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#1) MK-3475 septic shock [Septic
(pembrolizumab) shock]
#2) Bleeding on tumor
CMUH104- 1701TURO |Followup
1. 2017/1/6 CARBOPLATIN | [Tumour haemorrhage] |1.2.3| A
REC1-039 04794 38 )
#3) Patient's PEG hose out
5-FLUOROURA |[[Complication associated
CIL with device]
#1) .
Health Care associated
CETUXIMAB
42) Pneumonia [Pneumonia]
CMUH104- 1606PHLO1|Followup Afebrile Neutropenia
2. 2016/6/15 5-FLUOROURA ) 13 A
REC1-039 0987 8 CIL [Neutropenia]
Pulmonary Embolism
#3) .
[Pulmonary embolism]
CARBOPLATIN
#1)
CETUXIMAB
#2) osteomyelitis (bone
CMUH104- 1611ISR00 |Followup ) )
3. 2016/11/11 CARBOPLATIN infection) 13 A
REC1-039 7474 23 -
#3) [Osteomyelitis]
5-FLUOROURA
CIL
#1) MK-3475
(pembrolizumab)
#2)
CMUH104- 1608BRAO [Followup ) ]
4, 2016/8/4 CARBOPLATIN | Pneumonia [Pneumonia] | 2.3 | A
REC1-039 04922 20
#3)
5-FLUOROURA
CIL
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septic shock [Septic
shock]
#1) MK-3475 )
) acute renal failure [Acute
(pembrolizumab) ] o
kidney injury]
#2) CISPLATIN
platelet count decreased
CMUH104- 1602BRAO0 [Followup #3)
5. 2015/12/16 [Platelet count decreased]{ 1.2.3| A
REC1-039 06046 31 5-FLUOROURA )
neutropenia
CIL N -
eutropenia
#4) ]
hypokalemia
GRANULOKINE ]
[Hypokalaemia]
diarrhea [Diarrhoea]
Infusion related reaction
CMUH104- 1508USAO |Followup #1) )
6. 2015/8/25 [Infusion related 2.3 A
REC1-039 13409 6 CETUXIMAB ]
reaction]
#1) MK-3475
(pembrolizumab)
#2)
CMUH104- 1608BRAO [Followup ) ]
7. 2016/8/4 CARBOPLATIN [ Pneumonia [Pneumonia] | 2.3 A
REC1-039 04922 21
#3)
5-FLUOROURA
CIL
Hypotension
#1) MK-3475 [Hypotension]
(pembrolizumab) Pancytopenia
#2) [Pancytopenia]
CMUH104- 1610MY SO |Followup
8. 2016/10/5 CARBOPLATIN anemia [Anaemia] 2.3 A
REC1-039 03085 24 ) )
#3) febrile neutropenia
5-FLUOROQURA | [Febrile neutropenia]
CIL aspiration pneumonia
[Pneumonia aspiration]
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#1) MK-3475
(pembrolizumab)
CMUH104- 1604ESPO0 |Followup| #2 ) CISPLATIN febrile neutropenia
9. 2016/3/27 ) ] 23 [ A
REC1-039 3783 5 #3) [Febrile neutropenia]
5-FLUOROURA
CIL
pulmonary fibrosis
#1) MK-3475 [Pulmonary fibrosis]
(pembrolizumab) septicemia [Sepsis]
#2) Anemia [Anaemia]
CMUH104- 1605BRAO0 [Followup
10. 2016/5/10 CARBOPLATIN | Metastatic bone lesions | 2.3 A
REC1-039 07069 33
#3) [Metastases to bone]
5-FLUOROURA | Spinal cord compression
CIL [Spinal cord
compression]
CMUH105- 17121TAQO [follow up| #1) MK-3475
11. 2017/11/15 anemia [Anaemia] 2.3 A
REC1-102 9803 4 Study
CMUH105- 17121TAQO [follow up| #1) MK-3475
12. 2017/11/15 anemia [Anaemia] 2.3 A
REC1-102 9803 5 Study
CMUH105- 1712ITAQO [follow up| #1) MK-3475
13. 2017/11/15 anemia [Anaemia] 2.3 A
REC1-102 9803 6 Study
#1) MK-3475 hemodynamic failure
CMUH104- 1611FRAOQ | Follow | (pembrolizumab) | [Circulatory collapse] |1, 2,
14. 2016/11/10 ] ] - » A
REC1-118 07397 up 12 Solution for interstitial pneumonitis 3
injection, [Interstitial lung disease]
#1)
CAPECITABINE
(3475 _
pancytopenia
CMUH104- 1612ITA00| Follow [SOLUTION FOR )
15. 2016/12/9 [Pancytopenia] 1,31 A
REC1-118 6627 up 10 INJECTION ) )
sepsis [Sepsis]
STUDY)
(capecitabine)
Tablet,
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CMUH104- PRINIFO ACEBO RESPIRATORY
16. RECL-116 2018/10/16 | C-2018102 | initial BICALUTAMID » DISTRESS 2,3 A
4893(0)
E/PLACEBO SYNDROME
#1) INC424
(RUXOLITINIB)
Tablet
#2)
SANDIMMUNE
(CICLOSPORIN)
Unknown
#3)
ANTITHYMOCY Septic shock with
TE multiorgan Dysfunktion
IMMUNOGLOB | syndrome [Septic shock]
ULIN Septic shock with
- CMUH105- 2018/7/11 PHHO2018|follow up| COMP-AIM+ | multiorgan Dysfunktion 123| A
REC1-139 DE008250 6 (ANTITHYMOC | syndrome [Multiple
YTE organ dysfunction
IMMUNOGLOB syndrome]
ULIN) Unknown | Encephalopathy grade 4
#4) [Encephalopathy]
EXTRACORPOR
EAL
PHOTOPHERESI
S COMP-EXTR+
(EXTRACORPO
REAL
PHOTOPHERESI
S) Unknown
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Other Serious Criteria:
Medically Significant
Death [Death]
#1) INC424 Neutraphil count
(RUXOLITINIB) | decreased [Neutrophil
Tablet count decreased]
CMUH105- PHHO2018 #2) Alkaline phosphatse
18. 2018/8/15 initial 1 A
REC1-139 GB009793 GANCICLOVIR |increased [Blood alkaline
(NGX) phosphatase increased]
(GANCICLOVIR | Platelet count decreased
) Unknown [Platelet count decreased]
White blood cell count
decreased [White blood
cell count decreased]
#1) INC424
(RUXOLITINIB)
Tablet
#2)
MESENCHYMA
CMUH105- PHHO2017 [follow up| L STROMAL [Respiratory failure grade
19. 2018/3/6 12 [ A
REC1-139 JP017637 6 CELLS 4 [Respiratory failure]
COMP-MESE+
(MESENCHYMA
L STROMAL
CELLS)
Unknown
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20.

CMUH105-
REC1-139

2018/2/9

PHHO2018
DE002424

follow up
1

#1)
MYCOPHENOL
ATE MOFETIL
(MYCOPHENOL
ATE MOFETIL)

Unknown
#2)NO
TREATMENT
RECEIVED
NOMED (NO
TREATMENT
RECEIVED)

Unknown

Septic shock [Septic
shock]
Respiratory infection
[Respiratory tract

infection]

1,3

21,

CMUH105-
REC1-139

2018/1/4

PHHO2018
JP000770

follow up
4

#1) INC424
(RUXOLITINIB)
Tablet
#2)
METHYLPREDN
ISOLONE
(METHYLPRED
NISOLONE)

Idiopathic pneumonia
syndrome/progression of
idiopathic pneumonia
syndrome [Idiopathic
pneumonia

syndrome]

1,2

22,

CMUH105-
REC1-139

2018/3/23

PHHO2018
DE004239

follow up
8

#1) INC424
INC+TAB
(RUXOLITINIB)
Tablet
#2)
PREDNISOLON
(NGX)
(PREDNISOLON
E) Unknown
#3) CYMEVEN
(GANCICLOVIR

)

Sepsis grade 5 [Sepsis]

1,2
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23.

CMUH105-
REC1-139

2018/7/24

PHHO2018
DE009579

follow up
1

#1) INC424
(RUXOLITINIB)
Tablet
#2)
EXTRACORPOR
EAL
PHOTOPHERESI
S COMP-EXTR+
(EXTRACORPO
REAL
PHOTOPHERESI
S) Unknown
#3)
COMPARATOR
MYCOPHENOL
ATE MOFETIL
(MYCOPHENOL
ATE MOFETIL)
Unknown
#4)
CYCLOSPORIN
(Cyclosporin)

Unknown

Septic shock with

multiorgan dysfunction

syndrome [Septic shock]

Septic shock with

multiorgan dysfunction

syndrome [Multiple
organ dysfunction

syndrome]

1,2
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24,

CMUH105-
REC1-139

2017/10/11

PHHO2017
1T014322

follow up
4

#1)
EXTRACORPOR
EAL
PHOTOPHERESI
S COMP-EXTR+
(EXTRACORPO
REAL
PHOTOPHERESI
S) Unknown
#2 ) MEDROL
(METHYLPRED
NISOLONE)

Unknown

Septic shock [Septic
shock]
Dyspnea [Dyspnoea]

Staphylococcus aureus

infection [Staphylococcal

infection]

Pneumonia [Pneumonia]

1,23

25.

CMUH105-
REC1-139

2018/8/20

PHHO2018
ES009516

follow up
2

#1) INC424
(RUXOLITINIB)
Tablet
#2)
TACROLIMUS
(NGX)
(TACROLIMUS)
Unknown
#3)
VALGANCICLO
VIR (NGX)
(VALGANCICLO
VIR) Unknown
#4)
PREDNISONE
(NGX)
(PREDNISONE)

Unknown

Septic shock [Septic
shock]

1,23
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Other Serious Criteria:
Medically Significant
Death [Death]
#1) INC424 Neutraphil count
(RUXOLITINIB) | decreased [Neutrophil
Tablet count decreased]
CMUH105- PHHO2018|follow up #2) Alkaline phosphatse
26. 2018/8/15 1 A
REC1-139 GB009793 1 GANCICLOVIR |increased [Blood alkaline
(NGX) phosphatase increased]
(GANCICLOVIR | Platelet count decreased
) Unknown [Platelet count decreased]
White blood cell count
decreased [White blood
cell count decreased]
#1) INC424
(RUXOLITINIB)
Tablet
#2)
MESENCHYMA
- CMUH105- 2018/3/6 PHHO2017 [follow up| L STROMAL [Respiratory failure grade 12 A
REC1-139 JP017637 7 CELLS 4 [Respiratory failure]
COMP-MESE+
(MESENCHYMA
L STROMAL
CELLS)
Unknown
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28.

CMUH105-
REC1-139

2018/7/24

PHHO2018
DE009579

follow up
2

#1) INC424
(RUXOLITINIB)
Tablet
#2)
EXTRACORPOR
EAL
PHOTOPHERESI
S COMP-EXTR+
(EXTRACORPO
REAL
PHOTOPHERESI
S) Unknown
#3)
COMPARATOR
MYCOPHENOL
ATE MOFETIL
(MYCOPHENOL
ATE MOFETIL)
Unknown
#4)
CYCLOSPORIN
(Cyclosporin)

Unknown

Septic shock with

multiorgan dysfunction

syndrome [Septic shock]

Septic shock with

multiorgan dysfunction

syndrome [Multiple
organ dysfunction

syndrome]

1,2

29.

CMUH105-
REC1-139

2018/6/15

PHHO2018
AU007482

follow up
5

#1) INC424
(RUXOLITINIB)
Tablet
#2)
METHYLPREDN
ISOLONE
(METHYLPRED
NISOLONE)

Sepsis [Sepsis]

13
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Pneumocistis polmonitis
#1) INC424 [Pneumonia
CMUH105- PHHO2018|follow up INC+TAB pseudomonal]
30. 2018/2/13 1,231 A
REC1-139 IT002659 2 (RUXOLITINIB) | Worsening of respiratory
Tablet failure [Respiratory
failure]
#1)
EXTRACORPOR
EAL
PHOTOPHERESI| Septic shock [Septic
S COMP-EXTR+ shock]
CMUHL05. PHHO2017 |follow up (EXTRACORPO | Staphylococcus aureus
31. 2017/10/11 REAL infection [Staphylococcal| 1,2,3| A
REC1-139 1T014322 5
PHOTOPHERESI infection]
S) Unknown Pneumonia [Pneumonia]
#2 ) MEDROL Dyspnea [Dyspnoea]
(METHYLPRED
NISOLONE)
Unknown
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32.

CMUH105-
REC1-139

2018/9/10

PHHO2018
CA010238

initial

#1)INC424
(RUXOLITINIB)
Tablet
#2)
COMPARATOR
MYCOPHENOL
ATE MOFETIL
(MYCOPHENOL
ATE MOFETIL)
Unknown
#3)
TACROLIMUS
(TACROLIMUS)
Unknown
#4)
METHYLPREDN
ISOLONE
(METHYLPRED
NISOLONE)

Left lower lobe
consolidation [Lung

consolidation]

33.

CMUH105-
REC1-139

2017/10/11

PHHO2017
IT014322

follow up
6

#1)
EXTRACORPOR
EAL
PHOTOPHERESI
S COMP-EXTR+
(EXTRACORPO
REAL
PHOTOPHERESI
S) Unknown
#2 ) MEDROL
(METHYLPRED
NISOLONE)

Unknown

Septic shock [Septic
shock]
Staphilococcus aureus
infection [Staphylococcal
infection]
Pneumonia [Pneumonia]

Dyspnea [Dyspnoea]

1,23
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34.

CMUH105-
REC1-139

2018/9/10

PHHO2018
CA010238

follow up
1

#1)INC424
(RUXOLITINIB)
Tablet
#2)
COMPARATOR
MYCOPHENOL
ATE MOFETIL
(MYCOPHENOL
ATE MOFETIL)
Unknown
#3)
TACROLIMUS
(TACROLIMUS)
Unknown
#4)
METHYLPREDN
ISOLONE
(METHYLPRED
NISOLONE)

Left lower lobe
consolidation [Lung

consolidation]

35.

CMUH106-
REC1-147

2018/8/6

MOR208C
205-18-012
-PL

follow up
5

(DMORO00208
intravenous
(MOR00208)2
Idelalisib
(IDELALISIB)

Heart failure [Cardiac

failure]

1,2,

36.

CMUH106-
REC1-147

2018/7/23

MOR208C
205-18-010
-PL

Initial

(DMORO00208
intravenous
(MOR00208)2
Idelalisib
(IDELALISIB)

Septic shock [Septic
shock]

2,3

37.

CMUH106-
REC1-147

2018/7/23

MOR208C
205-18-010
-PL

follow up

(DMOR00208
intravenous
(MOR00208)®
Idelalisib
(IDELALISIB)

Septic shock [Septic
shock]

2,3
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CMUH105- 2018-19971 1.Death cause unknown
38. Unk Initial |PLACEBO (Code 1 A
REC1-094 7 [Death]
not broken) Tablet
FINERENONE or
CMUH105- 2018-19971 1.Death cause unknown
39. 2017/413 Initial [PLACEBO (Code 1 A
REC1-094 7 [Death]
not broken) Tablet
CMUH106- 2018-03245| Follow Filgotinib vs
40. 2018/3/3 [Renal infarction] 23 [ A
REC1-042 11 (2) up 2 Placebo
CMUH106- 2018-03245| Follow Filgotinib vs
41. 2018/3/3 [Renal infarction] 2,3 A
REC1-042 11 (3) up 3 Placebo
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1.Covering Letter
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10.
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1. [Ustekinumab Edition No 19 31 May 2018
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