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14. | REC1-014( % 4 Ferapn W] koM EsEERATIY R %
CR-4) 7 F i RN N XD ;,% % 3% 4 ¢ 2019/02/18
INJ-55920839 % & #| £ %%
—B A
CMUH105- . BORMA AR LR AT
15. | REC1-020( FHR T 6z v Fk ik # 4 (Febuxostat, 2018102/ 23
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CR-2) wE R E ;;;‘: ) BE TR 5010/00123
16, | CMUHL05- | 8355 ¢ it it i x BB ¥ A 14 i ot | 2018/02/21
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REC1-116( e Bt~ B PR B 2R H B
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Wawed B T #HT o R
# 2 Gemcitabine & *
Carboplatin % — 4,5 % *
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CMUH105- "~ BARFEZE AR BF @Y AT
6. |FRECTO0C | oa | pagase | sg | ° R A ans
AR-2) ¥ jr ’ (Febuxostat, Feburic®) =
T TS A4
CMUH105- 5 %ﬁ%‘gi - 7511 CX-4945 & &H ¢ *
REC1-044( . ] o Gemcitabine % Cisplatin i®
7 Bk | FPLA PE | . .. | 2018/2/12
AR-3) e SRR ORR R - SUSR 2
R NEES>
CMUH105- QT E
g | RECL-084( 5 BALR | REL | P ERY AL e 2018/2/21
AR-3) ' BaieF | T d | Himaecy
43
CMUH105- - BiRAZ s BN
REC1-108( BT FHRER AT
AR-1) peg Pemetrexed 4% & % & *
T mpt | ADXS11-001 £ B s ¢
9 PN ﬁ;;f, + SR A F - MR 2018/2/12
B A B R A B2
B b AL~ e g R
FLpaL 2t
CMUH105- sy | B :i 2 f‘i'r_ﬁ;ﬁ»;%;‘i ol
REC1-129( -z . AT E AR
m.ARa i % Ag;f’ %ﬁi i&ﬂﬁ»&i#ﬁwﬁa 2018/2/23
' ¥ e
CMUH106- FIF F W CHEEE, PEBEZE
11. | REC1-046( 3%k e ~ (e g = & 2 EHRF a2 4P B | 2018/2/18
AR-1) ERES 1 " =Xy
CMUH102- NIRRT, ISR VANAS Cl - i B
REC1-125 ;;L;:g?;,}‘;f A& ;&ﬁ T i o f; 'g:»f/% 2018/02/13
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ERIBULIN
MESYLATE
(3475 septic shock [Septic shock]
SOLUTION Febrile Neutropenia
FOR [Febrile neutropenia]
1. | CMUH104- [ 2016/6/24 1O06PHLOL FU 12 INJECTION Worsening of pleural 2,31 A
REC1-118 o1 STUDY) effusion [Pleural effusion]
(eribulin Community acquired
mesylate) pneumonia [Pneumonia]
Solution for
injection,
107 &2 279p % 20 F > % 38 F
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MK-3475 hemodynamic failure
1611FRAOQ (pembrolizumab| [Circulatory collapse]
2. | CMUH104- | 2016/11/10 FU 08 1,3 A
07397 ) Solution for interstitial pneumonitis
REC1-118
injection, [Interstitial lung disease]
MK-3475
1712RUSO (pembrolizumab | unknown cause of death
3. | CMUH104- | 2017/12/5 FU 01 ) 1 A
10775 ) Solution for [Death]
REC1-118 S
injection,
ERIBULIN
MESYLATE
(3475
SOLUTION
FOR
1712RUSO unknown cause of death
4. | CMUH104- | 2017/8/16 FU 01 INJECTION 1 A
11310 [Death]
REC1-118 STUDY)
(eribulin
mesylate)
Solution for
injection,
ERIBULIN
MESYLATE
(3475
SOLUTION
FOR
1801DEU0 unknown cause of death
5. | CMUH104- | 2017/9/25 INITIAL| INJECTION 1 A
03659 [Death]
REC1-118 STUDY)
(eribulin
mesylate)
Solution for
injection,
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ALT increased [Alanine
aminotransferase
increased]
1701TURO |follow up MK-3475 AST increased [Aspartate
CMUH105- | 2017/01/23 ] 2.3
11979 23 study aminotransferase
REC1-102 ]
increased]
pleural effusion [Pleural
effusion]
#1) AC-220 or
Placebo (Code
not broken)
Pneumonia [Pneumonia]
CMUH105- DSU-2017-| Follow #2) o ]
2017/7/4 Septicemia by Candida | 1,3
REC1-069 123846 upl |CYTARABINE ) ] ]
albicans [Candida sepsis]
(AC-220 Study)
(CYTARABINE
) Infusion
CARDIAC ARREST
SECONDARY TO
VENTRICULAR
FIBRILLATION
#1)AC-220 or ) o
CMUH105- DSU-2017- . [Ventricular fibrillation]
8. 2017/10/28 Initial | Placebo (Code
REC1-069 151989 CARDIAC ARREST
not broken)
SECONDARY TO
VENTRICULAR
FIBRILLATION [Cardiac
arrest]
1.Pneumonia [Pneumonia]
2AGGRAVATION OF
FINERENONE | DIABETIC KIDNEY
CMUH105- 2017-16984| Follow | or PLACEBO DISEASE [Diabetic
2017/8/31 13 A
REC1-094 3 up 1 (Code not nephropathy]
broken) Tablet 3.Leukocytosis
[Leukocytosis]
4.Vasculitis [Vasculitis]
¥ 2 F % 38 |



PRFFAETARFRELERLE 4T FALRS
- BPER-ER¥Z= q%ﬁgﬁﬁ&
B % }_'kt:%ﬂz ¥4
AE S (FA P G 1 *AE R N
g |6 2y | ul N
FINERENONE
CMUH105- 2017-23501| Follow | or PLACEBO 1.hyperpotassemia
10. 2017/12/4 ] 2 A
REC1-094 3 up 1 (Code not [Hyperkalaemia]
broken) Tablet
dehydration [Dehydration]
pulmonary embolism
#1) [Pulmonary embolism]
PEMETREXED| increased ALT [Alanine
CMUH103- 1507CANO [Followup )
11. 2015/6/28 #2) aminotransferase 1.3 A
REC1-123 02349 3 )
CARBOPLATI increased]
N increased AST [Aspartate
aminotransferase
increased]
#1)
PACLITAXEL ] ]
CMUH103- 1707CHNO |Followup Septic shock [Septic
12. 2017/7/8 #2) 1231 A
REC1-123 01403 14 shock]
CARBOPLATI
N
hospital acquired
pneumonia [Pneumonia]
#1)
Possible cardiac
CARBOPLATI _ _
CMUH103- 1509MY SO | Followup arrhythmias [Arrhythmia]
13. 2015/9/16 N ) 1123
REC1-123 10743 10 4) Neutropenia [Neutropenia]
Oliguric renal failure
PEMETREXED _ B
[Acute kidney injury]
septic shock [Septic shock]
#1)
PEMETREXED | pulmonary infection [Lung
CMUH103- 1712CHNO |Followup
14. 2017/12/1 #2) infection] 2.3
REC1-123 11215 6
CARBOPLATI cough [Cough]
N
107 # 2% 27 p ¥ 23 % % 38 |
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#1)
PACLITAXEL ) )
CMUH103- 1801CHNO |Followup Anaphylactic reaction
15. 2018/1/5 #2) ) ) 2 A
REC1-123 02087 6 [Anaphylactic reaction]
CARBOPLATI
N
#1)
PEMETREXED ] ]
CMUH103- 1603PHLO1|Followup Acute Respiratory Distress
16. 2016/3/4 #2) ) ] 13 A
REC1-123 0410 4 [Respiratory distress]
CARBOPLATI
N
#1) MK-3475 Pancytopenia
(pembrolizumab [Pancytopenia]
) anemia [Anaemia]
#2) febrile neutropenia [Febrile
CMUH104- 1610MYSO0 |Followup )
17. 2016/10/5 CARBOPLATI neutropenia] 23 [ A
REC1-039 03085 17 )
N Hypotension
#3) [Hypotension]
5-FLUOROUR aspiration pneumonia
ACIL [Pneumonia aspiration]
#1) MK-3475 Pancytopenia
(pembrolizumab [Pancytopenia]
) anemia [Anaemia]
#2) febrile neutropenia [Febrile
CMUH104- 1610MYSO0 |Followup )
18. 2016/10/5 CARBOPLATI neutropenia] 23 [ A
REC1-039 03085 18 )
N Hypotension
#3) [Hypotension]
5-FLUOROUR aspiration pneumonia
ACIL [Pneumonia aspiration]
107 # 2% 27 p ¥ 24 7 % 38 |
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#1) MK-3475 Pancytopenia
(pembrolizumab [Pancytopenia]
) anemia [Anaemia]
#2) febrile neutropenia [Febrile
CMUH104- 1610MYS0| Follow
19. 2016/10/5 CARBOPLATI neutropenia] 23 | A
REC1-039 03085 up 19
N Hypotension
#3) [Hypotension]
5-FLUOROUR | aspiration pneumonia
ACIL [Pneumonia aspiration]
Other Serious Criteria:
Medically Significant
#1) ) )
pneumonia [Pneumonia]
CARBOPLATI )
N Neutrophil decreased
[Neutrophil count
CMUH104- 1701MEXO0| Follow #2)
20. 2017/1/18 decreased] 1.3 A
REC1-039 12708 up 22 |5-FLUOROUR )
White blood cell decreased
ACIL _
[White blood cell count
#3)
decreased]
CETUXIMAB N N
mucositis oral [Stomatitis]
dehydration [Dehydration]
#1)
CETUXIMAB
#2) .
Malignant neoplasm
CMUH104- 1802GBR0O » CARBOPLATI ) )
21. 2017/10/29 Initial progression [Malignant 1 A
REC1-039 00681 N | -
neoplasm progression
#3)
5-FLUOROUR
ACIL
107 # 2% 27 p ¥ 25 F % 38 |
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#1)
CETUXIMAB
#2) .
Malignant neoplasm
CMUH104- 1802GBRO| Follow | CARBOPLATI ) )
22, 2017/10/29 progression [Malignant 1 A
REC1-039 00681 up 1 N )
neoplasm progression]
#3)
5-FLUOROUR
ACIL
#1) MK-3475
(pembrolizumab . ]
) septic shock [Septic shock]
42) Bleeding on tumor
CMUH104- 1701TURO |Followup [Tumour haemorrhage]
23. 2017/1/6 CARBOPLATI ) 1231 A
REC1-039 04794 33 N Patient's PEG hose out
[Complication associated
#3) . .
with device]
5-FLUOROUR
ACIL
VENTRICULAR
#1) AC-220 or FIBRILLATION
CMUH105- DSU-2017-( Follow ) R
24, 2017/10/28 Placebo (Code | [Ventricular fibrillation] 2 A
REC1-069 151989 up 1
not broken) CARDIAC ARREST
[Cardiac arrest]
#1) AC-220 or
Placebo (Code
not broken)
CMUH105- DSU-2017-| Follow #2) Acute Kidney Injury
25. 2017/10/22 ) o 23 [ A
REC1-069 151000 upl |CYTARABINE | [Acute kidney injury]
(AC-220 Study)
(CYTARABINE
) Infusion
VENTRICULAR
#1) AC-220 or FIBRILLATION
CMUH105- DSU-2017-| Follow ) o
26. 2017/10/28 Placebo (Code | [Ventricular fibrillation] 2 A
REC1-069 151989 up 2
not broken) CARDIAC ARREST
[Cardiac arrest]
107 # 2% 27 p ¥ 26 % 38 |
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#1) AC-220 or ) ) )
Ventricular disfunction
Placebo (Code . .
secondary to miocardic
not broken) o .
toxicity [Ventricular
CMUH105- DSU-2017-| Follow #2) )
27. 2017/7/5 dysfunction] 2 A
REC1-069 123979 up3 |CYTARABINE ) ) )
Ventricular disfunction
(AC-220 Study) ) )
secondary to miocardic
(CYTARABINE o S
) toxicity [Cardiotoxicity]
) Infusion
#1) AC-220 or
Placebo (Code
VENTRICULAR
not broken)
FIBRILLATION
CMUH105- DSU-2017-| Follow #2) ) o
28. 2017/10/28 [Ventricular fibrillation] 2 A
REC1-069 151989 up3 |CYTARABINE
CARDIAC ARREST
(AC-220 Study) )
[Cardiac arrest]
(CYTARABINE
) Infusion
Immune-related
1710FRAO |follow up MK-3475 Thrombocytopenia
29. | CMUH105- | 2017/10/24 23 [ A
13484 10 study [Immune
REC1-102 .
thrombocytopenic purpura]
Immune-related
1710FRAO |follow up MK-3475 Thrombocytopenia
30. | CMUH105- | 2017/10/24 23 [ A
13484 11 study [Immune
REC1-102 .
thrombocytopenic purpura]
ALT increased [Alanine
aminotransferase
increased]
1701TURO |follow up MK-3475 AST increased [Aspartate
31. | CMUH105- | 2017/01/23 ] 23 [ A
11979 24 study aminotransferase
REC1-102 ]
increased]
pleural effusion [Pleural
effusion]
107 # 2% 27 p ¥ 27T %> % 38 |
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Immune-related
1710FRAO |[follow up MK-3475 Thrombocytopenia
32. | CMUH105- | 2017/10/24 23 [ A
13484 12 study [Immune
REC1-102 ]
thrombocytopenic purpura]
#1) MK-3475 hemodynamic failure
CMUH104- 1611FRAOQ (pembrolizumab| [Circulatory collapse]
33. 2016/11/10 FU 09 ) ) - » 1,3 A
REC1-118 07397 ) Solution for interstitial pneumonitis
injection, [Interstitial lung disease]
#1) ERIBULIN
MESYLATE
(3475 septic shock [Septic shock]
SOLUTION Febrile Neutropenia
FOR [Febrile neutropenia]
CMUH104- 1606PHLO1 )
34. 2016/6/24 FU 13 INJECTION Worsening of pleural 2,3
REC1-118 3514 _ _
STUDY) effusion [Pleural effusion]
(eribulin Community acquired
mesylate) pneumonia [Pneumonia]
Solution for
injection,
MK-3475 hemodynamic failure
CMUH104- 1611FRAOQ (pembrolizumab| [Circulatory collapse]
35. 2016/11/10 FU 10 ) ) . - 1,3
REC1-118 07397 ) Solution for interstitial pneumonitis
injection, [Interstitial lung disease]
MK-3475 hemodynamic failure
CMUH104- 1611FRAO (pembrolizumab| [Circulatory collapse] 1,2,
36. 2016/11/10 FU 11 ) ] - »
REC1-118 07397 ) Solution for interstitial pneumonitis 3
injection, [Interstitial lung disease]
¥ 28 % 0% 38 |
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Hemorrhagic Pleuritis
[Haemothorax]
Systemic Candida
CAPECITABIN
Infection [Systemic
E (3475 )
candida]
SOLUTION ]
Trombocytopenia
CMUH104- 1611NLDO FOR ] 1,2,
37. 2016/11/7 FU 13 [Thrombocytopenia] A
REC1-118 03722 INJECTION ) ] 3
Neutropenia [Neutropenia]
STUDY) N
o Mucositis [Mucosal
(capecitabine) . .
inflammation]
Tablet, ] -
carcinomatous mastitis
[Inflammatory carcinoma
of the breast]
ERIBULIN
MESYLATE
(3475
SOLUTION
FOR
CMUH104- 1801DEU0 Breast cancer [Breast
38. UNK FU 01 INJECTION 1 A
REC1-118 03659 cancer]
STUDY)
(eribulin
mesylate)
Solution for
injection,
#1) ERIBULIN
MESYLATE
(3475
SOLUTION ) ) )
febril neutropenia [Febrile
FOR ]
CMUH104- 1606RUSO neutropenia]
39. 2016/6/10 FU 01 INJECTION ) ) 12,3
REC1-118 07773 febrile neutropenia [Febrile
STUDY) ]
o neutropenia]
(eribulin
mesylate)
Solution for
injection
107 # 2% 27 p % 29 F > % 38 F
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#1) ERIBULIN
MESYLATE
(3475 septic shock [Septic shock]
SOLUTION Febrile Neutropenia
FOR [Febrile neutropenia]
CMUH104- 1606PHLO1
40. 2016/6/24 FU 14 INJECTION Worsening of pleural
REC1-118 3514 ) ]
STUDY) effusion [Pleural effusion]
(eribulin Community acquired
mesylate) pneumonia [Pneumonia]
Solution for
injection
#1) INC424 o
CMUH105- PHHO2017 |follow up Acute lung injury [Acute
41. 2017/7/4 (RUXOLITINIB o 2 A
REC1-139 JP010329 3 lung injury]
) Tablet
#1) INC424
CMUH105- PHHO2017 . INC+TAB ] ]
42. 2017/9/10 Initial Atrial flutter [Atrial flutter]{ 2 A
REC1-139 DE012963 (RUXOLITINIB
) Tablet
#1) INC424
INC+TAB
(RUXOLITINIB
) Tablet
CMUH105- PHHO2017 |follow up ) )
43. 2017/8/14 #2) Sepsis [Sepsis] 1,2 A
REC1-139 JP011923 4
GANCICLOVI
R
(GANCICLOVI
R)
#1) INC424 Multiple organ failure
CMUH105- PHHO2017
44, 2017/9/16 Initial [(RUXOLITINIB [Multiple organ 1 A
REC1-139 DE013184 )
) Tablet dysfunction syndrome]
#1) INC424 Multiple organ failure
CMUH105- PHHO2017 |follow up
45, 2017/9/16 (RUXOLITINIB [Multiple organ 1 A
REC1-139 DE013184 1 )
) Tablet dysfunction syndrome]
% 30 F > % 38 F
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#1) INC424 Multiple organ failure
CMUH105- PHHO2017 |follow up
46. 2017/9. (RUXOLITINIB [Multiple organ 1 A
REC1-139 DE013184 2 )
) Tablet dysfunction syndrome]
#1) INC424
INC+TAB
(RUXOLITINIB
) Tablet
CMUH105- PHHO2017 |follow up ] )
47. 2017/8/14 #2) Sepsis [Sepsis] 12| A
REC1-139 JP011923 5
GANCICLOVI
R
(GANCICLOVI
R)
#1) INC424 Multiple organ failure
CMUH105- PHHO2017 |follow up )
48. 2017/9. (RUXOLITINIB [Multiple organ 1 A
REC1-139 DE013184 3 .
) Tablet dysfunction syndrome]
#1) INC424
CMUH105- PHHO2017 |follow up| INC+TAB
49, 2017/9/10 Atrial flutter [Atrial flutter]{ 2 A
REC1-139 DE012963 1 (RUXOLITINIB
) Tablet
#1) INC424 o
CMUH105- PHHO2017 [follow up Acute lung injury [Acute
50. 2017/7/4 (RUXOLITINIB o 2 A
REC1-139 JP010329 4 lung injury]
) Tablet
#1) INC424 Multiple organ failure
CMUH105- PHHO2017 |follow up ]
51. 2017/9/16 (RUXOLITINIB [Multiple organ 1 A
REC1-139 DE013184 4 )
) Tablet dysfunction syndrome]
#1) INC424
(RUXOLITINIB
) Tablet )
Pulmonary sepsis
#2 ) NEORAL _
CMUH105- PHHO2017 |follow up [Pulmonary sepsis]
52. 2017/8/2 (CICLOSPORI 123] A
REC1-139 FR011594 7 Pneumopathy [Lung
N) Unknown
disorder]
#3) MEDROL
(METHYLPRE
DNISOLONE)
107 & 2% 27p % 31 F % 38 F
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Lower gastrointestinal
#1) INC424
CMUH105- PHHO2017 . hemorrhage [Lower
53. 2017/12/12 Initial [(RUXOLITINIB 12 | A
REC1-139 JP017575 gastrointestinal
) Tablet
haemorrhage]
#1)
PEMETREXED | pulmonary infection [Lung
CMUH103- 1712CHNO| Follow
54. 2017/12/1 #2) infection] 23 [ A
REC1-123 11215 up 7
CARBOPLATI cough [Cough]
N
#1)
PACLITAXEL ] ]
CMUH103- 1606POL00| Follow infection after
55. 2016/6/9 #2) ] 13 A
REC1-123 6518 up 7 chemotherapy [Infection]
CARBOPLATI
N
#1)
PEMETREXED ] ]
CMUH103- 1603PHLO1| Follow Acute Respiratory Distress
56. 2016/3/1 #2) ) ] 1231 A
REC1-123 0410 up 6 [Respiratory distress]
CARBOPLATI
N
#1)
PEMETREXED | pulmonary infection [Lung
CMUH103- 1712CHNO| Follow
57. 2017/12/1 #2) infection] 23 | A
REC1-123 11215 up 8
CARBOPLATI cough [Cough]
N
(] Fd i e
QR #F i# }i‘ is 1 IE % ﬁ
gFJ_
@ e
B * ¢ % A FEPF
I | cMUHI04RECL116 | X 49 g | L7 7 ool
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