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#1) Acute Gastroenteritis
SACITUZUMA (AGE) [Acute
B gastroenteritis
CMUH113- Followup
1. 2025/9/4 | 2328965 TIRUMOTECA (10066762)*] L3 A
REC2-070 5
N Injection Peritoneum Disease
(sacituzumab progression [Peritoneal
tirumotecan) disorder (10061343)*]
#1) Acute Gastroenteritis
SACITUZUMA (AGE) [Acute
B gastroenteritis
CMUH113- Followup
2. 2025/9/4 | 2328965 TIRUMOTECA (10066762)*] L3 A
REC2-070 6
N Injection Peritoneum Disease
(sacituzumab progression [Peritoneal
tirumotecan) disorder (10061343)*]
#1)
LENVATINIB
IT- Acute Myocardial
CMUH108- MESYLATE
3. 2025/7/10 [009507513-| Initial Infarction (AMI) [Acute | 2,3
REC2-169 Capsule
2316524 myocardial infarction]
(lenvatinib
mesylate)
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CMUH112-
REC2-195

2025/11/2

2349251

Initial

#1) V940 vs.
Placebo

#2)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab

)

Acute kidney injury

2,3

CMUH112-
REC2-195

2025/11/2

2349251

1

Followup

#1) V940 vs.
Placebo
#2)
PEMBROLIZU
MAB Solution
for injection
(pembrolizumab

)

Acute kidney injury

2,3

CMUHI111-
REC2-084

2023/5/4

2308USA0
05195

Follow

up 23

#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION

STUDY)
Intravenous
infusion
(gemcitabine)
#2) CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
Intravenous

infusion

(cisplatin)

Worsened Anemia
[Anaemia aggravated
(10002036)*]
Hypotension [Hypotension
(10021097)*]

2,3
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#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)

Intravenous Worsened Anemia

infusion [Anaemia aggravated
CMUH111- 2308USAO0 | Follow
7. 2023/5/4 (gemcitabine) (10002036)*]
REC2-084 05195 up 24
#2) CISPLATIN [Hypotension [Hypotension
(3475 (10021097)*]
SOLUTION
FOR
INJECTION
STUDY)

Intravenous

infusion

(cisplatin)
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CMUHI111-
REC2-084

23
2023/12/10

12USA0
04493

Follow

up 9

#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)
Intravenous
infusion
(gemcitabine)
#2) CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
Intravenous

infusion

Pulmonary Embolism
[Pulmonary embolism

(10037377)*]

(cisplatin)

2,3
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#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)

Intravenous Worsened Anemia

infusion [Anaemia aggravated
CMUH111- 2308USAO0 | Follow
9. 2023/8/11 (gemcitabine) (10002036)*]
REC2-084 05195 up 25
#2) CISPLATIN [Hypotension [Hypotension
(3475 (10021097)*]
SOLUTION
FOR
INJECTION
STUDY)

Intravenous

infusion

(cisplatin)
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#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)

Intravenous
Pulmonary Embolism

CMUHI111- 2312USAO0| Follow infusion
10. 2023/12/10
04493 up 10 |#2) CISPLATIN

REC2-084
(3475
SOLUTION
FOR
INJECTION
STUDY)

[Pulmonary embolism

(10037377)*]

Intravenous

infusion

(cisplatin)
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#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)

Intravenous

infusion Pulmonary Embolism

CMUHI111- 2312USA0 | Follow
2023/12/10 (gemcitabine) [Pulmonary embolism

11.
REC2-084 04493 up 11
#2) CISPLATIN (10037377)*]

(3475
SOLUTION
FOR
INJECTION
STUDY)
Intravenous

infusion

(cisplatin)
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#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)

Intravenous Worsened Anemia

infusion [Anaemia aggravated
CMUH111- 2308USAO0 | Follow
12. 2023/5/4 (gemcitabine) (10002036)*]
REC2-084 05195 up 26
#2) CISPLATIN [Hypotension [Hypotension
(3475 (10021097)*]
SOLUTION
FOR
INJECTION
STUDY)

Intravenous

infusion

(cisplatin)
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#1)
GEMCITABIN
E (3475
SOLUTION
FOR
INJECTION
STUDY)

Intravenous Worsened Anemia

infusion [Anaemia aggravated
CMUH111- 2308USAO0 | Follow
13. 2023/5/4 (gemcitabine) (10002036)*]
REC2-084 05195 up 27
#2) CISPLATIN [Hypotension [Hypotension
(3475 (10021097)*]
SOLUTION
FOR
INJECTION
STUDY)

Intravenous

infusion

(cisplatin)
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CMUH109-
REC2-155

2024/10/9

2085143

Followup| SOLUTION

#1)
Pembrolizumab
vs. Placebo -
Batch/Lot (Code
not broken)
#2)
LEUCOVORIN
(3475-975
STUDY)
Injection
(Leucovorin)
#3)
OXALIPLATIN
FOR JAPAN
(3475

8 FOR
INJECTION
STUDY)
Injection
(Oxaliplatin)

#4)5-
FLUOROURAC
IL FOR JAPAN

(3475
SOLUTION

FOR
INJECTION

STUDY)
Intravenous

infusion (5-

Fluorouracil)

Guillain-Barre syndrome

2,3 A
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CMUH109-
REC2-155

2024/10/9

2085143

Followup| SOLUTION

#1)
Pembrolizumab
vs. Placebo -
Batch/Lot (Code
not broken)
#2)
LEUCOVORIN
(3475-975
STUDY)
Injection
(Leucovorin)
#3)
OXALIPLATIN
FOR JAPAN
(3475

9 FOR
INJECTION
STUDY)
Injection
(Oxaliplatin)

#4)5-
FLUOROURAC
IL FOR JAPAN

(3475
SOLUTION

FOR
INJECTION

STUDY)
Intravenous

infusion (5-

Fluorouracil)

Guillain-Barre syndrome

2,3 A
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DURVALUMA
202412GL B/
CMUHI111- follow up pulmonary hypertension
16. 2024/12/27 1 0023472B DATOPOTAMA L3 A
REC2-187 2 [Pulmonary hypertension]
E B
DERUXTECAN
DURVALUMA
202412GL B/
CMUHI111- follow up pulmonary hypertension
17. 2024/12/27 | 0023472B DATOPOTAMA L3 ] A
REC2-187 3 [Pulmonary hypertension]
E B
DERUXTECAN
CAPECITABIN
CMUHI111- 202412GL |follow up E/ Lung infection 1,2,
18. 2024/12/16 A
REC2-187 0014760JP 4 PEMBROLIZU [Pneumonia] 3
MAB
Acute myeloid leukaemia
202510GL 2,
CMUHI111- CAPECITABIN| (secondary to oncology
19. 2025/10/12 1 0025189G | Initial 7:0th| A
REC2-187 B E/ Epirubicin chemotherapy) [Acute
er
myeloid leukaemial]
BLINDED
DOMVANALI 1,3,
CMUHI112- 2023A2903 PNEUMONITIS
20. 2023/12/12 Initial MAB/ 7:0th| A
REC2-096 19 [Pneumonitis]
DURVALUMA er
B
BLINDED
DOMVANALI 1,3,
CMUH112- 2023A2903 |follow up PNEUMONITIS
21. 2023/12/12 MAB/ 7:0th| A
REC2-096 19 1 [Pneumonitis]
DURVALUMA er
B
BLINDED
PNEUMOCYSTIS
202510GL DOMVANALI
CMUHI112- follow up PNEUMONIA
22. 2025/9/30 [ 0007843K MAB/ L3 A
REC2-096 1 [Pneumocystis jirovecii
R DURVALUMA
B pneumonia]

115% 01" 14 p
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BLINDED
PNEUMOCYSTIS
202510GL DOMVANALI
CMUH112- follow up PNEUMONIA
23. 2025/9/30 [ 0007843K MAB/ L3 A
REC2-096 2 [Pneumocystis jirovecii
R DURVALUMA
pneumonia]
B
BLINDED
PNEUMOCYSTIS
202510GL DOMVANALI
CMUHI112- follow up PNEUMONIA
24, 2025/9/30 [0007843K MAB/ L3 A
REC2-096 3 [Pneumocystis jirovecii
R DURVALUMA
pneumonia)]
B
BLINDED
202504GL DOMVANALI | Pneumonitis is the final
CMUH112- follow up
25, 2025/4/12 [ 0021774G MAB/ diagnosis, hypoxia 2,31 A
REC2-096 2
R DURVALUMA [Pneumonitis]
B
BLINDED
PNEUMOCYSTIS
202510GL DOMVANALI
CMUHI112- follow up PNEUMONIA
26. 2025/9/30 [0007843K MAB/ L3 A
REC2-096 4 [Pneumocystis jirovecii
R DURVALUMA
pneumonia)]
B
#1)
LENVATINIB
IT- Acute Myocardial
CMUH108- FOLLO | MESYLATE
27. 2025/7/10 [009507513- Infarction (AMI) [Acute | 2,3 A
REC2-169 WUP 1 Capsule
2316524 myocardial infarction]
(lenvatinib
mesylate)
1)PROGRESSION OF
BE- PREEXISTING CANCER;
CMUH113- follow up| 1)Epcoritamab
28. 2025/1/6 | ABBVIE- 2) RSV infection L3 A
REC2-137 5 2)Lenalidomide
6110876 3)cytokine release
syndrome
1)Progression of
HR-
CMUH113- follow up| 1)Epcoritamab preexisting Cancer; 1,3,
29. 2024/11/30 | ABBVIE- A
REC2-137 7 2)Lenalidomide 2)Ischemic cerebro- 4
6032927
vascular insult

115% 01" 14 p
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1)SEPSIS;
FR- 2)DETERIORATION OF
CMUH113- follow up| 1)Epcoritamab 1,2,
30. 2025/1/21 | ABBVIE- GENERAL CONDITION; A
REC2-137 4 2)Lenalidomide 3
6100144 3)CYTOKINE RELEASE
SYNDROME
The patient underwent
HU- transfusion for gravis
CMUH113- follow up| 1)Epcoritamab
31. 2025/3/13 | ABBVIE- anaemia and 2,3 A
REC2-137 2 2)Rituximab
6188614 - 1 thrombocytopenia without
complications
PL-
CMUH113- 1)Epcoritamab
32. 2025/3/18 | ABBVIE- | Initial urosepsis 2,31 A
REC2-137 2)Gemcitabine
6188636
PL-
CMUH113- follow up| 1)Epcoritamab
33. 2025/2/21 | ABBVIE- thrombocytopenia 2 A
REC2-137 4 2)Rituximab
6148517 -3
1)PROGRESSION OF
BE- PREEXISTING CANCER;
CMUH113- follow up| 1)Epcoritamab
34. 2025/1/6 | ABBVIE- 2) RSV infection; L3 A
REC2-137 6 2)Lenalidomide
6110876 3)cytokine release
syndrome
CN-
CMUH113- follow up| 1)Epcoritamab
35. 2025/5/4 | ABBVIE- Sepsis 1 A
REC2-137 2 2)Lenalidomide
6280325 - 1
CN-
CMUH113- follow up| 1)Epcoritamab Hemophagocytic
36. 2025/5/24 | ABBVIE- 2,3 A
REC2-137 6 2)Lenalidomide Lymphobhistiocytosis
6355042
CN- I)Cancer Cachexia;
CMUH113- follow up| 1)Epcoritamab
37. 2025/5/26 | ABBVIE- 2)Cognitive disturbance; | 1,3 | A
REC2-137 7 2)Lenalidomide
6304657 3)Thrombocytopenia
1)Progression of
HR-
CMUH113- follow up| 1)Epcoritamab preexisting Cancer; 1,3,
38. 2024/11/30 | ABBVIE- A
REC2-137 10 2)Lenalidomide 2)Ischemic cerebro- 4
6032927
vascular insult
115# 01 * 14 p ¥ 42 B £ 4T B
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1)Sepsis;
HU-
CMUH113- follow up| 1)Epcoritamab 2)colon haemorrhege; 1,2,
39. 2025/6/28 | ABBVIE- A
REC2-137 8 2)Lenalidomide | 3)Febrile neutropenia; 3,7
6359000
4)Thrombocytopenia
HU-
CMUH113- follow up| 1)Epcoritamab
40. 2025/4/23 | ABBVIE- Sepsis 2,3 A
REC2-137 5 2)Lenalidomide
6250678
HU-
CMUH113- follow up| 1)Epcoritamab 1)Thrombocytopenia;
41. 2025/3/13 | ABBVIE- 2,3 A
REC2-137 8 2)Rituximab 2)Gravis anemia
6188614
PL-
CMUH113- follow up| 1)Epcoritamab
42. 2025/3/18 | ABBVIE- urosepsis 2,31 A
REC2-137 4 2)Gemcitabine
6188636 -3
RS- l)disease progression of
CMUH113- follow up| 1)Epcoritamab 1,2,
43. 2025/4/8 | ABBVIE- pre-existing cancer; A
REC2-137 5 2)Lenalidomide 3
6223210 2)Febrile neutropenia
RS-
CMUH113- follow up| 1)Epcoritamab 1,2,
44, 2025/3/21 | ABBVIE- sepsis A
REC2-137 5 2)Lenalidomide 3
6209858
l)worsening of ITP;
TR- 2)Neutrophil count
CMUH113- follow up| 1)Epcoritamab
45, 2025/6/11 | ABBVIE- decreased; 2,3 A
REC2-137 8 2)Lenalidomide
6325213 3)Cytomegalovirus
infection reactivation
TR-
CMUH113- follow up| 1)Epcoritamab 2,3,
46. 2025/6/25 | ABBVIE- Jejunal perforation A
REC2-137 4 2)Lenalidomide 7
6347773
US-
CMUH113- follow up| 1)Epcoritamab laboratory tumor lysis
47. 2025/5/24 | ABBVIE- 2,3 A
REC2-137 6 2)Gemcitabine syndrome
6300323
Interstitial Lung Disease | 1, 3,
CMUH114- 202505GL | follwup | BLINDED
48. 2025/5/21 (ILD) [Interstitial lung [|7:0th| A
REC2-111 0019776IN 3 MEDI5752
disease] er
115# 01 * 14 p % 43 F > £ 47 F
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Interstitial Lung Disease | 1, 3,
CMUH114- 202505GL |follow up|] BLINDED
49, 2025/5/21 (ILD) [Interstitial lung [7:Oth| A
REC2-111 0019776IN 4 MEDI5752
disease] er
1.Myocarditis
[Myocarditis] 2,3,
CMUH114- 202503GL |follow up| BLINDED
50. 2025/3/26 2.Myositis [Myositis] [7:0th| A
REC2-111 0023351JP 3 MEDI5752
3.Myasthenia Gravis er
[Myasthenia gravis]
Interstitial Lung Disease | 1, 3,
CMUH114- 202505GL |follow up| BLINDED
51. 2025/5/21 (ILD) [Interstitial lung [7:O0th| A
REC2-111 0019776IN 5 MEDI5752
disease] er
1.ALT elevation [Alanine
aminotransferase
increased]
2.Elevated alkaline
phosphatase [Blood
alkaline phosphatase
202509GL 2,
CMUH114- BLINDED increased]
52. 2025/9/18 [ O018807B | Initial 7:0th| A
REC2-111 R MEDIS5752 |3.Elevated AST [Aspartate
er
aminotransferase
increased]
4 Elevation GAMA GT
[Gamma-
glutamyltransferase
increased]
CMUH114- 202508GL BLINDED transaminases increased
53. 2025/7/29 Initial 2,3 A
REC2-111 00050201T MEDI5752 | [Transaminases increased]
BLINDED 2,3,
CMUH114- 202506GL |follow up Hypophysitis
54. 2025/5/24 MEDI5752/ 7:0th| A
REC2-111 00039021T 1 [Hypophysitis]
Prednisone er

115% 01" 14 p
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1.ALT elevation [Alanine
aminotransferase
increased]
2.Elevated AST [Aspartate
aminotransferase
increased]
202509GL 2,3,
CMUH114- follow up| BLINDED 3.Elevated alkaline
55. 2025/9/18 [ O018807B 7:0th| A
REC2-111 | MEDI5752 phosphatase [Blood
R er
alkaline phosphatase
increased]
4.GGT INCREASED
[Gamma-
glutamyltransferase
increased]
Interstitial Lung Disease | 1, 3,
CMUH114- 202505GL |follow up| BLINDED
56. 2025/5/21 (ILD) [Interstitial lung [7:Oth| A
REC2-111 0019776IN 6 MEDI5752
disease] er
BLINDED 2,3,
CMUH114- 202506GL |follow up Hypophysitis
57. 2025/5/24 MEDIS752/ 7:0th| A
REC2-111 00039021T 2 [Hypophysitis]
Prednisone er
BLINDED 2,3,
CMUH114- 202506GL |follow up Hypophysitis
58. 2025/5/24 MEDIS752/ 7:0th| A
REC2-111 00039021T 3 [Hypophysitis]
Prednisone er

115% 01" 14 p
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1.ALT elevation [Alanine
aminotransferase
increased]
2.Elevated AST [Aspartate
aminotransferase
increased]
202509GL 2,3,
CMUH114- follow up| BLINDED 3.Elevated alkaline
59. 2025/9/18 [ O018807B 7:0th| A
REC2-111 2 MEDI5752 phosphatase [Blood
R er
alkaline phosphatase
increased]
4.GGT INCREASED
[Gamma-
glutamyltransferase
increased]
Febrile neutropenia
CMUH112- 20250LEM |follow up
60. 2025/9/24 OP-1250 [Febrile neutropenia] 1.3 A
REC2-186 A000046 3
Neutropenia [Neutropenia]
[ARk] B APH -
x FEELCFAFE
73 o
B 5 * £ S5 34 FAPF
[ =% 2444 ]
*:# % ¥4 ¢ Risankizumab
1. | CMUHI114-REC2-130 BiziE | *Y2MEFELPREF 2025# 38 26p 3 2025& 9% 25
*iR B B 4L © Trosunilimab
*E rMAFL W 202547 19p 1 2025# 107 18 B
(2% 2144 ]
2. CMUH113-REC2-137 EL R | *#E% %4 L Epcoritamab
R DMLY RF 114 E032 22p 3 1142097 21 p
[ % 2i2dr ]
3. | CMUH112-REC2-186 FIUH | *H%ES LA
*E AMFLHPF N4 E052 159 2 114=& 117 140p
. [ 2P ]
4. | CMUH109-REC2-039 ¥ oF . o
*m % SUSAR Line Listing
115# 01 * 14 p % 46 F > £ 47 F
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2025 # 03 ® 28 p % 2025 # 09 ® 27 p
(2% 2142 ]
*R% F 4 L 1 Cenerimod
*E pMAFLEHEF 14 E£057 08 p X 114& 112 07 p
5. | CMUHI112-REC2-072 Fh R
*Cenerimod SUSAR 6M LL (Blinded) Period: 08-May-2025 Through
07-Nov-2025
*Notification Letter - IRBIEC
[ % 242472 ]
6. | CMUHI13-REC2-168 G 5| R EY L4 Telisotuzumab Adizutecan
*E pMAFLHRE 12025227 24 p 3 2025880 23 ¢
[$%=+5%FL A 4]
7. | CMUHI110-REC2-250 F fax | ¥R A Addendum 01
*po#p 2025 & 09 % 25 ¢
(##]
o CMUH13-REC2. 124 . *m % Rocatinlimab 2 ‘;’f‘ &% 2451 o & [Notification of
. ) ) ‘ Urgent Safety Measure for rocatinlimab regarding Kaposi’s sarcoma,
Date: 24 November 2025 ]
[z¥x 21442 ]
*Rok # 4 L #L  Axatilimab (DSUR)
9. | CMUHI113-REC2-127 MRS | FE2MHSELHPF I3 E102 01 p X 11470872 13 p
*Ro% &4 4L 0 Axatilimab (6 month line listing)
*E rMHAFLHEF 142047 0l p X 115097 300P
[z¥% 2142 ]
10. | CMUH109-REC2-191 Flfkr | *2m%EPH L4 Adjuvanted RSVPreF3
R DM AFLHEF 20258057 0l p 3 2025& 10 % 31 p

(] FRPHE -

i

4

REPFEFLREE)

F#E > WFEERG®)

FRRE - Hf (20454)
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