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110104 2021/5/11| 2021/10/7 |follow up 8{2021/11/29 | :3f & ) D #3p 4
(possible)

[ERES
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- XRFE TS e B a2 2021 & 57 11 B Frin o %5?%4 8
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sl (5 4%) B2 BERLE (% 3%) 1R 020214% 6% 15p difpeo B
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¥1ﬁ§£ﬁ*%ii]

- SRR R BEHIRS o (AT LA LT AR ¥ 2 &AL Cancer wound
infection { #7 % { 4 ® 3 4 buccal tumor infection ® 19.3F i & B JEI g ©
[ | 240 v X éﬁ i3 ié:},%: s € [The subject's first line cancer treatment was
methotrexate,cetuximab and cisplatin. Concomitant therapies included morphine
hydrochloride, celecoxib, sennoside a+b (SENNOSIDES),morphine sulfate, fentanyl,
zolpidem, alprazolam, acetylcysteine and medication reported as "T piece; FiO2 =
28" 3.4% 1 A F %5 % 548 F M :The cancer wound was then treated with "CD"
every 8 hours (Q8H) with pure "Ag-B" and a wet dressing. 4. { #7id 4 ¥ i * 3835
= |t was also reported that the wound recovered smoothly.On 04-JUN-2021, the
subject recovered from aspiration pneumonia (grade 4)and buccal tumor infection
(grade 3) #:RBk GRS BIGFFR 51 2AFY/T A APMIE 2 2 FIERB L Dk
Tt o F iz R RAEE -

C RN R D
- ~ii:f o

(A58 KT # K]
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B 5. 10.
* ¢ %% | CMUH109-REC1-150(SAE-4) EE AT BErate
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~ e AT 7T Kot 44 2 R AUk (GC/GEIC) b F aip st #
o Wy et -gev 4 Durvalumab 5% 2 FLOT it ‘J%‘Ié ) a‘i‘eiip“vl« M
© R Durvalumab R AT e~ BB KRR - 5 = Rk
(MATTERHORN)
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(Neutrophil
2021AT724876/ Follow count decreased | & i 4a by |D 5 5
2021/9/13 | 2021/11/11 2021/11/29| p~ % # zfE A
E7406001 up 1l

Yo (possible) | * Arx
Docetaxel safety
listing * )

[#iﬂfﬂﬁi LR & A

- ARG BRE R LE AL EHERY 0 RFILATRF BEEL TN F AL AT
CIOMS form - By 7 L 4 TFDA - 7 7 By iz CTCAE ¢ * "Neutrophil count
decrease" ¥ L4 2 2 LA P AR A FTRPFTLEERR IS D
Docetaxel #p B > & FIff 2& = <0 database P &0 & #-y4 % i L 47| 5 Docetaxel
errpreferred term > #& 7] 5 SUSAR - sa;édﬂz p 2021/8/25 4c » &~ % » 3+ 2021/9/3
% Cycle 1 Day 135 %% 2 FLOT i 859 » > 2021/9/13 £ w * % > 4 5
CBC/DC # &% & % WBC 1100/Ul ~ Neutrophil 18.7% ~ ANC 205.7/uL » % #-H 9%
TG ek o 544 Filgrastim 300meg sc QD i &+ 18 - »t 2021/9/16 i B
CBC/DC : WBC 1180/uL -~ eutrophil 66.4% ~ ANC: 7835.2/uL > ;5 /48 €7 7432 ]
Fa > >t 2021/9/17 i3 % P 4245 % Cycle 1 Day 15 FLOT 1t £ #4316t > ¥ 33 1
Docetaxel | £ o ¢ % % F 383> 2021/11/08 $54k & ¥ » ;¥ F3i 5544 CIOMS
form -

AFTPELEAFLL)

- M REFLIEELFES "”;é&j’,@ﬁ;i’f/‘*ﬂﬁﬁ%?,—? BERFLINFALR
79 CIOMS1 % » fef il éﬁf TFDA - 7= 3 B I} &= CTCAE & * "Neutrophil count
decrease" ¥ ©* L L 4F 2 7 L F 2 > A FA TR P T EERKR IR D
Docetaxel p B > @ FIR & 2 enF AR E ¢ & A0 % % L4L7] % Docetaxel 4p B
P oI5 SUSAR. % éféﬁ 2021A724876(E7406001) p 2021/8/25 4c » & % >
>+ 2021/9/3 £ % C1D1 #sk 2 4~ 2 FLOT i 8 5% » >t 2021/9/13 £ w F* 34 »
» CBC/DC # 2% % % WBC 1100/Ul ~ Neutrophil 18.7% ~ ANC 205.7/uL » % #-H
PHEIT G faie B o 5% Filgrastim 300mceg sc QD i i 445 {8 > > 2021/9/16 if B
CBC/DC : WBC 1180/uL ~ Neutrophil 66.4% ~ ANC: 7835.2/uL - :}}%;‘E;ﬁ% TS P
AU 3 2021/9/17 23 4 PrArdE X C1D15 FLOT i+ & Z 4 ;3 84> ¥ 24 *% Docetaxel
AE o A R FE 2030 2021/11/08 xR & K o

EETIETETEY!

PRERGARH TR xR E AR A <G re (L WE

= 5P iR &S 2R
5% (8B 1-7)
G 2 p R A & 3R A Al R A LR R 4ag A A R disability
S_i:a Mg al 6.3 (Tl XA t}_,,;:g 7.8 & (Grécit)

= 1 (#4 AD)
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CMUH108- NUT-2020- NUC-1031/Cisp
1. 2020/10/21 FU9 STROKE [Stroke] 1 A
REC1-128 000092 latin
platelet count decreased
CMUH108- NUT-2021- NUC-1031/Cisp| [Platelet count decreased]
2. 2021/7/7 INI ) ) 2 A
REC1-128 000161 latin hyponatremia
[Hyponatremia]
platelet count decreased
CMUH108- NUT-2021- NUC-1031/Cisp | [Platelet count decreased]
3. 2021/717 FU1 _ _ 2 | A
REC1-128 000161 latin hyponatremia
[Hyponatremia]
thrombosis of the vascular
CMUH108- NUT-2021- NUC-1031/Cisp )
4, 2021/5/17 FU3 access [Vascular access site| 2 A
REC1-128 000104 latin
thrombosis]
platelet count decreased
CMUH108- NUT-2021- NUC-1031/Cisp | [Platelet count decreased]
5. 2021/7/7 FU2 2 A
REC1-128 000161 latin hyponatremia
[Hyponatremia]
CMUH108- NUT-2021- NUC-1031/Cisp ) )
6. 2021/7/28 INI septic shock [Septic shock]| 1 A
REC1-128 000198 latin
Other Serious Criteria:
medically important event
deterioration of the liver
CMUH108- NUT-2021- NUC-1031/Cisp | function [Hepatic function
7. 2021/6/15 FU3 ] ] 1 A
REC1-128 000142 latin disorder]
hepatocellular
insufficiency [Hepatic
insufficiency]
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Bacterial Peritonitis
[Peritonitis bacterial]
clinical progression of
CMUH108- NUT-2021- Gemcitabine/Cis metastatic
8. 2021/4/28 FU4 ] ) ] ] 1 A
REC1-128 000089 platin cholangiocarcinoma [Bile
duct cancer]
peritoneal infection
[Peritoneal infection]
CMUH108- NUT-2021- NUC-1031/Cisp| hepatorenal syndrome
9. 2021/7/28 INI _ 1|1 A
REC1-128 000214 latin [Hepatorenal syndrome]
CMUH108- NUT-2021- NUC-1031/Cisp ] )
10. 2021/7/28 FU1 ) septic shock [Septic shock]| 1 A
REC1-128 000198 latin
Other Serious Criteria:
medically important event
hepatorenal syndrome
[Hepatorenal syndrome]
CMUH108- NUT-2021- NUC-1031/Cisp| deterioration of the liver
11. 2021/6/15 FU5 ) ) ) ) 1 A
REC1-128 000142 latin function [Hepatic function
disorder]
hepatocellular
insufficiency [Hepatic
insufficiency]
CMUH108- NUT-2021- NUC-1031/Cisp| hepatorenal syndrome
12. 2021/7/28 FUl ] 1 A
REC1-128 000214 latin [Hepatorenal syndrome]
CMUH108- NUT-2021- NUC-1031/Cisp ) )
13. 2021/9/4 INI sepsis [Sepsis] 1 A
REC1-128 000243 latin
CMUH108- NUT-2021- NUC-1031/Cisp ) )
14, 2021/7/25 FU2 septic shock [Septic shock]| 1 A
REC1-128 000198 latin
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Bacterial Peritonitis
[Peritonitis bacterial]
clinical progression of
CMUH108- NUT-2021- Gemcitabine/Cis metastatic
15. 2021/4/28 FU5 ] ) ] ] 1 A
REC1-128 000089 platin cholangiocarcinoma [Bile
duct cancer]
peritoneal infection
[Peritoneal infection]
platelet count decreased
CMUH108- NUT-2021- NUC-1031/Cisp | [Platelet count decreased]
16. 2021/7/6 FU3 ) ) 2 A
REC1-128 000161 latin hyponatremia
[Hyponatremia]
ACUTE HYPOXIC
ONO-2019-
] ] RESPIRATORY FAILURE
CMUH106- 006476 Cisplatin
17. 2019/3/19 FU18 FEBRILE 1 A
REC1-094 (BMS-2019 Fluorouracil
NEUTROPENIA FEVER
-031748) ) )
[Febrile neutropenia]
Other Serious Criteria:
Other medically imp.
condition
ONO-2019-
) ACUTE HYPOXIC
CMUH106- 006476 Fluorouracil,
18. 2019/3/19 FU19 RESPIRATORY FAILURE| 1 A
REC1-094 (BMS-2019 Cisplatin ) )
[Acute respiratory failure]
-031748)
FEBRILE
NEUTROPENIA FEVER
[Febrile neutropenia]
ONO-2018-
CMUH106- 011933 Nivolumab, Hyponatremia
19. 2018/11/15 FU4 - ) 2 A
REC1-094 (BMS-2018 Ipilimumab [Hyponatremia]
-108334)
ONO-2019-
CMUH106- 001827 Nivolumab, Other Serious Criteria:
20. 2019/1/21 FU8 1 A
REC1-094 (BMS-2019 Ipilimumab Other medically imp.
-006483)
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Other Serious Criteria:
Other medically imp.
condition
ONO-2019-
) ACUTE HYPOXIC
CMUH106- 006476 Fluorouracil,
21. 2019/3/19 FU20 ) ) RESPIRATORY FAILURE| 1 A
REC1-094 (BMS-2019 Cisplatin ) )
[Acute respiratory failure]
-031748)
FEBRILE
NEUTROPENIA FEVER
[Febrile neutropenia]
Other Serious Criteria:
Other medically imp.
condition
ONO-2019-
) ACUTE HYPOXIC
CMUH106- 006476 Fluorouracil,
22. 2019/3/19 FU21 RESPIRATORY FAILURE| 1 A
REC1-094 (BMS-2019 Cisplatin ) )
[Acute respiratory failure]
-031748)
FEBRILE
NEUTROPENIA FEVER
[Febrile neutropenia]
ONO-2019-
CMUH106- 024709 Nivolumab,
23. 2019/11/19 FU6 _ Reduced platelet count 2 A
REC1-094 (BMS-2019 Fluorouracil
-114252)
ONO-2018- Other Serious Criteria:
CMUH106- 015654 Nivolumab, Other medically imp.
24, 2018/12/24 FUl ) ) N 1 A
REC1-094 (BMS-2018 Cisplatin condition
-122151) Pneumatosis coli
ONO-2019-
CMUH106- 006476 Fluorouracil/ | Acute hypoxic respiratory
25. 2019/3/19 FU22 ) ) ) ] ] 1 A
REC1-094 (BMS-2019 Cisplatin failure; Febrile neutropenia
-031748)
ONO-2018-
CMUH106- 015654 Nivolumab/ ) )
26. 2018/12/24 FU2 o Pneumatosis coli 1 A
REC1-094 (BMS-2018 Cisplatin
-122151)
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ONO-2019-
CMUH106- 026301 Nivolumab/ )
217. 2019/12/7 FU8 Pneumonia 1 A
REC1-094 (BMS-2019 Fluorouracil
-119494)
ONO-2019-
CMUH106- 006061 Cisplatin/ Other Serious Criteria:
28. 2019/3/21 FU13 ) ) ) 1 A
REC1-094 (BMS-2019 Fluorouracil Other medically imp.
-029690)
ONO-2018-
CMUH106- 015654 Nivolumab/ ) ]
29. 2018/12/24 FU3 o Pneumatosis coli 1 A
REC1-094 (BMS-2018 Cisplatin
-122151)
ONO-2019-
CMUH106- 006061 Cisplatin/ Other Serious Criteria:
30. 2019/3/21 FU14 _ _ _ 1 A
REC1-094 (BMS-2019 Fluorouracil Other medically imp.
-029690)
ONO-2018-
CMUH106- 015654 Nivolumab/ ) )
31. 2018/12/24 FU4 Pneumatosis coli 1 A
REC1-094 (BMS-2018 Cisplatin
-122151)
ONO-2018-
CMUH106- 015654 Nivolumab/ ) )
32. 2018/12/24 FU5 Pneumatosis coli 1 A
REC1-094 (BMS-2018 Cisplatin
-122151)
ONO-2019-
CMUH106- 006476 Fluorouracil/ | Acute hypoxic respiratory
33. 2019/3/19 FU23 ] _ _ ) |1 A
REC1-094 (BMS-2019 Cisplatin failure; Febrile neutropenia
-031748)
ONO-2019-
CMUH106- 021100 Fluorouracil/ ) .
34. 2019/10/3 FU3 ) ) Heart disease, unspecified [ 1 A
REC1-094 (BMS-2019 Cisplatin
-098122)
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ONO-2019-
CMUH106- 012919 Cisplatin/ )
35. 2019/6/7 FU4 Dehydration 2 A
REC1-094 (BMS-2019 Fluorouracil
-057501)
ONO-2020-
CMUH106- 004397 Nivolumab/ ) o
36. 2020/3/4 FU8 N Adrenal insufficiency 2 A
REC1-094 (BMS-2020 Ipilimumab
-019793)
ONO-2019-
CMUH106- Nivolumab/ Pulmonary
37. 2019/2/20 | 003567 FU1 1 A
REC1-094 Ipilimumab thromboembolism
(BMS-2019
-018400)
ONO-2019-
CMUH106- 006607 Nivolumab/
38. 2019/3/25 FU7 NA 1] A
REC1-094 (BMS-2019 Cisplatin
-030391)
ONO-2019-
CMUH106- Fluorouracil/
39. 2019/3/21 | 006061 | FU15 o NA 1 A
REC1-094 Cisplatin
(BMS-2019
-029690)
ONO-2017-
CMUH106- 003693 Cisplatin/ Acute kidney injury;
40. 2017/12/19 FU5 1 A
REC1-094 (BMS-2017 Fluorouracil Hematemesis
-116845)
ONO-2019-
CMUH106- 012919 Cisplatin/ )
41. 2019/6/7 FU5 Dehydration 2 A
REC1-094 (BMS-2019 Fluorouracil
-057501)
ONO-2019-
CMUH106- 021100 Fluorouracil
42. 2019/10/3 FU4 o Suspected heart attack 1 A
REC1-094 (BMS-2019 Cisplatin
-098122)
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ONO-2018- SEPTIC SHOCK [Septic
CMUH106- 018830 Cisplatin; shock];
43. 2018/9/5 FUl 1 A
REC1-094 (BMS-2018 Fluorouracil FEBRILE APLASIA
-082671) [Febrile aplasia]
ONO-2019-
CMUH106- 021100 Fluorouracil;
44, 2019/10/3 FU5 ) ) PATIENT DIED 1 A
REC1-094 (BMS-2019 Cisplatin
-098122)
ONO-2019-
CMUH106- 021100 Fluorouracil;
45. 2019/10/3 FU6 o Heart attack 1 A
REC1-094 (BMS-2019 Cisplatin
-098122)
ONO-2019-
Nivolumab;
CMUH106- 026301
46. 2019/12/7 Fu9 Fluorouracil; Pneumonia [Pneumonia] 1 A
REC1-094 (BMS-2019 ] ]
Cisplatin
-119494)
ONO-2019- )
Nivolumab ;
CMUH106- 026301 ) ) )
47. 2019/12/7 FU10 Cisplatin ; Pneumonia 1 A
REC1-094 (BMS-2019
Fluorouracil
-119494)
ONO-2019- Sepsis, Acute kidney
CMUH106- 020062 Cisplatin ; injury, Aspiration,
48. 2019/9/21 FU9 1 A
REC1-094 (BMS-2019 Fluorouracil | Respiratory failure, Urine
-093095) output decreased
ONO-2019-
CMUH106- 019438 Cisplatin ; _ _
49. 2019/9/12 FU6 ) Febrile neutropenia 2 A
REC1-094 (BMS-2019 Fluorouracil ;
-090095)
ONO-2019- ) )
. Acute hypoxic respiratory
CMUH106- 006476 Fluorouracil ; ) ) i
50. 2019/3/19 FU24 ) ) failure, Febrile neutropenia| 1 A
REC1-094 (BMS-2019 Cisplatin
fever
-031748)
110 # 12 » 08 p % 45 F > % 51 F
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51.

CMUH106-
REC1-094

2019/3/1

ONO-2019-
004602
(BMS-2019
-022617)

FU3

Nivolumab;

Ipilimumab

Immune- mediated

pneumonia

52.

CMUH108-
REC1-059

2019/12/24

2009BRA0
11158

Followup
2

#1) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab

) Solution for

injection

Worsening of Hipertension

[Hypertension]

2.3

53.

CMUH108-
REC1-059

2021/9/20

2110CHNO
07014

Initial

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab

) Solution for

injection

cerebral hemorrhage

[Cerebral haemorrhage]

2.3

54.

CMUH108-
REC1-059

2021/10/20

2110CHNO
07014

Followup
1

#1) MK-7902
(lenvatinib
mesylate)
Capsule
#2)
PEMBROLIZU

MAB
(pembrolizumab
) Solution for

injection

cerebral hemorrhage

[Cerebral haemorrhage]

1.23
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respiratory infection
[Respiratory tract
infection]
#1) MK-3475
CMUH108- 2105BRAO0 [Followup Symptomatic myositis  |1.2.3.
55. 2021/5/7 Study (Code not N A
REC1-036 02244 13 [Myositis] 4
broken)
Immune mediated hepatitis
[Immune-mediated
hepatitis]
respiratory infection
[Respiratory tract
infection]
#1) MK-3475 _ N
CMUH108- 2105BRAO0 |Followup Symptomatic myositis  [1.2.3.
56. 2021/5/7 Study (Code not o A
REC1-036 02244 14 [Myositis] 4
broken) ) .
Immune mediated hepatitis
[Immune-mediated
hepatitis]
respiratory infection
[Respiratory tract
infection]
#1) MK-3475 _ N
CMUH108- 2105BRAO0 [Followup Symptomatic myositis
S57. 2021/5/7 Study (Code not N 123 A
REC1-036 02244 15 [Myositis]
broken) ) .
Immune mediated hepatitis
[Immune-mediated
hepatitis]
#1)
TALAZOPARIB| Other Serious Criteria:
;PLACEBO Medically Significant
(Code not acute myeloid leukemia
CMUH102- 202101401 - )
58. 2021/10/8 Initial broken) [Second primary 2 A
REC1-068 949 .
#2) malignancy]
Enzalutamide | acute myeloid leukemia
(ENZALUTAM | [Acute myeloid leukemia]
IDE) Capsule
CMUH109- 2021A5644 Blinded for Acute myocardial
59. 2021/6/22 FU1 23| A
REC1-150 07 Investigator infarction
110 # 12 *» 08 p % 47 7 > % 51 |
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CMUH109- 2021A5355 Blinded for
60. 2021/6/14 FU1l Febrile neutropenia 13| A
REC1-150 53 Investigator
CMUH109- 2021A5355 Blinded for
61. 2021/6/14 FU2 ) Febrile neutropenia 13| A
REC1-150 53 Investigator
CMUH109- 2021A5355 Blinded for ] ]
62. 2021/6/14 FU3 ) Febrile neutropenia 13| A
REC1-150 53 Investigator
CMUH109- 2021A6977 Blinded for ] ]
63. 2021/8/25 FU1 ) Febrile neutropenia 23| A
REC1-150 32 Investigator
CMUH109- 2021A7556 Blinded for
64. 2021/9/30 INI Vomiting 2,3 A
REC1-150 78 Investigator
2,3,6(
impor
tant
CMUH109- 2021A7672 Blinded for . .
65. 2021/10/7 INI ) Anaphylactic shock  [medic| A
REC1-150 06 Investigator |
a
event
)
2,3,6(
impor
tant
CMUH109- 2021A7631 Blinded for . .
66. 2021/10/6 FU2 ) Anaphylactic shock  [medic| A
REC1-150 46 Investigator |
a
event
)
(k] FRATIH -
R FEEwEARER
+ ¥ "
B L] Ny FRNG
[z % 244F4 ]
| FFERELS LA D MultiStem®
MUH108-REC1-067 7A)-2=N i
1| CMURIOS-RECL-O67 | % ¥= |y spspapm : 20182 115 265 & 2020
£ 1112 25¢p
[ 2102 ]
- - B8
2. CMUH110-REC1-004 ENN *:25 % ¥ 241 © AZDOB33
110 # 12 *» 08 p % 48 7 > % 51 |
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By * % 1 e FANF
*g >MHEEAHEF 109 % 087 17 p 3 110 & 02
516 p
[ 2p4F4]
R E P LA AZD9833
*g rMARAHEF 110# 02 7 17 p 2 110 = 08
16 p
(e 242 ]
*:E % F 5 L4 1 Anastrozole
*g >MHEEAHEF 109 % 087 12 p 3 110 & 02
P11 p
(2= 2142 ]
*ES%E 5 AL © Anastrozole
*g rMARAHEF 110# 02 7 12 p 3 110 # 08
11 p
(2= 212i4p]
*i A& ¢ INVESTIGATOR NOTIFICATION OF
3. | CMUH106-REC1-094 | +tki=ik | Periodic SUSAR Line Listing (reporting
period: 04Jan2021 to 03Jul2021)
*p #p 1110 # 08 * 05 p
(2= 2142 ]
*E5% ¥ 4 4L : Ribociclib (LEEO11)
*g rMARAHE 109 % 10 % 01 p 2 110 & 03
531 p
[ 2p4E4 ]
oo e | e E P AL Ribociclib (LEEOLD)
4. | CMUHIOBRECL-032 | #I%H | oy sy : 1002 04 4 01 p 2 110 & 09
.30 p
(2% 22 ]
*:kzk ¥ ¥ ¢4 Ribociclib (LEE011)
*E rMARLHEF 109 #0802 26 p 3 110 &
08 " 25¢p
[ 2p4F4 ]
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