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CMUH110- US2021070| Follow herpes simplex
11. 2021/3/26 vaccine + NaCl 1 B+C
REC3-017 940 up 4 Extremely low birth weight
vs Placebo
baby
Premature birth
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Meconium aspiration,
RSVPreF3 Newborn persistent
CMUHI110- PH2021192
12. 2021/9/7 Initial | vaccine + NaCl | pulmonary hypertension, B+C
REC3-017 846
vs Placebo Death neonatal, Neonatal
sepsis
Death neonatal,
RSVPreF3
CMUH110- PH2022039 Respiratory distress, Birth
13. 2022/2/13 Initial | vaccine + NaCl B+C
REC3-017 211 weight low, Premature
vs Placebo
birth
RSVPreF3
CMUHI110- C02021234| Follow Premature birth
14. 2021/11/12 vaccine + NaCl 2 | B+C
REC3-017 281 up 1 Birth weight low
vs Placebo
RSVPreF3
CMUH110- D0202207 Late onset neonatal sepsis,
15. 2022/5/3 Initial | vaccine + NaCl B+C
REC3-017 4366 Pneumonia, Death neonatal
vs Placebo
RSVPreF3
CMUHI110- 172022070
16. 2022/4/22 Initial | vaccine + NaCl [ Unknown cause of death B+C
REC3-017 185
vs Placebo
RSVPreF3
CMUHI110- PH2022072| Follow
17. 2022/3/11 vaccine + NaCl Premature birth B+C
REC3-017 018 up 1
vs Placebo
Death neonatal,
RSVPreF3
CMUH110- PH2022039| Follow Respiratory distress, Birth
18. 2022/2/13 vaccine + NaCl B+C
REC3-017 211 up 1 weight low, Premature
vs Placebo
birth
RSVPreF3
CMUHI110- 1T2022070 | Follow
19. 2022/4/22 vaccine + NaCl | Unknown cause of death 1 B+C
REC3-017 185 up 1
vs Placebo
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Anemia, Death neonatal,
Patent ductus arteriosus,
Neonatal pneumonia,
Seizure, Pulmonary
RSVPreF3 hypertension, Neonatal
CMUH110- PA2021234( Follow
20. 2021/11/13 vaccine + NaCl respiratory distress, B+C
REC3-017 356 up 4
vs Placebo Neonatal jaundice, Birth
weight low, Streptococcus
agalactiae septicemia,
Septic shock, Premature
baby
RSVPreF3 Sepsis, Pneumonia, Death
CMUH110- BD2022048| Follow
21. 2022/3/7 vaccine + NaCl [neonatal, Birth weight low,| 1 B+C
REC3-017 751 up 3
vs Placebo Premature birth
RSVPreF3
CMUH110- ZA2021206| Follow Bradycardia
22. 2021/10/2 vaccine + NaCl 1 | B+C
REC3-017 303 up 4 Neonatal Death
vs Placebo
RSVPreF3 Sepsis, Pneumonia, Death
CMUH110- BD2022048| Follow
23. 2022/3/7 vaccine + NaCl [neonatal, Birth weight low,| 1 [ B+C
REC3-017 751 up 4
vs Placebo Premature birth
Premature baby, Anemia,
Death neonatal, Patent
ductus arteriosus, Neonatal
pneumonia, Seizure,
RSVPreF3
CMUH110- PA2021234( Follow Pulmonary hypertension,
24, 2021/11/13 vaccine + NaCl 1 |B+C
REC3-017 356 up 5 Neonatal respiratory
vs Placebo
distress, Neonatal jaundice,
Birth weight low,
Streptococcus agalactiae
septicemia, Septic shock
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Brachial plexus injury,
Death neonatal, Transitory
RSVPreF3
CMUHI110- PA2021202(| Follow tachypnea of newborn,
25. 2021/9/23 vaccine + NaCl 1 [B+C
REC3-017 171 up 3 Neonatal aspiration,
vs Placebo
Neonatal hypoglycemia,
Neonatal jaundice
#1) Tafasitamab
vs Placebo Lung Infection
2022-MOR
CMUH110- follow up (Code not [Pneumonia]
26. 2022/2/28 | 001639-M L3 A
REC3-049 4 broken) Febrile Neutropenia
Y
#2 ) R-CHOP [Febrile neutropenia]
(R-CHOP) N/A
Worsening of
gastrointestinal bleeding
#1) Tafasitamab [Gastrointestinal
vs Placebo haemorrhage]
2022-MOR
CMUH110- (Code not Shortness of breath
27. 2022/5/2 |1 001828-M | Initial 2,3 A
REC3-049 broken) [Dyspnoea]
Y
#2 ) R-CHOP Hypercalcemia
(R-CHOP) N/A [Hypercalcaemia]
Acute kidney injury
[Acute kidney injury]
#1 ) Tafasitamab|  Acute Kidney Injury
Vs [Acute kidney injury]
Placebo/Lenalid | Dehydration [Dehydration]
CMUH110- 2022-MOR omide vs Hyperglycaemia
28. 2022/5/19 Initial 2,3 A
REC3-049 001890-AU Placebo (Code [Hyperglycaemia]
not broken) Sepsis [Sepsis]
#2 ) R-CHOP Respiratory failure
(R-CHOP) N/A [Respiratory failure]
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#1) Tafasitamab
vs Placebo Febrile Neutropenia
CMUH110- 2022-MOR |[follow up (Code not [Febrile neutropenia]
29. 2022/3/17 L3 A
REC3-049 001681-TH 3 broken) Hospital acquired
#2 ) R-CHOP | pneumonia [Pneumonia]
(R-CHOP) N/A
#1 ) Tafasitamab|  Acute Kidney Injury
Vs [Acute kidney injury]
Placebo/Lenalid | Dehydration [Dehydration]
CMUH110- 2022-MOR omide vs Hyperglycaemia 1,3,
30. 2022/5/19 Initial A
REC3-049 001890-AU Placebo (Code [Hyperglycaemia] 4
not broken) Sepsis [Sepsis]
#2 ) R-CHOP Respiratory failure
(R-CHOP) N/A [Respiratory failure]
#1 ) Tafasitamab|  Acute Kidney Injury
Vs [Acute kidney injury]
Placebo/Lenalid | Dehydration [Dehydration]
CMUH110- 2022-MOR [follow up omide vs Hyperglycaemia 1,3,
31. 2022/5/19 A
REC3-049 001890-AU 1 Placebo (Code [Hyperglycaemia] 4
not broken) Sepsis [Sepsis]
#2 ) R-CHOP Respiratory failure
(R-CHOP) N/A [Respiratory failure]
#1 ) Tafasitamab
Vs
Placebo/Lenalid
Sepsis [Sepsis]
CMUH110- 2022-MOR omide vs
32, 2022/4/18 Initial Dyspnea [Dyspnoea] 2,31 A
REC3-049 001886-FR Placebo (Code
Inguinal pain [Groin pain]
not broken)
#2 ) R-CHOP
(R-CHOP) N/A
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#1 ) Tafasitamab
Vs
Placebo/Lenalid Febrile Neutropenia
CMUH110- 2022-MOR |[follow up omide vs [Febrile neutropenia]
33. 2022/3/17 1 A
REC3-049 001681-TH 4 Placebo (Code Hospital acquired
not broken) pneumonia [Pneumonia]
#2 ) R-CHOP
(R-CHOP) N/A
follow
1) amivantamab
CMUH109- 202204499 up
34. 20222/06/10 2) PNEUMONITIS 234 | A
REC3-168 59(7) (downgra
LAZERTINIB
de)
follow
1) amivantamab
CMUH109- 202204499 up
35. 2022/5/12 2) PNEUMONITIS 234 | A
REC3-168 59(8) (downgra
LAZERTINIB
de)
follow
1) amivantamab
CMUH109- 202204499 up
36. 2022/6/6 2) PNEUMONITIS 234 A
REC3-168 59(9) (downgra
LAZERTINIB
de)
follow
1) amivantamab
CMUH109- 202204505 up 1)PNEUMONITIS
37. 2022/6/9 2) 13 A
REC3-168 38(7) |(downgra 2)DIARRHEA (Diarrhea
LAZERTINIB
de)
follow
1) amivantamab
CMUH109- 202204505 up 1)PNEUMONITIS
38. 2022/6/9 2) 13 A
REC3-168 38(8) |(downgra 2)DIARRHEA (Diarrhea
LAZERTINIB
de)
1)INTERSTITIAL
PNEUMONIA
1) amivantamab
CMUH109- 202205596 [follow up 2)HEART FAILURE
39. 2022/5/27 2) 23 A
REC3-168 19(3) 3 3)PNEUMOTHORAX
LAZERTINIB
4)CEREBRAL
THROMBOSIS
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)INTERSTITIAL
PNEUMONIA
1) amivantamab
CMUH109- 202205596 [follow up 2)HEART FAILURE
40. 2022/6/14 2) 23 A
REC3-168 19(4) 4 3)PNEUMOTHORAX
LAZERTINIB
4)CEREBRAL
THROMBOSIS
follow 1) DINTERSTITIAL LUNG
CMUH109- 202203085 up OSIMERTINIB DISEASE
41. 2022/6/20 12341 A
REC3-168 38(13) |(downgra 2) 2)SARS COV-2 IGM
de) LAZERTINIB POSITIVE
follow
1) amivantamab
CMUH109- 202204505 up 1)PNEUMONITIS
42. 2022/6/17 2) L3 A
REC3-168 38(10) |(downgra 2)DIARRHEA
LAZERTINIB
de)
1) UPPER
GASTROINTESTINAL
HEMORRHAGE
CMUH107- 202205000 [follow up
43. 2022/4/29 amivantamab [ 2) NON ST SEGMENT 2 A
REC3-143 03(2) 2
ELEVATION ACUTE
CORONARY
SYNDROME
#1 ) MK-7339
COVID-19 pneumonia
(olaparib)
CMUH108- 2110FRAO |Followup Malignant neoplasm
44, 2021/10/6 #2) 1,23 A
REC3-057 03736 6 progression
PEMBROLIZU
Pyelonephritis
MAB
CMUH109- Follow LIFE THREATENING
45, 2022/4/19 | 3086730 RO5541267 2 A
REC3-081 up 1 HYPERGLYCEMIA
CMUH109- Follow LIFE THREATENING
46. 2022/4/19 | 3086730 RO7092284 2 A
REC3-081 up 1 HYPERGLYCEMIA
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#1 ) MK-7902
(lenvatinib
mesylate)
Capsule Febrile Neutropenia
#3) [Febrile neutropenia]
CISPLATIN Oral mucositis G3
(7902 STUDY) [Stomatitis]
47. CMUTTO- 2022/5/13 22061TA00 Initial (Cisplatin) platelet count decreased | 2.3 | A
REC3-102 2759
Injection [Platelet count decreased]
#4) anemia [Anaemia]
5-FLUOROUR Lung Infection
ACIL (7902 [Pneumonia]
STUDY)
(5-Fluorouracil)
Injection
#1 ) MK-7902
(lenvatinib
mesylate)
Capsule Febrile Neutropenia
#3) [Febrile neutropenia]
CISPLATIN Oral mucositis G3
(7902 STUDY) [Stomatitis]
CMUH110- 22061TA00 |Followup
48. 2022/5/13 (Cisplatin) anemia [Anaemia)] 2.3 A
REC3-102 2759 1
Injection platelet count decreased
#4) [Platelet count decreased]
5-FLUOROUR Lung Infection
ACIL (7902 [Pneumonia]
STUDY)
(5-Fluorouracil)
Injection
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#1 ) MK-7902
(lenvatinib
mesylate)
Capsule Febrile Neutropenia
#3) [Febrile neutropenia]
CISPLATIN Oral mucositis G3
(7902 STUDY) [Stomatitis]
CMUH110- 2206ITA00 |Followup
49, 2022/5/13 (Cisplatin) anemia [Anaemia] 23 A
REC3-102 2759 2
Injection platelet count decreased
#4) [Platelet count decreased]
5-FLUOROUR Lung Infection
ACIL (7902 [Pneumonia]
STUDY)
(5-Fluorouracil)
Injection
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50.

CMUH110- 2205CHNO
2022/4/29
REC3-102 00668

Initial

#1 ) MK-7902
(lenvatinib
mesylate)

Capsule
#2)
PEMBROLIZU
MAB
(pembrolizumab

) Solution for

injection
#3)
CISPLATIN

(7902 STUDY)
(Cisplatin)
Injection

#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)

Injection

upper gastrointestinal

hemorrhage [Upper

gastrointestinal

haemorrhage]

Esophageal fistula

[Oesophageal fistula]

1.3
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51.

CMUH105-
REC3-121

ONO-2021-
017326

2021/2/26

Initial

#1 ) ONO-4538
vs Placebo
CapeOX therapy
(Code not
broken)

#2 ) Oxaliplatin
(OXALIPLATI
N) Infusion,
100/20
milligram per
millilitre {Lot #
unknown}
#3)
Capecitabine
(CAPECITABI
NE) Unknown,
150 milligram
{Lot # UNK}

Multiple organ failure
[Multiple organ failure]
whole body pain [General
body pain]

1,3,7:
medic
ally
impor
tant
condi

tion

52.

CMUH108-
REC3-058

2110CHNO
09013

2021/10/4

Followup

13

#1 ) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

Unknown cause of death
[Death]
Decreased platelet count
[Platelet count decreased]
Cerebral hemorrhage

[Cerebral haemorrhage]

1.23
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#1 ) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
septicopyemia [Sepsis]
(3475
CMUH108- 2203CHNO [Followup Multiple organ dysfunction
53. 2022/2/27 SOLUTION 23| A
REC3-058 00422 18 o sysdrome [Multiple organ
FOR
dysfunction syndrome]
INJECTION
STUDY)
#3)
PREDNISONE
(PREDNISONE
) Tablet
#1 ) MK-3475
Study (Code not
broken)
Unknown cause of death
#2)
[Death]
DOCETAXEL
CMUH108- 2110CHNO |Followup Decreased platelet count
54, 2021/10/4 FOR JAPAN 1.23] A
REC3-058 09013 14 [Platelet count decreased]
(3475
Cerebral hemorrhage
SOLUTION
[Cerebral haemorrhage]
FOR
INJECTION
STUDY)
TR
3
¢ P
B L] Ny ERR B
(2% 2144 ]
1. CMUH108-REC3-130 ELR | *RERES LA JINI-42756493 (erdafitinib)
*E AMFELYPRF I0E 102 12p 2 111 #4711
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TRFFAREARFRFALARELAEFFELR ¢
" P -EFRFAXFHEERC RD)

pn|  rgen | JE 1IN
p;l10# 42 12p 3 111 #4727 11p
(e % 2447 ]
o | CMUHI10-REC3. 184 g R P LA 0 JINJ-42756493 (erdafitinib)
kg MMARLHEF 102107 12p % 111 &40 11
p;ll0# 42 12p 3 111 #4727 11p
(e % 2247 ]
3 CMUHI10-REC3-001 g1 *R B F LA 1 JINJ-42756493 (erdafitinib)
*E AP LYPRF 10E 102 12p 3 111 #4707 11
p;ll0# 42 12p 3 111 #4211 p
[zp= 244 ]
) * 5% ¥4 L4 * Tezepelumab
4. | CMUH108-REC3-107 EIFR
*g pMAFLHEF 10232 10p 32 110£29 7 9P
*E pMAFLHPEF 110292 10p X 111E3 2 9P
[(##]
5. CMUHI110-REC3-026 Fhe o | R LAFAIP LR (ATEEAPD S
PF-06882961 IB V6.1, May2022 -
[zp= 244 ]
R B LA MK3475
6. CMUH106-REC3-078 IR IR
*E AR LR L
04-SEP-2021 to 03-MAR-2022
(<% 2134 ]
* 5% ¥4 &4 * Darolutamide
*E PMARLER 120222 17 1 p32022& 3% 31 p
; CMUH110-REC3-213 FYR 1.Quarterly Summary Report of SUSAR 01Jan2022 to
31Mar2022
2.Serious Study Conduct Related Cases 01Jan2022 to
31Mar2022
3.SUSAR Study Cases 01Jan2022 to 31Mar2022
(% 2idr ]
*5% ¥ 4L * Imlunestrant (LY3484356)
*E MMARL R 12020 & 112 9p 2 2021 & 11 * 8P
6 | CMUHI09-REC3.152 Y *xE% F P 4L ¢ Abemaciclib (LY2835219)

*E pMARL WM 12021 F 97 29 p 3 2022 # 3% 28 P
[H&-2tqpn s 2 4R ]

EhF D AERA R 2 AR

*5% ¥ 4L * Imlunestrant (LY3484356)
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s< A& p #:LY3484356 Nonclinical report 1Y3484356,
Dated 21-Sep-2021

CMUH109-REC3-001

\‘i\
uic
#

(e % 24247 ]
*4% & @ Mirzotamab B-SUSAR LL Analysis
(24Nov21-23May22)

g MM AR L EPR 12021 & 11 Y 24 p 3 2022 & 5 23
p

10.

CMUH110-REC3-193

T
|~
I

CETEEED
*ix & 1 LOX0-BTK-20023-Covid-19 Vaccination and
Therapeutic Intervention Letter 13Jun2022
*pg oIl &6 13 P

11.

CMUH106-REC3-039

\‘;\
fu
+

[ =% 2144 ]

*% ¥4 4L 1 Acalabrutinib

*E MM LEHREF 202057 1 p 1 2020& 10 % 31 P
*E ML C2020# 10 % 31 p 1 2021 & 10 * 31
2

[6 & * Line Listing]

* % ¥4 4L 1 Acalabrutinib

*E ML 2020# 10 % 30 p £ 2021 £ 4 7 29
2

*E MR LHE 2021 &# 4 30 p 3 2021 & 10 * 30
2

12.

CMUH108-REC3-098

5k VY 3L

[ 2132 ]
*% ¥ L4 1 MK-3475 Pembrolizumab
*E MM LHEF 2021 &#97 4p3F2022&F38 3P

13.

CMUH109- REC3-123

[z =% 2p42]
R E P LA AINAST
kg pMARZ WA 2021 £ 107 1p 5202237 31 p

14.

CMUH108-REC3-126

L
Il
ok

(% 2idr4 ]

* 5% 4 ¢4 Baricitinib

R e |

Baricitinib: 110 # 8 * 14 p 3 111 #2 " 13 p

15.

CMUH110-REC3-017

[#&]

*F\ 75 :

l. Aiph Rk i kpb gnxE R4 B ¢ (IDMC) »
2022 # 27 16 P 2 ihsk 0 BIP W FERET 0 BRER
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2. ¥ { #72 % > F (Data lock point: 01 Jun 2022)
B ERE AT

1) Update on Clinical Data from RSV MAT-009 and RSV
MAT-012 Studies in Pregnant Women (20 Jun 2022)

3B iEAEE PMEEGETL LR AN 2 F #) 30
2022 £#4 7 8 piAkHEHAZY T 2R A2
(Bwmyn LFEFS L HRwAPH) Fo4~
EI BB M2 T2 (SUSAR) » & A it {73

o 4T

4

EASEE

#
Wit
b

1) Batch IND Safety Report (INDSR) Investigator
Notification (16-Jun-2022; batch 2)
b FORRRTEE LR ERLE R LS O

TEE AT

16.

CMUH109-REC3-115

[z8x 2134 ]
a. SSR_guselkumab_Blinded 13Jul2021-12Jan2022
*E % & L # ¢ Guselkumab
*E pMHAEAHF I10& 7 3P IILELT? I2P

17.

CMUH108-REC3-058

5E U AL

[z =% 212 ]
*R5% F 4 L4 1 MK-3475 Pembrolizumab
*E PP LPF 2021 9% 4p22022&#32 3¢

18.

CMUH110-REC3-128

Es
\1_
&

CEIY L)
*i3 A ¢ LOX0O-BTK-20023-Covid-19 Vaccination and
Therapeutic Intervention Letter 13Jun2022

*pEp oIl &6 13 P

19.

CMUH109-REC3-131

[ 2132 ]

*5% ¥ L4 ¢ Atezolizumab

*E MR AHE 2021 &£ 11 7 18 p % 2022 &# 5% 17
12

20.

CMUH108-REC3-057

L t

[e#p= 2144 ]

*:p5 B L4 MK-7339

*% PHARL P 2021 & 127 16 p 1 2022 & 6 1 15
p

21,

CMUH109-REC3-081

|+
I
&

[z % 248 2]
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*RB% F ¥ 4L Atezolizumab
* MMHARAHE 2021 &£ 11 7 18 p % 2022 &# 5% 17
p

(EEIEIEIEE S |

*R % ¥ L4 1 RPC1063,0zanimod

*E pMEARL W 12021 F 11 % 20 p 3 2022 # 5% 19
22. | CMUH107-REC3-112 LSS 5 P (SUSAR Line Listing)

[DSMB -z i 4]

*AZEEpE 11 E22 9P

*AZEEpY 11 EST 12

[z8x 2134 ]

*R % ¥ ¢4 - RPC1063,0zanimod

* MM HREF 2021 & 117 20p % 2022 # 5% 19
23. | CMUHI107-REC3-113 LEEN) 5 P (SUSAR Line Listing)

[DSMB -k i 4]

*Ak R p g 111 & 020 09 p

kAR p g 111 #0577 12

[ 8% 2H3F2 ]

*5% ¥4 ¢4 1 RPC1063,0zanimod

*E MR LHRE 2021 & 117 20p % 2022 & 5% 19
24. | CMUHI107-REC3-114 B = iF P (SUSAR Line Listing)

[DSMB ii-3%:d )

*AZEEPpH 111 E 0272 09 P

FAkR P 111 & 057 12p

(3R] B HE -

bl
¥
=
‘=
%
-
k!
o+
ki
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