenia [Febrile
52. 2018/2/2 1.23] A
REC3-078 02097 up 7 CISPLATIN neutropenia]
#3)
5-FLUOROUR
ACIL
(LRI FRPH -
ey FFHEFRFTA
A % & § % FE 1Y
o g o iR 'f R V-
EED
1. | CMUH106-REC3-150 | % f.t5 | *P % - % %4k % % :Mock Case Report
Form_\Version 3.0_Effective Date: 07 Feb 2018
(2% 2P4#2]
* IR & ;?7}76- : LDK378
THIFLYPF 201704 01 p x 2017
#0977 30p
[ 7 ¢ wid 57 &) Investigator Notification
2. | CMUH104-REC3-102 %ﬁ,fﬁ *Z g p 12017 & 06 * 28 p
CEFE-EEED
*5 A Edition 10
*p Hp 12017 £ 06 " 12 p
CEFE-EEED
*5 A @ Edition 11
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4 final

CMUH105-REC3-026

L
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o

[ 244r2 ]
14V_Baricitinib_LY3009104_INV_LL_11 (05-Jun-
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Baricitinib (LY3009104)
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58k
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*RERE S AL L Ipatasertib
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*AxnGEpE 201827 8p

[ % 2148 E]

*R%EP LA Ipatasertib

*E rMAFLEEF 12017287 9p 3 2018 &
21" 8p
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