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CMUH110- 2023- Fuollow
1. 2023/1/7 BMS-986256-01| 1) Urinary tract infection | 2.3 A
RECI1-225 006904 up
INFECTIVE COPD
CMUH111- 2023A1321 Blinded for 2,3,
2. 2023/6/6 Initial (Chronic obstructive A
RECI1-016 54 Investigator 4
pulmonary disease)
INFECTIVE COPD
CMUHI111- 2023A1321 |follow up| Blinded for 2,3,
3. 2023/6/6 (Chronic obstructive A
REC1-016 54 1 Investigator 4
pulmonary disease)
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REC1-016

CMUH111-

2023/6/9

2023A1392
51

Initial

Blinded for

Investigator

1.DIFFICULT
VENTILATORY

on)

2.HYPOXIC

3.0CCLUSIVE
SYNDROME (Leriche
syndrome)

4. ARTERIOVENOUS

(Arteriovenous fistula)

WEANING(Hypoventilati

CARDIORESPIRATORY
ARREST (Cardiac arrest)

FISTULA DISCOVERY

1,2,
3,7
Impor
tant
medic
al

event

CMUHI111-
RECI-016

2023/6/9

2023A1392
51

follow up

1

Blinded for

Investigator

1.DIFFICULT
VENTILATORY

on)

2.HYPOXIC

ARREST (Cardiac arrest)
3.0CCLUSIVE
SYNDROME (Leriche
syndrome)
4.ARTERIOVENOUS
FISTULA DISCOVERY

(Arteriovenous fistula)

WEANING(Hypoventilati

CARDIORESPIRATORY

i
1,2,
3,7:
Impor
tant
medic
al

event
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1.DIFFICULT
VENTILATORY
WEANING(Hypoventilati
1,2,
on)
3,7:
2.HYPOXIC
Impor
CMUHI111- 2023A1392|follow up| Blinded for | CARDIORESPIRATORY
6. 2023/6/9 tant | A
RECI-016 51 2 Investigator | ARREST (Cardiac arrest) g
medic
3.SUBOCCLUSIVE |
a
SYNDROME (Subileus)
event
4. ARTERIOVENOUS
FISTULA DISCOVERY
(Arteriovenous fistula)
Belantamab
CMUH110- PL2023076 Thrombocytopenia
7. 2023/3/28 Initial Mafodotin 1~3] A
RECI1-203 783 aggravated
(GSK2857916)
Belantamab
CMUH110- PL2023076| Follow Thrombocytopenia
8. 2023/3/28 Mafodotin 1~3] A
REC1-203 783 up 1 aggravated
(GSK2857916)
Belantamab
CMUH110- PL2023076| Follow
9. 2022/5/30 Mafodotin Sepsis 1 A
RECI1-203 783 up 2
(GSK2857916)
Belantamab
CMUH110- IN2022120| Follow
10. 2022/8/14 Mafodotin Unknown cause of death [1~7| A
REC1-203 753 up 9
(GSK2857916)
#1 ) MK-3475
(pembrolizumab
) Solution for Hyponatremia
CMUH110- 2106CHEO |Followup injection [Hyponatraemia]
11. 2021/6/1 2.3 A
REC1-156 01119 3 #2 ) BCG LIVE Hypophysitis
(BCG live) [Hypophysitis]
Powder For
Instillation Fluid
112 # 10 * 11 p % 36 F % 48 |




PRFRFERRFIA L REL

§¥-FALR ¢

— - A N 2¥ - Vs )
— Pt ERFL-XFHREREEC FR)
B X 2 PAR|R L
AERE|FL P Y VR 3 AE %5 (=5
5L i 2 S5 5|
#1 ) BCG LIVE
BCG infection
CMUH110- 2103TURO [Followup| (BCG live)
12. 2021/3/1 [Disseminated Bacillus | 2.3 | A
RECI-156 01090 4 Powder For
Calmette-Guerin infection]
Instillation Fluid
#1 ) MK-3475
influenza-A related
(pembrolizumab
pneumonia [Pneumonia
) Solution for
influenzal]
CMUH110- 2002CANO [Followup injection
13. 2020/1/15 small bowel obstruction |1.2.3[ A
REC1-156 05310 10 #2 ) BCG LIVE
[Small intestinal
(BCG live)
obstruction]
Powder For
colitis [Colitis]
Instillation Fluid
#1 ) MK-3475
influenza-A related
(pembrolizumab
pneumonia [Pneumonia
) Solution for
influenzal]
CMUH110- 2002CANO [Followup injection
14, 2020/1/15 small bowel obstruction |1.2.3]| A
REC1-156 05310 11 #2 ) BCG LIVE
[Small intestinal
(BCG live)
obstruction]
Powder For
colitis [Colitis]
Instillation Fluid
#1) MK-7902
(lenvatinib
mesylate)
Hyponatremia
Capsule
[Hyponatraemia]
CMUH108- 2201POLOO0|Followup #2)
15. 2022/1/17 SARS-CoV-2 test positive | 2.3 [ A
REC1-059 4220 5 PEMBROLIZU
[SARS-CoV-2 test
MAB
positive]
(pembrolizumab
) Solution for
injection
112 # 10 * 11 p % 37T R x 48 |




PRFRFERRFIA L REL

- F-LloERFL-xBHE

ﬂ\;“

§5-%24R ¢
(L $R)

I E LA ENE

R e
2 5o

I

Rt

£

|

A1

v 5t

E

7

S

16.

CMUH108-
REC1-059

2022/1/17

2201POL0O0
4220

Followup

6

#1 ) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Hyponatremia
[Hyponatraemia]
SARS-CoV-2 test positive
[SARS-CoV-2 test

positive]

23

17.

CMUH107-
RECI-174

2022/11/17

2211USA0
06600

Followup

14

#1 ) MK-3475
Study (Code not
broken)

Pericarditis

2,3

18.

CMUHI111-
2022/12/19
RECI-019

2301BRAO
01196

Followup

16

#1 ) MK-7684A
Study
#2)
PACLITAXEL
#3)
CARBOPLATI
N

respiratory failure
[Respiratory failure]

Pneumonitis [Pneumonitis]

1.23

19.

CMUHI111-
2023/3/26
RECI-019

2304CHNO
06509

Followup

15

#1 ) MK-7684A
Study
#2)
PEMETREXED
#3)
CARBOPLATI
N

myelosuppression
[Myelosuppression]

Emesis [ Vomiting]

1.3

20.

CMUHI111-
RECI1-019

2023/2/16

2304CHNO
04991

Followup

#1 ) MK-7684A
Study
#2)
PEMETREXED
#3)
CARBOPLATI

N

Pneumonitis [Pneumonitis]

23
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21.

CMUH111-
REC1-019

2023/4/29

05092

2305CHNO

Followup
15

#1 ) MK-7684A
Study
#2)
PACLITAXEL
#3)
CARBOPLATI
N

neutropenia]

febrile neutropenia [Febrile

1.3

22.

CMUHI111-
RECI-019

2023/8/3

2308ARGO
01920

Initial

#1 ) MK-7684A
Study
#2)
PEMETREXED
#3)
CARBOPLATI
N

arrest]

Cardiac arrest [Cardiac

23.

CMUHI111-
RECI-019

2023/7/3

2307JPNO0O
0931

Followup

7

#1 ) MK-7684A
Study
#2)
PACLITAXEL
#3)
CARBOPLATI
N

Interstitial lung disease

[Interstitial lung disease]

23

24.

CMUHI111-
RECI-019

2023/4/21

2304MEX0
09502

Followup
11

#1 ) MK-7684A
Study
#2)
PEMETREXED
#3)
CARBOPLATI
N

Acute respiratory
insufficiency [Acute
respiratory failure]
Thrombocytopenia
[Thrombocytopenia]

1.3

25.

CMUHI111-
RECI1-019

2023/6/30

2307JPNOO
0931

Followup

#1 ) MK-7684A
Study
#2)
PACLITAXEL
#3)
CARBOPLATI

Interstitial lung disease

N

[Interstitial lung disease]

23
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#1 ) MK-7684A Lung infection
Study [Pneumonia]
#2) Myocarditis, immune
CMUH111- 2211USAO [Followup
26. 2022/11/11 PEMETREXED| mediated [Immune- 23 [ A
REC1-019 04518 22
#3) mediated myocarditis]
CARBOPLATI | Myocardial infarction
N [Myocardial infarction]
#1 ) MK-7684A
Study
#2)
CMUHI111- 2308 ARGO [Followup Cardiac arrest [Cardiac
217. 2023/8/3 PEMETREXED 1 A
REC1-019 01920 1 arrest]
#3)
CARBOPLATI
N
#1 ) MK-7684A
Study
#2)
CMUHI111- 2307JPNOO [Followup Interstitial lung disease
28. 2023/6/30 PACLITAXEL 231 A
RECI1-019 0931 9 i) [Interstitial lung disease]
CARBOPLATI
N
#1 ) MK-7684A | infection of unclear cause
Study [Infection]
#2) worsening exertional
CMUH111- 2304DEUO |Followup
29. 2023/4/10 PEMETREXED dyspnea [Dyspnoea 23 A
REC1-019 03736 12
#3) exertional |
CARBOPLATT | infection of unclear cause
N [Infection]
#1 ) MK-7684A| infection of unclear cause
Study [Infection]
#2) worsening exertional
CMUHI111- 2304DEUO |Followup
30. 2023/4/10 PEMETREXED|  dyspnea [Dyspnoea 23| A
REC1-019 03736 13
#3) exertional]
CARBOPLATT | infection of unclear cause
N [Infection]
112 # 10 * 11 p % 40 F > x 48 F
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#1 ) MK-7684A
Study
#2)
CMUHI111- 2307JPNOO [Followup Interstitial lung disease
31. 2023/6/30 PACLITAXEL 23 | A
REC1-019 0931 10 i) [Interstitial lung disease]
CARBOPLATI
N
#1 ) MK-7684A
Study
#2)
CMUHI111- 2307JPNOO [Followup Interstitial lung disease
32. 2023/6/30 PACLITAXEL 231 A
RECI1-019 0931 11 i) [Interstitial lung disease]
CARBOPLATI
N
#1 ) MK-7684A | infection of unclear cause
Study [Infection]
#2) infection of unclear cause
CMUHI111- 2304DEUO |Followup
33. 2023/4/10 PEMETREXED [Infection] 231 A
REC1-019 03736 14
#3) worsening exertional
CARBOPLATI dyspnea [Dyspnoea
N exertional |
#1 ) MK-7684A
Study
#2)
CMUHI111- 2307JPNOO [Followup Interstitial lung disease
34. 2023/6/30 PACLITAXEL 231 A
RECI1-019 0931 12 i) [Interstitial lung disease]
CARBOPLATI
N
#1 ) MK-7684A
Sepsis [Sepsis]
Study
) White blood cell count
CMUH111- 2210DEUO |Followup decreased [White blood
35. 2023/10/14 PEMETREXED 23 | A
REC1-019 06412 13 i) cell count decreased]
thrombopenia
CARBOPLATI
[Thrombocytopenia]
N
112 # 10 * 11 p % 41 7 > % 48 |
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#1 ) MK-7684A | infection of unclear cause
Study [Infection]
#2) worsening exertional
CMUH111- 2304DEUO |Followup
36. 2023/4/10 PEMETREXED dyspnea [Dyspnoea 123 A
REC1-019 03736 15
#3) exertional]
CARBOPLATI Pneumonia left
N [Pneumonia]
#1 ) MK-7684A
Study
#2)
CMUHI111- 2303FRAO [Followup Interstitial nephropathy
37. 2023/3/10 PEMETREXED 231 A
RECI1-019 06640 10 i) [Nephropathy]
CARBOPLATI
N
#1 ) MK-7684A
Pneumonitis [Pneumonitis]
Study
) Neutropenia [Neutropenia]
CMUHI111- 2303KORO |Followup Pneumonia [Pneumonia]
38. 2023/3/20 PACLITAXEL 1.23] A
REC1-019 08488 8 i) Tumor necrosis [Tumour
necrosis]
CARBOPLATI
Anemia [Anaemia]
N
#1 ) MK-7684A
Study
#2) Cardiac failure [Cardiac
CMUH111- 2305POLO00|Followup
39. 2023/5/23 PEMETREXED failure] 131 A
REC1-019 8001 3
#3) Neutropenia [Neutropenia]
CARBOPLATI
N
#1 ) MK-7684A| infection of unclear cause
Study [Infection]
#2) worsening exertional
CMUHI111- 2304DEUO |Followup
40. 2023/4/10 PEMETREXED|  dyspnea [Dyspnoea 123 A
REC1-019 03736 16
#3) exertional]
CARBOPLATI Pneumonia left
N [Pneumonia]
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#1 ) MK-7684A | infection of unclear cause
Study [Infection]
#2) worsening exertional
CMUHI11- 2304DEUO |Followup
41. 2023/4/10 PACLITAXEL dyspnea [Dyspnoea 1.23] A
REC1-019 03736 17
#3) exertional]
CARBOPLATI | granulocytic alveolitis
N [Alveolitis]
#1 ) MK-7684A
Pneumonitis [Pneumonitis]
Study
) Neutropenia [Neutropenia]
CMUHI111- 2303KORO |Followup Pneumonia [Pneumonia]
42. 2023/3/20 PACLITAXEL 1.23] A
REC1-019 08488 9 i) Tumor necrosis [Tumour
necrosis|]
CARBOPLATI
Anemia [Anaemia]
N
#1 ) MK-7684A| granulocytic alveolitis
Study [Alveolitis]
#2) infection of unclear cause
CMUH111- 2304DEUO |Followup
43. 2023/4/10 PACLITAXEL [Infection] 1.23] A
REC1-019 03736 18
#3) worsening exertional
CARBOPLATI dyspnea [Dyspnoea
N exertional |
#1 ) MK-7684A
Study
#2)
CMUH111- 2304CHNO |Followup
44, 2023/2/16 PEMETREXED |Pneumonitis [Pneumonitis]| 2.3 | A
REC1-019 04991 20
#3)
CARBOPLATI
N
#1 ) MK-7684A| granulocytic alveolitis
Study [Alveolitis]
#2) infection of unclear cause
CMUH111- 2304DEUO |Followup
45. 2023/4/10 PEMETREXED [Infection] 1.23] A
REC1-019 03736 19
#3) worsening exertional
CARBOPLATI dyspnea [Dyspnoea
N exertional]
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#1 ) MK-7684A
Study
#2) Cardiac failure [Cardiac
CMUH111- 2305POLO00(|Followup
46. 2023/5/23 PEMETREXED failure] L3 A
REC1-019 8001 4
#3) Neutropenia [Neutropenia]
CARBOPLATI
N
#1 ) MK-7684A
Pneumonitis [Pneumonitis]
Study
) Neutropenia [Neutropenia]
CMUHI111- 2303KORO |Followup Pneumonia [Pneumonia]
47. 2023/3/20 PACLITAXEL 1.23] A
REC1-019 08488 10 i) Tumor necrosis [Tumour
necrosis|]
CARBOPLATI
Anemia [Anaemia]
N
1.REGORAFEN
IB
(REGORAFENI
B) Film-coated
CMUH109- 2023A0161 |follow up| tablet, 30 mg |Pneumonia (CTCAE grade
48. 2022/2/9 2,3 A
REC1-164 00 2 2.NIVOLUMA 4) [Pneumonia]
B
(NIVOLUMAB)
{Lot #
71467002}
1.REGORAFEN
1B
(REGORAFENI
B) Film-coated
follow up
CMUH109- 2023A0161 tablet, 30 mg [Pneumonia (CTCAE grade
49, 2022/2/9 (downgra 23| A
REC1-164 00 &) 2.NIVOLUMA 4) [Pneumonia]
e
B
(NIVOLUMAB)
{Lot #
71467002}
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1.REGORAFEN
1B
(REGORAFENI
B) Film-coated |Pneumonia (CTCAE grade
follow up
CMUH109- 2023A0161 tablet, 30 mg 4) [Pneumonia]
50. 2022/2/9 (downgra 23| A
RECI-164 00 a©) 2.NIVOLUMA | Hyponatremia (CTCAE
e
B Grade 4) [Hyponatraemia]
(NIVOLUMARB)
{Lot #
71467002}
1.REGORAFEN
IB
(REGORAFENI
B) Film-coated |Pneumonia (CTCAE grade
follow up
CMUH109- 2023A0161 tablet, 30 mg 4) [Pneumonia]
51. 2022/2/9 (downgra 23| A
REC1-164 00 0 2.NIVOLUMA | Hyponatremia (CTCAE
e
B Grade 4) [Hyponatraemia]
(NIVOLUMAB)
{Lot #
71467002}
1.REGORAFEN
1B
(REGORAFENI | Pneumonia (CTCAE grade
B) Film-coated 4) [Pneumonia]
follow up
CMUH109- 2023A0161 tablet, 30 mg Hyponatremia (CTCAE
52. 2022/2/9 (downgra 23 [ A
REC1-164 00 &) 2.NIVOLUMA | Grade 4) [Hyponatraecmia]
e
B Fever (CTCAE Grade 3)
(NIVOLUMARB) [Pyrexia]
{Lot #
71467002}
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1.REGORAFEN
1B
(REGORAFENI
B) Film-coated | Septic shock (CTCAE
CMUH109- 2021A2326 tablet, 30 mg grade 5) [Septic shock]
53. 2021/10/18 Initial 1,3 A
REC1-164 00 2.NIVOLUMA |hepatitis (CTCAE grade 3)
B [Hepatitis]
(NIVOLUMARB)
{Lot #
71467001}
#1 ) MK-7902
(lenvatinib
mesylate) general physical health
CMUHI111- 2010ESPO1 |Followup #2) deterioration [General
54, 2020/10/23 1 A
RECI1-135 1327 5 PEMBROLIZU physical health
MAB deterioration]
(pembrolizumab
)
#1 ) MK-7902
(lenvatinib
mesylate)
ANEMIA [Anaemia]
CMUHI11- 2212FRAO |Followup #2)
55. 2022/9/20 acute respiratory distress | 1.3 | A
RECI1-135 09740 11 PEMBROLIZU
[Respiratory distress]
MAB
(pembrolizumab
)
#1 ) MK-7902
(lenvatinib
mesylate) general physical health
CMUHI111- 2010ESPO1 |Followup #2) deterioration [General
56. 2020/10/23 1 A
RECI1-135 1327 6 PEMBROLIZU physical health
MAB deterioration]
(pembrolizumab
)
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#1 ) MK-7902
CMUHI111- 2309TWNO #2) Sudden death [Sudden
57. 2023/9/20 INITIAL 1 A
REC1-135 07150 PEMBROLIZU death]
MAB
#1 ) MK-7902
CMUHI111- 2309TWNO[follow up #2) Sudden death [Sudden
58. 2023/9/20 1| A
REC1-135 07150 1 PEMBROLIZU death]
MAB
[AR] P RFH
R FEEwEAREL
5 1
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Rk E Y L H 0 MORF-057
*E rMAFLHEF 12023 2027 08p 3 202308 % 07 P
SUSAR Line Listing (6MLL, 08Feb2023 - 07Aug2023) [28-AUG-
2023]
[ DSMB 3% 4]
1. | CMUHI111-RECI-191 BoOE | Rkt p #2023 & 01 % 10 p
Data Safety Monitoring Board (DSMB) Recommendation (10-Jan-
2023)
*ikfp i p g 12023 # 017 10 P
DSMB Meeting and Recommendation 10-Jan-2023
¥k e pd 2023 & 070 195
DSMB Meeting and Recommendation 19-Jul-2023
(2= 24dp4 ]
2. CMUH110-REC1-225 FL R | *B%REP L4 Afimetoran
*E rMAFLHF II2E00 2 27p 3 112EF 072 2601
(2= 24dp4 ]
3. CMUHI112-RECI-012 | k= ~ | *3#% &4 L4 0 AMG 133
*E rMAFLEHRF 12023217 1p 32202367 30FP
(&< 2idp ]
*4% & ¢ 6-Monthly Safety Report
4, CMUH111-REC1-066 | £ % | *p # 12023 % 07 * 18 p
*H % E P L Pelabresib (CPI-0610)
g pMARLERF 12022 & 127 28p 3 2023 &F 06 % 27 P
(2= 2iap ]
5. CMUHI110-REC1-064 | k= =~ | *3#5% ¥4 &4  Tirzepatide (LY3298176)
PP ARLHEF 111 E047 298 3 111# 107 28 p
6. | CMUH110-REC1-094 | v 4k SR
' i ) PPN % D SMC09 Memo 08Aug2023
7. | CMUHI10-REC1-215 | #la% | [=¥#% 2142 ]
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*E% E 4 L4 Giredestrant
*E XMELHGPF 111 E06 2 30p 2 112&F 067 29 p
[z % 2442 ]

8. | CMUHII0-RECI-114 | ¥4 % | *:#m% %4 240 1 CC-99282
g PMELHPF CI12F012 16p 3 112F07 72 15 p
[z % 2442 ]

9. CMUH107-REC1-105 ELR | *BEH ’é’«?fﬁ- : Venetoclax
g PMEFELYPF I ELL Y 29 % 112# 057 281
[z % 2442 ]

10. | CMUH107-REC1-156 | ]2 | *:#% %4 £ 4i : DS-8201
*E PMHFLHET CIILE0 2 09p 1 112#£ 06 08P
[z = 2H4F2]

11. | CMUHI112-REC1-036 o Ak | ¥k E 4 LA PF-06946860 (Ponsegromab)

*g 2 4EL B 0 02-Feb-2023 ~01-Aug-2023
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