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) O SR it ARG
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Pulmonary oedema; Anaemia; Pleural effusion; Emphysema; Arterial

AR
5 2 fibrosis; Pneumonia aspiration; Cardiac failure; Chronic obstructive
v pulmonary disease; Inappropriate schedule of product administration
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€ Sl CMUH107-REC2-141(SAE-1) FF A | KL rER
FRASEA RNV e F VERER KR | RFE TR
- W EHIE RREBG%E L H 0 ® & 2 Durvalumab & *
N Gemcitabine+Cisplatin i& 7 % ¥ # 245 % 15 > 4 ¥ H P2 Durvalumab
FE BEH R e X 22 R R s e Bk s 50
e R % (NIAGARA)
¥ 2R 4 % | Subject was hospitalized on 2019/6/12, Pulmanory edma,Sepsis,AKI
i resulted in prolonged hospitalizion
w4 £ ap oo FRER FEAREER LE S
e g & 24 E A R 2 Yz it WRE S it g F%’/f &
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Subject was admitted for open radical cystectomy with orthotopic neobladder
reconstraction on 108/6/12. fever developed on 28/Jun/2019 (38.4) after removal of
ureteral stents 1. Sepsis developed and Acute kidney injury was found on 01/Jul/2019.
Lab test performed: Blood culture: Gram Negative Bacilli BUN: 128 *
mg/dL ,Creatinine: 8.53 * mg/dL ,GFR: 6 * mL/min/1.73 mi 2. Pulmonary edema found
on 02/Jul/2019 SAE:xt & GFapER » 7 4p i -

FEPSLAAFAR]

108/6/28 4 & » % 108/7/2 % -k *& » pt L 4403 4 0 PI3FR &
3‘@ °

FEREAAFAR]

He completed the neoadjuvant therapy on 108/5/23. 1. Sepsis developed and Acute
idney injury was found on 01/Jul/2019. % 34 = & & P-1LIT %R AL © &7 & a7
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ACUTE KIDNEY INJURY (Acute kidney injury)
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PRFFAFEARFRAIRRLAREE-FALRY
~FRANERYLCXBAEEBRES(C 2R
B X 2 PAR (R L
AERE|FAP D V5B LEE xR
g | © 6 4 | w N
1. Atezolizumab | THROMBOCYTOPENIA
CMUH105- follow up
1. 2018/9/27 | 2199066 2. Carboplatin ANEMIA 23 | A
REC2-074 3
3. Gemcitabine DYSPNOEA
1.SEPSIS
CMUH106- 201905017 [follow up ) )
2. 2019/4/26 Niraparib 2.NEUTROPENIA 137 A
REC2-087 23(2) 2
3.MUCOSITIS
Staphylococcal sepsis
CMUH107- 1903POLO00|Followup| #1) MK-3475 )
3. 2019/3/4 Thrombocytopenia 13| A
REC2-033 5356 12 Study
Pulmonary embolism
#1) MK-3475
Study
Vascular pseudoaneurysm
CMUH107- 1907JPNO1 |Followup #2)
4, 2019/7/15 Myocarditis 23 | A
REC2-033 2843 9 PEMETREXED
Myelopathy
#3)
CISPLATIN
#1) MK-3475
Study
CMUH107- 1907JPNO1 |Followup #2) Myelopathy
5. 2019/7/15 23 | A
REC2-033 2843 10 PEMETREXED Myocarditis
#3)
CISPLATIN
#1) MK-3475
Study
CMUH107- 1907JPNO1 |Followup #2) Myelopathy
6. 2019/7/15 23 | A
REC2-033 2843 11 PEMETREXED Myocarditis
#3)
CISPLATIN
#1) MK-3475
Study
CMUH107- 1907JPNO1 |Followup #2) Myelopathy
7. 2019/7/15 23 | A
REC2-033 2843 12 PEMETREXED Myocarditis
#3)
CISPLATIN
CMUH105- 17P-130-20|follow up| Upadacitinib | 1.Anoxic encephalopathy |1,2,3,
8. 2017/6/20 o ) A
REC2-056 15083-00 12 (ABT-494) 2.Myocardial infarction | 4,6
108 & 11 * 27 B % 23 F > % 31 F




2. Ve A -
PRFFAFEER Pzﬁ ZLREF-RLLRE
- FRMEARFL X FEEREEU PR
B % AR 3R
AE S (FA P G 1 LE 2 R N
| 6P 2y | ul N
CMUH105- 19P-062-26 |follow up| Upadacitinib 1.Carcinoma of tongue
9. 2019/1/8 2,36 A
REC2-056 47353-00 5 (ABT-494) 2.Wound abscess
CMUH105- 19P-087-27 |follow up| Upadacitinib 1.Varicella zoster
10. 2019/4/13 ) o 23 [ A
REC2-056 45366-00 9 (ABT-494) 2.Viral meningitis
1,2,3,
Other Serious Criteria: .
Medically important ' )
CMUH104- ONO-2019-| Follow Medi
11. 2019/8/30 Nivolumab condition A
REC2-139 019029 up 2 cally
Hepatitis fulminant )
) o impor
Hepatic function disorder
tant
- - - 1’2’3’
Other Serious Criteria: .
Medically important ' )
CMUH104- ONO-2019-| Follow ] N Medi
12. 2019/8/30 Nivolumab condition A
REC2-139 019029 up 3 N ] cally
Hepatitis fulminant )
) o impor
Hepatic function disorder
tant
- Pomalidomide
(Pomalidomide)
CMUH108- HU-PSI-20| follow -
13. 2019/8/5 SEPSIS 23 [ A
REC2-002 19-00094 upl | Dexamethasone
(Dexamethasone
)
Pomalidomide
(Pomalidomide)
CMUH108- HU-PSI-20| follow
14. 2019/8/5 - SEPSIS 23 [ A
REC2-002 19-00094 up2
Dexamethasone
(Dexamethasone
)
108 # 11 » 27 p % 24 F % 31 |
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P RAFEL TR Pzﬁ 2LREF-FELR ¢
-FRAERRL -G EEREEU PR
B X 2 PAR (R L
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g |6 2y | ul N
Pomalidomide
(Pomalidomide) PNEUMONITIS
CMUH108- KR-PSI-20
15. 2019/09/14 initial - (Pneumonitis, 131 A
REC2-002 19-00112
Dexamethasone Pneumonitis)
(Dexamethasone
)
- Pomalidomide
(Pomalidomide)
CMUH108- KR-PSI-20| follow -
16. 2019/09/14 PNEUMONIA 1 A
REC2-002 19-00112 upl Dexamethasone
(Dexamethasone
)
- Pomalidomide
(Pomalidomide)
CMUH108- BE-PSI-201| follow -
17. 2019/07/21 SEPTIC SHOCK 23 | A
REC2-002 9-00088 upl Dexamethasone
(Dexamethasone
)
IMAB362
CMUH108- 2019US005( (IMAB362) | Acute coronary syndrome
18. 2019/2/13 initial . 2 A
REC2-014 925 Solution for  [[Acute coronary syndrome]
Infusion
Other Serious Criteria:
Medically Significant
1,3,7:
IMAB362 ] ]
Occlusive syndrome due to | Medi
CMUH108- 2019Us012(follow up| (IMAB362) ) o
19. 2018/12/12 ) peritoneal carcinosis linked| cally [ A
REC2-014 460 2 Solution for ) o
) to gastric [Metastases to |Signif
Infusion ) ]
peritoneum] icant
IMARB intolerance [Drug
intolerance]
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20.

CMUH108-
REC2-014

2019/2/13

2019US005
925

follow up
1

IMAB362
(IMAB362)
Solution for

Infusion

Other Serious Criteria:

Medically Significant

Cardiac arrest [Cardiac
arrest]

Acute coronary syndrome
[Acute coronary syndrome]
Reversible posterior
leukoencephalopathy
syndrome [Posterior
reversible encephalopathy
syndrome]
Pulmonary embolism

[Pulmonary embolism]

2,3,7:
Medi
cally
Signif

icant

21,

CMUH108-
REC2-014

2019/2/13

2019US005
925

follow up
3

IMAB362
(IMAB362)
Solution for

Infusion

Other Serious Criteria:

Medically Significant

Cardiac arrest [Cardiac
arrest]

Acute coronary syndrome
[Acute coronary syndrome]
Reversible posterior
leukoencephalopathy
syndrome [Posterior
reversible encephalopathy
syndrome]
Pulmonary embolism
[Pulmonary embolism]
Death due to progression

disease [Malignant

neoplasm progression]

1,23,

Medi
cally
Signif

icant
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#1) IMAB362
Blinded (Code ) o
Other Serious Criteria:
not broken) . . 2,7:
Medically Significant
#2) Medi
CMUH108- 2019US032
22. 2019/8/6 initial [LEVOFOLINIC ) cally [ A
REC2-014 196 Bilateral pulmonary
ACID . Signif
thromboembolism
(LEVOFOLINI ) icant
[Pulmonary embolism]
C ACID)
Infusion
#1) IMAB362
Blinded (Code
Other Serious Criteria:
not broken) 2,7
Medically Significant
#2) Medi
CMUH108- 2019US032
23. 2019/8/6 initial [LEVOFOLINIC cally [ A
REC2-014 196 Bilateral pulmonary
ACID . Signif
thromboembolism ]
(LEVOFOLINI ] icant
[Pulmonary embolism]
C ACID)
Infusion
#1) IMAB362
Blinded (Code
not broken) Other Serious Criteria: 2,7
#2) Medically Significant | Medi
CMUH108- 2019US032 follow up )
24, 2019/8/6 LEVOFOLINIC Bilateral pulmonary cally| A
REC2-014 1 _ o
ACID thromboembolism Signif
(LEVOFOLINI'| [Pulmonary embolism] | icant
C ACID)
Infusion
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—ﬁ?A&& SRR EHRES( PR
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Other Serious Criteria:
Medically Significant
Occlusive syndrome due to 137
IMAB362  |peritoneal carcinosis linked M ’d'.
edi
CMUH108- 2019Us012(follow up| (IMAB362) to gastric [Metastases to
25. 2018/12/12 ] ] cally | A
REC2-014 460 6 Solution for peritoneum] Sianif
igni
Infusion IMAB intolerance [Drug |
] icant
intolerance]
Intestinal occlusion
syndrome [Intestinal
obstruction]
#1)
CARBOPLATI
N*R2810*1307
87 COMMUNITY
ACQUIRED
(CARBOPLATI
CMUH106- PNEUMONIA
26. 2019/6/26 [2019-39735| FU2 N) Unknown ] 234 | A
REC2-057 42) [Pneumonia]
WORSENING OF
Pemetrexed*R2
DISPHAGIA [Dysphagia]
810*130787
(Pemetrexed)
Unknown
#1)
Paclitaxel*R281
0*130787
(Paclitaxel)
HYPERSENSITIVITY
Unknown
CMUH106- REACTION ON
217. 2019/7/10 [2019-42374| FU2 #2) 2 A
REC2-057 PACLITAXEL [Drug
CARBOPLATI A ftivity]
ersensitivit
N*R2810*1307 P g
87
(CARBOPLATI
N) Unknown
108 # 11 » 27 p % 28 F > x 31 F




# 4 8 FwR pz% S AAS N
—ﬁ?A&& SRR EHRES( PR
B X 2 PAR (R L
AE S (FA P V5B LEE R N
g |6 2y | ul N
REGN2810 PNEUMONITIS
CMUH106- (CEMIPLIMAB [Pneumonitis]
28. 2019/8/2 12019-46162| FU2 o ] 13 A
REC2-057 ) Injection {Lot | SEPTIC SHOCK [Septic
# 8200100028} shock]
REGN2810 PNEUMONITIS
CMUH106- (CEMIPLIMAB [Pneumonitis]
29. 2019/8/2 |2019-46162( FU3 o (123 A
REC2-057 ) Injection {Lot | SEPTIC SHOCK [Septic
# 8200100028} shock]
REGN2810
CMUH106- (CEMIPLIMAB
30. 2019/8/30 [2019-53485| FU1 o DEATH [Death] 1 A
REC2-057 ) Injection {Lot
# 8200100021}
#1)
PEMBROLIZU
MAB ) ]
CMUH106- 1811TURO |Followup pneumonia [Pneumonia]
31. 2018/11/4 #2) N 123 A
REC2-132 02486 19 Oral mucositis [Stomatitis]
EPACADOSTA
T Study
#3 ) PREDNOL
#1)
PEMBROLIZU
MAB _ _
CMUH106- 1811TURO |Followup pneumonia [Pneumonia]
32. 2018/11/4 #2) n 123 A
REC2-132 02486 20 Oral mucositis [Stomatitis]
EPACADOSTA
T Study
#3) PREDNOL
#1)
PEMBROLIZU
MAB hallucinate [Hallucination]
CMUH106- 1805TURO |Followup )
33. 2018/4/27 #2) Hyponatremia 23 | A
REC2-132 00042 18 ]
EPACADOSTA [Hyponatraemia]
T Study
#3 ) MORFIN

108 & 11 * 27 p




PRFFASEHRFREIRRAREY-FALR S
-FRAERRL X3 E R PR
NNy 4
; AL R &j;f fﬁ ;“P‘ v R LR B[R
#1)
PEMBROLIZU
MAB _ _
” CMUH106- 2018/11/4 1811TURO |Followup #2) pneumonia [Pneumonia] 23l a
REC2-132 02486 21 Oral mucositis [Stomatitis]
EPACADOSTA
T Study
#3) PREDNOL
Pneumonia; Sepsis;
Pneumonia aspiration;
Colitis; Atrial fibrillation;
Acute kidney injury;
- DMR101-IR 2017111/6 NTW2018T|follow up|Nilotinib(Tasign| Haematuria; Dyspnoea; 123| A
B2-271 W047024 3 a) Tachycardia; Respiratory
failure; Pulmonary
tuberculosis; Gangrene;
Limb injury; Blister; Septic
shock
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1. CMUH105-REC2-042 |} %4 LA 0 Nivolumab
*F PMAFLHRF 12019012 04p 3 2019#& 07 % 03 p
[##]
” CMUHL07-REC2-085 3 ?Eﬁfﬁ Report domestic SUSAR case:
-MFR No.:1910TWN009550 (F3)
-Serious criteria: Involved or Prolonged Inpatient Hospitalization
[ 2444 ]
3. CMUH105-REC2-056 Fan | *32%Ep L Upadacitinib (ABT-494)
*% pMARL B 108017 01p 3 108# 67 30P
(IR L 2D
4. CMUH104-REC2-139 thARR | *3E%K E 4 LA Nivolumab
>HIFLHEF 201807 % 04p X 2019 F 07 % 03 p
5. CMUH106-REC2-087 X474 [z 2H3F2 ]
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1. SIX-MONTHLY SUSAR Line Listing Report for Niraparib
*:E% ¥4 L4 © Niraparib

rHEIFELHEF 108# 02 20 I 108# 08 % 19 p
2. DEVELOPMENT SAFETY UPDATE REPORT for Niraparib
*:E% ¥4 L4 © Niraparib

>HEEELHEF 107 £ 08" 20 I 108 % 08 % 19 p

CMUH105-REC2-143

I
\1_
I

[ =3 % >384 ] 15 -Sponsor Transgene
*HES%E P L Avelumab
* rMARLHF 120192 022 04p % 2019# 08 3p

[ =¥ % >1472 ) 16 - Sponsor Pfizer
*HES%E P LE 0 Avelumab
*E rMEARL PR 1201903 % 23 p 1 2019 & 09 % 22 p

[ =4 =% >4 ) 17 -Sponsor Merck
*HES%E Y - Avelumab
*E rMEARL YR 120192037 23p 1 2019 & 09 % 22 p

CMUH105-REC2-127

v AR

[z % 2p4p2 ]

*Eg B LA T MK3475

*% pMARA BT 12019 # 03 04p I 2019 # 09 ¢ 03 p
* p AR L MR SR 12018 & 127 04 p I 2019 £ 03
1037

CMUH106-REC2-158
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