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Operation for tumor removal was done on 2021/12/20 (V2). Stage Il inform consent
form was consented on 2021/12/31. apheresis was arranged on 2022/01/06 09:00. On
2022/01/06 05:20, conscious changed. cause: choking suspected. examination: Brain
CT showed server brain swelling and hypoxic encephalopathy. result in: death # =<
HERIGPIEG A 2 A R FE

(37 B AEF =2 7ik]

PEESATFY T M s Hr gt RFE A (A GTee BT

B, 3.
~ € %%, | CMUH109-REC1-131(SAE-33) FHeEgA KL rEE
VERELSA | SRR RERL G F TEEF R | RFEFEE
SERR —IEAHE R A BT WA KRR X FE R VI3T AR LE
’ i #7 Pembrolizumab (MK-3475) & @& ;5% «h% 1b/2 ¥ o5 2%
TR _ _
Y e Upper respiratory tract bleeding
A
AR AR
sy | B | Ew | E2 e i z%;“ z';; 3 ag e
ER e H m | T :
" P # P 8 ) P 3 B 5 %%
Ip 8P [
B2z
i * 40 B .
110104 2021/12/12|12021/12/13| initial 2022/1/12 | 23p ¥ & D ¥
(unrelated) ‘
Y TIER S

(FErg2fi3ir]

-~ RIp Rt 02021 & 12 0 12 p p ﬁ’i"’;;ﬁé ELR QA Pl - B

n;’d*“‘“i"klﬁun'_”“ik’kiliﬁHFmF‘*Fm"' ﬁ%’@%ﬁg&?’rﬁ B AL D
A g BE %Eﬁqﬁ‘a%q%/}{m’ﬂliﬁ'zﬂ Pﬂi\:,\lﬁ dre oy & ipkgp ? FU AR R

% > T d %2 & Transamin 14 ok & o
[(AFTHELE+FL2]

— ~ The subject suffered bleeding from oral and trachea on 12Dec2021.According to
family description that the subject was suction sputum from nasal then started
bleeding from trachea and oral. Due to Upper respiratory tract bleeding,the subject
prolongation of hospitalization on 12Dec2021.Arrange CT scan to find the bleeding
site and CT report show no visible active bleeding and bleeding site was not
detected.The study physician according to the blood clot site suspect bleeding form
Upper respiratory tract.Due to airway bleeding, tracheostomy with ventilator support
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- ~ * =i 3F K Fl4o : The subject suffered bleeding from oral and trachea on
12Dec2021.According to family description that the subject was suction sputum from
nasal then started bleeding from trachea and oral. Due to Upper respiratory tract
bleeding,the subject prolongation of hospitalization on 12Dec2021.Arrange CT scan to
find the bleeding site and CT report show no visible active bleeding and bleeding site
was not detected. The study physician according to the blood clot site suspect bleeding
form Upper respiratory tract.Due to airway bleeding, tracheostomy with ventilator
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week.He went to emergency department for tracheostomy and tolaryngologists (ENT)
was contacted for tracheostomy arrange that was performed and assessed as
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1. On 30-APR-2021,nasopharyngoscopy showed larynx:left vocal palsy,saliva

pooling,bilateral arytenoid process swelling abnormal).

2. On 13-MAY-2021,he started with bromhexine hydrochloride and with ipratropium
bromide and albuterol sulfate(+)ipratropium bromide(COMBIVENT)as treatment
for pneumonia (indication reported as expectorant).

3. Other medications the subject received during the study protocol included
sennosides for constipation; celecoxib and fentanyl for pain control; levothyroxine
sodium for hypothyroidism; ceftriaxone for dysphagia, diphenhydramine
hydrochloride, and acetylcysteine for dyspnea.

ST SRR ARG LR TERARE N ERAEH DL i+
TP RFT R B R A RN G GBS T
_—,PP‘%J(}%/\l'f‘m‘ﬁfﬁ}rﬁ/\“f‘mfﬁfm’ W AR o

C: R ESEL T D

- ~ il o

’
o
N

2 DFE T L
AR~ B E

(38 RP A% 243k )
RS SR TR )RR AR R R S E S AL

F5. 6.
* ¢ %% | CMUH109-REC1-150(SAE-5) EE e R | RE LR
PRI | LR AR F R B Y- -
- HERERT uﬁ;,]vi'g i 8 2 B o (GCIGEIC) S E bR T
2% o Yyt es - es 4+ Durvalumab i 2 FLOT i ts » 4% gyﬁ‘gé "
7 v

Durvalumab is 7 Hig s A fie ~ 5 ~ X AR - § = 3%
(MATTERHORN)

EARER L ]
= P2 EEVER (Pyrexia)

iz
w4 E = R4 Y i FEAK FEAREE 2EE
5 :—_ i < L= . 1= ! = =
28] % B . HAF S SO
P p g Hwu | P 2 T 5 B % i %
Fp
22021A88992 _ FacAp kD ¥Iop 4
2021/12/16 | 2021/12/19 | initial | 2022/1/4 | -5 & )
5(7406003) (possible) Fe

CETT EY LT D
- ~pt=xi R ] 1) P On 16-Dec- 2021, the patient experienced grade three fever
(preferred term: Pyrexia). The event(s) fever became serious on 17-Dec-2021. Fever,
suspected port-A infection. The event(s) occurred during the treatment period of this
study. The investigator considered that there was a reasonable possibility of a causal
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relationship between the study therapy Oxaliplatin and the following event(s): Fever.
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1.
PNEUMONITIS
1. DURVALUMAB;
2021A028 (Pneumonitis);
2. TRASTUZUMAB
CMUH108 029 2
1. 2021/2/1 FU4 DERUXTECAN(TRA 2,3 A
-REC1-024 (E7401002 HYPONATRE
STUZUMAB
) MIA
DERUXTECAN) )
(Hyponatraemia
)
#1) AC-220 or Placebo
Grade 4
(Code not broken)
ANAPHYLACT
CMUH105 DSJ-2021- #2 ) CYTARABINE
2. 2021/05/03 follow up 1 IC REACTION |2 A
-REC1-069 113498 (AC-220 Study) ]
[Anaphylactic
(CYTARABINE) )
) reaction]
Infusion
#1) AC-220 or Placebo
(Code not broken)
#2 ) CYTARABINE
platelet count
(AC-220 Study)
CMUH105 DSE-2021- decreased
3. 2020/12/07 follow up 1{(CYTARABINE) 2,3 A
-REC1-069 117853 ) [Platelet count
Infusion
decreased]
#3)
MITOXANTRONE
(MITOXANTRONE)
#1) AC-220 or Placebo )
Other Serious
(Code not broken) o
Criteria: IME
CMUH105 DSE-2021- #2 ) CYTARABINE )
4, 2021/4/12 follow up 1 Hypocalcemia (2,3,7 [A
-REC1-069 118051 (AC-220 Study) )
[Hypocalcaemia
(CYTARABINE)
Infusion
#1) VANFLYTA
CMUH105 DSJ-2021- TABLETS
5. Unk follow up 1 Death [Death] |1 A
-REC1-069 138681 (QUIZARTINIB)
Tablet
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#1) AC-220
CMUH105 DSU-2021 passed away
6. Unk follow up 1|{(QUIZARTINIB) A
-REC1-069 -123072 [Death]
Tablet
#1) AC-220 or Placebo
(Code not broken) Cardiorespirator
CMUH105 DSE-2021- #2) CYTARABINE |y arrest
7. 2021/02/22 follow up 2 _ i A
-REC1-069 106992 (AC-220 Study) [Cardio-respirat
(CYTARABINE) ory arrest]
Infusion
#1) AC-220 or Placebo [Febrile
(Code not broken) neutropenia
#2 ) CYTARABINE [Grade 4 [Febrile
(AC-220 Study) neutropenia]
CMUH105 DSE-2021- )
8. 2021/03/18 follow up 2 [(CYTARABINE) Sepsis Grade 4 |2 A
-REC1-069 116381 ) )
Infusion [Sepsis]
#3) Mucositis Grade
MITOXANTRONE 3 [Mucosal
(MITOXANTRONE) |inflammation]
#1) AC-220 or Placebo
(Code not broken)
#2 ) CYTARABINE
Febrile
(AC-220 Study) )
CMUH105 DSE-2021- neutropenia
9. 2020/10/10 follow up 1{(CYTARABINE) ] A
-REC1-069 116531 ) [Febrile
Infusion ]
neutropenia]
#3)
MITOXANTRONE
(MITOXANTRONE)
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#1) AC-220 or Placebo
(Code not broken)
#2 ) CYTARABINE  |Febrile
(AC-220 Study) neutropenia
CMUH105 DSE-2021-
10. 2020/11/21 follow up 1{(CYTARABINE) [Febrile A
-REC1-069 116599
Infusion neutropenia]
#3) Sepsis [Sepsis]
MITOXANTRONE
(MITOXANTRONE)
#1) AC-220 or Placebo
(Code not broken)
#2 ) CYTARABINE
platelet count
(AC-220 Study)
CMUH105 DSE-2021- decreased
11. 2021/03/14 follow up 1{(CYTARABINE) A
-REC1-069 117681 ) [Platelet count
Infusion
decreased]
#3)
MITOXANTRONE
(MITOXANTRONE)
white blood
#1) AC-220 or Placebo [cells decreased
(Code not broken) [White blood
#2 ) CYTARABINE  [cell count
(AC-220 Study) decreased]
CMUH105 DSE-2021- _
12. 2020/12/08 follow up 1{(CYTARABINE) worsening of A
-REC1-069 118069 ) )
Infusion white blood cell
#3) count decrease

MITOXANTRONE
(MITOXANTRONE)

[White blood
cell count

decreased]
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#1) AC-220 or Placebo
MULTIPLE
(Code not broken)
CEREBRAL
CMUH105 DSJ-2018- [follow up [#2) CYTARABINE
13. 2018/06/29 INFARCTION 1,3 A
-REC1-069 126184 10 (AC-220 Study)
[Cerebral
(CYTARABINE) ) )
infarction]
Infusion
#1) AC-220 or Placebo
Grade 4
(Code not broken)
ANAPHYLACT
CMUH105 DSJ-2021- | #2 ) CYTARABINE
14. 2021/05/03 Initial IC REACTION |2 A
-REC1-069 113498 (AC-220 Study) ]
[Anaphylactic
(CYTARABINE) )
) reaction]
Infusion
#1) VANFLYTA
CMUH105 DSJ-2021- TABLETS
15. Unk Initial Death [Death] |1 A
-REC1-069 138681 (QUIZARTINIB)
Tablet
UNCONTROLE
D
MUCORMYCO
#1) AC-220 or Placebo |SIS OF SINUS
(Code not broken) INFECTION
CMUH105 DSU-2017 #2 ) CYTARABINE  |[Mucormycosis]
16. 2017/02/24 follow up 4 1,3 A
-REC1-069 -106586 (AC-220 Study) UNCONTROLE
(CYTARABINE) D
Infusion MUCORMYCO
SIS OF SINUS
INFECTION
[Mucormycosis]
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Ventricular
disfunction
[Ventricular
dysfunction]
#1) AC-220 or Placebo| )
Miocardic
(Code not broken) o
toxicity
CMUH105 DSU-2017 [follow up [#2) CYTARABINE ) o
17. 2017/07/03 [Cardiotoxicity] |1, 2 A
-REC1-069 -123979 |10 (AC-220 Study) oTC
(CYTARABINE)
PROLONGATI
Infusion
ON
[Electrocardiogr
am QT
prolonged]
Ventricular
disfunction
[Ventricular
dysfunction]
#1) AC-220 or Placebo| .
Miocardic
(Code not broken) -
toxicity
CMUH105 DSU-2017 [follow up [#2 ) CYTARABINE R
18. 2017/07/03 [Cardiotoxicity] |1, 2 A
-REC1-069 -123979 (11 (AC-220 Study) oTC
(CYTARABINE)
PROLONGATI
Infusion
ON
[Electrocardiogr
am QT
prolonged]
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Ventricular
disfunction
[Ventricular
dysfunction]
#1) AC-220 or Placebo| )
Miocardic
(Code not broken) o
toxicity
CMUH105 DSU-2017 [follow up [#2) CYTARABINE ) o
19. 2017/07/03 [Cardiotoxicity] |1, 2 A
-REC1-069 -123979 (12 (AC-220 Study) oTC
(CYTARABINE)
PROLONGATI
Infusion
ON
[Electrocardiogr
am QT
prolonged]
Ventricular
disfunction
[Ventricular
dysfunction]
#1) AC-220 or Placebo| .
Miocardic
(Code not broken) -
toxicity
CMUH105 DSU-2017 [follow up [#2 ) CYTARABINE o
20. 2017/07/03 [Cardiotoxicity] |1, 2 A
-REC1-069 -123979 (13 (AC-220 Study) oTC
(CYTARABINE)
PROLONGATI
Infusion
ON
[Electrocardiogr
am QT
prolonged]
VENTRICULA
#1) AC-220 or Placebo |R
(Code not broken) FIBRILLATION
CMUH105 DSU-2017 [follow up [#2) CYTARABINE |[Ventricular
21. 2017/10/28 o 2,3 A
-REC1-069 -151989 (11 (AC-220 Study) fibrillation]
(CYTARABINE) CARDIAC
Infusion ARREST
[Cardiac arrest]
111 &2 02 * 07 B % 45 F > % 68 F




PRFEAETERRFIRALRELAEF-FALR 4§

-

~F-l-ERFCXTAEEREL(C 2R
Y
~EM | BAP £
F 5 f ’ F 2 -5 TRES AR | BE [ER
g H 5|
5
#1) AC-220 or Placebo
(Code not broken)
CARDIAC
CMUH105 DSU-2018 #2 ) CYTARABINE
22. 2018/11/13 follow up 6 ARREST 1 A
-REC1-069 -149060 (AC-220 Study) )
[Cardiac arrest]
(CYTARABINE)
Infusion
#1) AC-220 or Placebo
(Code not broken)
CARDIAC
CMUH105 DSU-2018 #2 ) CYTARABINE
23. 2018/11/13 follow up 7 ARREST 1 A
-REC1-069 -149060 (AC-220 Study) ]
[Cardiac arrest]
(CYTARABINE)
Infusion
HEART
FAILURE
[Cardiac failure]
#1) AC-220 or Placebo
DRUG-INDUC
(Code not broken)
ED LIVER
CMUH105 DSU-2019 [follow up [#2) CYTARABINE
24. 2019/06/12 DISEASE 2 A
-REC1-069 -122978 |20 (AC-220 Study) )
[Drug-induced
(CYTARABINE) -
liver injury]
Infusion
LUNG
INFECTION
[Pneumonia]
HEART
FAILURE
[Cardiac failure]
#1) AC-220 or Placebo
DRUG-INDUC
(Code not broken)
ED LIVER
CMUH105 DSU-2019 [follow up [#2) CYTARABINE
25. 2019/06/12 DISEASE 2 A
-REC1-069 -122978 |15 (AC-220 Study) )
[Drug-induced
(CYTARABINE) -
liver injury]
Infusion
LUNG
INFECTION

[Pneumonia]
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HEART
FAILURE
[Cardiac failure]
#1) AC-220 or Placebo
DRUG-INDUC
(Code not broken)
ED LIVER
CMUH105 DSU-2019 [follow up [#2) CYTARABINE
26. 2019/06/12 DISEASE A
-REC1-069 -122978 (16 (AC-220 Study) ]
[Drug-induced
(CYTARABINE) -
liver injury]
Infusion
LUNG
INFECTION
[Pneumonia]
HEART
FAILURE
[Cardiac failure]
#1) AC-220 or Placebo
DRUG-INDUC
(Code not broken)
ED LIVER
CMUH105 DSU-2019 [follow up [#2) CYTARABINE
27. 2019/06/12 DISEASE A
-REC1-069 -122978 (17 (AC-220 Study) )
[Drug-induced
(CYTARABINE) -
liver injury]
Infusion
LUNG
INFECTION
[Pneumonia]
HEART
FAILURE
[Cardiac failure]
#1) AC-220 or Placebo
DRUG-INDUC
(Code not broken)
ED LIVER
CMUH105 DSU-2019 [follow up [#2) CYTARABINE
28. 2019/06/12 DISEASE A
-REC1-069 -122978 (18 (AC-220 Study) )
[Drug-induced
(CYTARABINE) -
) liver injury]
Infusion
LUNG
INFECTION

[Pneumonia]
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HEART
FAILURE
[Cardiac failure]
#1) AC-220 or Placebo
DRUG-INDUC
(Code not broken)
ED LIVER
CMUH105 DSU-2019 [follow up [#2) CYTARABINE
29. 2019/06/12 DISEASE 2 A
-REC1-069 -122978 (19 (AC-220 Study) ]
[Drug-induced
(CYTARABINE) -
liver injury]
Infusion
LUNG
INFECTION
[Pneumonia]
#1) AC-220 or Placebo
(Code not broken)
CMUH105 DSU-2019 #2 ) CYTARABINE ] ]
30. 2019/09/25 follow up 2 Sepsis [Sepsis] |2, 3 A
-REC1-069 -137286 (AC-220 Study)
(CYTARABINE)
Infusion
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31.

CMUH105
-REC1-069

2019/06/12

DSU-2019
-150158

follow up
14

#1) AC-220 or Placebo

(Code not broken)

#2) CYTARABINE

(AC-220 Study)
(CYTARABINE)

Infusion

ACUTE
RESPIRATORY
FAILURE
[Acute
respiratory
failure]
ACID-BASE
BALANCE
DISORDER
[Acid base
balance
abnormal]
HYPERKALE
MIA
[Hyperkalaemia]
MAGNESIUM
CONTAINING
HIGH [Blood
magnesium
increased]

THE
BALANCE OF
MIXED ACID
AND BASE IS
OUT OF
BALANCE
[Acid-base
balance disorder

mixed]

32.

CMUH105
-REC1-069

Unk

DSU-2021
-123072

Initial

#1)AC-220
(QUIZARTINIB)
Tablet

passed away
[Death]
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#1) AC-220 or Placebo
(Code not broken)
#2 ) CYTARABINE
(AC-220 Study) Cytomegaloviru
CMUH105 DSU-2021 | (CYTARABINE) s infection
33. 2021/06/08 Initial ] 12,3 A
-REC1-069 -127549 Infusion [Cytomegalovir
#3) IDARUBICIN us infection]
(AC-220 Study)
(IDARUBICIN)
Infusion
#1) AC-220 or Placebo
Pulmonary
(Code not broken) o
Aspergillosis
CMUH105 DSU-2021 | #2 ) CYTARABINE
34. 2021/08/16 Initial [Bronchopulmo |2, 3 A
-REC1-069 -128934 (AC-220 Study)
nary
(CYTARABINE) o
) aspergillosis]
Infusion
#1) AC-220 or Placebo
(Code not broken)
#2 ) CYTARABINE
(AC-220 Study) Other Serious
(CYTARABINE) Criteria: IME
Infusion liver toxicity
CMUH105 DSU-2021 #3 ) FLUDARABINE |due to
35. 2021/08/31 follow up 1 2,7 A
-REC1-069 -128935 (FLUDARABINE chemotherapy
PHOSPHATE) treatment
Injection [Drug-induced
#4) IDARUBICIN liver injury]
(AC-220 Study)
(IDARUBICIN)
Infusion
Disease
CMUH109 21P-056-3 progression,
36. 2021/5/14 follow up 4 (ABBV-927 ) 1,2,3 (A
-REC1-104 908372-00 Respiratory
distress
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#1) MK-7902
CMUH110 2112COLO|( . #2) BLINDED Unknown cause
37. 2021/10/31 Initial 1 A
-REC1-045 10175 THERAPY of death [Death]
(pembrolizumab)
CMUH110 2112COLO Unknown cause
38. 2021/10/31 Followup 1]#1) MK-7902 1 A
-REC1-045 10175 of death [Death]
Tumor bleeding
CMUH107 2109ITA00 #1) MK-7902 Study
39. 2021/9/6 Followup 5 [Tumour 2.3 A
-REC1-188 4091 (Code not broken)
haemorrhage]
Symptomatic
myositis
[Myositis]
Immune
mediated
CMUH108 2105BRA0|Followup [#1) MK-3475 Study  |hepatitis
40. 2021/5/5 123 A
-REC1-036 02244 19 (Code not broken) [Immune-mediat
ed hepatitis]
respiratory
infection
[Respiratory
tract infection]
Symptomatic
myositis
[Myositis]
Immune
mediated
CMUH108 2105BRAO0|Followup |#1) MK-3475 Study  [hepatitis
41. 2021/5/5 123 A
-REC1-036 02244 20 (Code not broken) [Immune-mediat

ed hepatitis]
respiratory
infection
[Respiratory

tract infection]

111 # 02 * 07 p




PRFEAETERRFIRALRELAEF-FALR 4§
L-ERF-AFAEEREE(U PKR)

-

-F-

R 5L

* ¢
5L

cel:
H

N e
IR 2 S
B

w4

F"'J

E

e

7 5

ik
=

42,

CMUH108
-REC1-036

2021/5/5

2105BRA0
02244

Followup
21

#1) MK-3475 Study

(Code not broken)

Symptomatic
myositis
[Myositis]
Immune
mediated
hepatitis
[Immune-mediat
ed hepatitis]
respiratory
infection
[Respiratory

tract infection]

1.2.3

43.

CMUH108
-REC1-036

2021/5/5

2105BRA0
02244

Followup
22

#1) MK-3475 Study

(Code not broken)

Symptomatic
myositis
[Myositis]
Immune
mediated
hepatitis
[Immune-mediat
ed hepatitis]
respiratory
infection
[Respiratory

tract infection]

1.23

44,

CMUH108
-REC1-030

2021/9/30

202110143
80_0 Blin
ded

initial

apalutamide

1.ILIOFEMOR
AL
THROMBOSIS

23

45.

CMUH108
-REC1-030

2021/9/30

202110143
80_1 Blin
ded

follow up 1

apalutamide

1.ILIOFEMOR
AL
THROMBOSIS
2.PULMONAR
Y EMBOLISM
3.LYMPHOCEL

23

111 # 02 * 07 p




PRFEAETERRFIRALRELAEF-FALR 4§

-

—F-L-ERFCXPAEERELE( PR
B
~EM | BAP £y ]
F 5 f ’ F 2 -5 TRES AR | BE [ER
g H Bl
5
1.ILIOFEMOR
AL
202110143 THROMBOSIS
CMUH108
46. 2021/9/30 (80_2_Blin [follow up 2 |apalutamide 2.PULMONAR |23 A
-REC1-030
ded Y EMBOLISM
3.LYMPHOCEL
E
1.ACUTE
PULMONARY
EMBOLISM
BILATERAL
202108129 2.RIGHT
CMUH108 ) )
47. 2021/8/1 |21_3 Blin |follow up 3|apalutamide HEART 123 A
-REC1-030
ded STRAIN
3.LEFT
LOWER
EXTREMITY
OCCLUSION
202108616 1.ACUTE
48. [CMUH107| 2021/8/20 |72_3_Blin |follow up 3|Niraparib MYELOBLAST|1237 |A
-REC1-189 ded IC LEUKEMIA
202112544
49. |CMUH107]2021/?2/?? [41_0_Blin |initial Niraparib 1L.INFECTION (13 A
-REC1-189 ded
1.
PNEUMONITIS
1. DURVALUMAB;
2021A028 (Pneumonitis);
2. TRASTUZUMAB
CMUH108 029 2
50. 2021/2/1 FU5 DERUXTECAN(TRA 2,3 A
-REC1-024 (E7401002 HYPONATRE
STUZUMAB
) MIA
DERUXTECAN) )
(Hyponatraemia
)
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Atezolizumab
CMUH110
51. 2021/6/8 |2846898 [Initial Trastuzumab SEPSIS 2 A
-REC1-060
Emtansine
Atezolizumab
CMUH110 Follow up SEPSIS
52. 2021/6/8 2846898 Trastuzumab 2,3 A
-REC1-060 1 ) PNEUMONITIS
Emtansine
Trastuzumab
CMUH110 - _
53. 2021/6/8 12846898 [Initial Emtansine SEPSIS 2 A
-REC1-060
Atezolizumab
SEPSIS
Trastuzumab
CMUH110 Follow up ] PNEUMONITIS
54, 2021/6/8 12846898 Emtansine 2,3 A
-REC1-060 2 LEFT VISUAL
Atezolizumab
DISCOMFORT
SEPSIS
Trastuzumab
CMUH110 Follow up ) PNEUMONITIS
55. 2021/6/8 12846898 Emtansine 2,3 A
-REC1-060 3 LEFT VISUAL
Atezolizumab
DISCOMFORT
#1) Other Serious
TALAZOPARIB;PLAC|Criteria:
CMUH102 202101646 EBO (Code not broken) |Medically
56. 2021/11/22 Initial A
-REC1-068 i #2 ) Enzalutamide Significant
(ENZALUTAMIDE) [Potential DILI
Capsule [DILI]
Other Serious
#1) Criteria:
TALAZOPARIB;PLAC|Medically
follow up 1 o
CMUH102 202101646 EBO (Code not broken) [Significant
57. 2021/11/22 (Downgrad ) o A
-REC1-068 77 ) #2 ) Enzalutamide urolithiasis of
e
(ENZALUTAMIDE) [the common bile
Capsule duct [Common
bile duct stone]
GDC-9545
CMUH109 Follow up PULMONARY
58. 2021/5/12 (2832281 Letrozole A
-REC1-084 EMBOLISM
Palbociclib
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CREATININE
Palbociclib INCREASED
CMUH109 .
59. 2021/9/7 12908759 [Initial GDC-9545 ACUTE 2,3 A
-REC1-084
Letrozole KIDNEY
INJURY
GDC-9545
CMUH109 Follow up PULMONARY
60. 2021/5/12 (2832281 Letrozole A
-REC1-084 1 EMBOLISM
Palbociclib
ACUTE
GDC-9545 KIDNEY
CMUH109 -
61. 2021/9/7 12908759 [Initial Letrozole INJURY 2,3 A
-REC1-084
Palbociclib CREATININE
INCREASED
CREATININE
GDC-9545 INCREASED
CMUH109 Follow up
62. 2021/9/7 12908759 Letrozole ACUTE 2,3 A
-REC1-084 1
Palbociclib KIDNEY
INJURY
GDC-9545
CMUH109 Follow up PULMONARY
63. 2021/5/12 (2832281 Letrozole A
-REC1-084 1 o EMBOLISM
Palbociclib
ACUTE
Palbociclib KIDNEY
CMUH109 Follow up
64. 2021/9/7 12908759 GDC-9545 INJURY 2,3 A
-REC1-084 1
Letrozole CREATININE
INCREASED
#1 ) MK-7902
(lenvatinib mesylate) ) )
small intestinal
Capsule )
CMUH108 2110CHNO perforation
65. 2021/10/13 Followup 7 |#2) 23 A
-REC1-059 04631 [Small intestinal
PEMBROLIZUMAB )
] perforation]
(pembrolizumab)
Solution for injection
111 # 02 * 07 p % 55 F % 68 |
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hypoalbuminemi
a
#1) MK-7902 )
o [Hypoalbuminae
(lenvatinib mesylate) ]
mia]
Capsule )
CMUH108 2104CHNOf septic shock
66. 2021/3/26 Initial #2) ] 123 |A
-REC1-059 01489 [Septic shock]
PEMBROLIZUMAB ]
) myelosuppressio
(pembrolizumab)
n
Solution for injection ]
[Myelosuppressi
on]
hypoalbuminemi
a
#1) MK-7902 _
o [Hypoalbuminae
(lenvatinib mesylate) )
mia]
Capsule )
CMUH108 2104CHNO septic shock
67. 2021/3/26 Followup 1]#2) ) 123 |A
-REC1-059 01489 [Septic shock]
PEMBROLIZUMAB )
) myelosuppressio
(pembrolizumab)
n
Solution for injection _
[Myelosuppressi
on]
#1) MK-7902
(lenvatinib mesylate)
Capsule Worsening of
CMUH108 2009BRA0 ) )
68. 2019/12/24 Followup 3|#2) Hipertension 2.3 A
-REC1-059 11158 .
PEMBROLIZUMAB |[Hypertension]
(pembrolizumab)
Solution for injection
111 # 02 * 07 p % 56 % 68 |
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hypoalbuminemi
a
#1) MK-7902 )
o [Hypoalbuminae
(lenvatinib mesylate) ]
mia]
Capsule )
CMUH108 2104CHNO septic shock
69. 2021/3/26 Followup 2 |#2) ] 123 |A
-REC1-059 01489 [Septic shock]
PEMBROLIZUMAB ]
_ myelosuppressio
(pembrolizumab)
n
Solution for injection ]
[Myelosuppressi
on]
#1) MK-7902
(lenvatinib mesylate)
Capsule Worsening of
CMUH108 2009BRA0 ] ]
70. 2019/12/24 Followup 4 |#2) Hipertension 2.3 A
-REC1-059 11158 .
PEMBROLIZUMAB |[Hypertension]
(pembrolizumab)
Solution for injection
#1) MK-7902
o Accute
(lenvatinib mesylate) ]
breathing
Capsule
CMUH108 2004BRAO0 |Followup insufficiency
71. 2020/4/8 #2) 123 |A
-REC1-059 03494 16 [Acute
PEMBROLIZUMAB ]
) respiratory
(pembrolizumab) ]
failure]
Solution for injection
hypoalbuminemi
a
#1) MK-7902 _
o [Hypoalbuminae
(lenvatinib mesylate) )
mia]
Capsule )
CMUH108 2104CHNO septic shock
72. 2021/3/26 Followup 3|#2) _ 123 |A
-REC1-059 01489 [Septic shock]
PEMBROLIZUMAB )
) myelosuppressio
(pembrolizumab)
n
Solution for injection _
[Myelosuppressi
on]
111 # 02 * 07 p % 57 F > % 68 F
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hypoalbuminemi
a
#1) MK-7902 )
o [Hypoalbuminae
(lenvatinib mesylate) ]
mia]
Capsule
CMUH108 2104CHNO septic shock
73. 2021/3/26 Followup 4 |#2) ] 123 |A
-REC1-059 01489 [Septic shock]
PEMBROLIZUMAB ]
_ myelosuppressio
(pembrolizumab)
n
Solution for injection ]
[Myelosuppressi
on]
#1) MK-7902
(lenvatinib mesylate)
Capsule .
CMUH108 2111CHNO hypophysitis
74. 2021/5/2 Followup 2 |#2) N A
-REC1-059 08042 [Hypophysitis]
PEMBROLIZUMAB
(pembrolizumab)
Solution for injection
hypoalbuminemi
a
#1) MK-7902 _
o [Hypoalbuminae
(lenvatinib mesylate) )
mia]
Capsule )
CMUH108 2104CHNO septic shock
75. 2021/3/26 Followup 5 |#2 ) _ 123 |A
-REC1-059 01489 [Septic shock]
PEMBROLIZUMAB )
) myelosuppressio
(pembrolizumab)
n
Solution for injection _
[Myelosuppressi
on]
111 # 02 * 07 p % 58 F » £ 68 F
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hypoalbuminemi
a
#1) MK-7902 )
o [Hypoalbuminae
(lenvatinib mesylate) ]
mia]
Capsule )
CMUH108 2104CHNO septic shock
76. 2021/3/26 Followup 6 |#2) ] 123 |A
-REC1-059 01489 [Septic shock]
PEMBROLIZUMAB ]
_ myelosuppressio
(pembrolizumab)
n
Solution for injection ]
[Myelosuppressi
on]
CMUH108 NUT-2021- ] ) Vascular access
77. 2021/5/17 FU4 NUC-1031/Cisplatin A
-REC1-128 000104 site thrombosis
Hepatorenal
syndrome/Hepat
CMUH108 NUT-2021- ) ) ) )
78. 2021/6/15 FU6 NUC-1031/Cisplatin  [ic function 1 A
-REC1-128 000142
disorder/Hepatic
insufficiency
Chronic kidney
CMUH108 NUT-2021-
79. 2021/1/22 FU1l Gemcitabine/Cisplatin |disease/Acute |1 A
-REC1-128 000014 ) o
kidney injury
CMUH108 NUT-2021-
80. 2021/9/19 INI NUC-1031/Cisplatin  |Sepsis 1 A
-REC1-128 000263
Plateleted count
decreased,
CMUH108 NUT-2021-
81. 2021/2/23 INI Gemcitabine/Cisplatin [Anemia, 1 A
-REC1-128 000035
Anemia, Platelet
count decreased
CMUH108 NUT-2021- ) ) )
82. 2021/9/19 FU1 NUC-1031/Cisplatin  [Sepsis 1 A
-REC1-128 000263
CMUH108 NUT-2021- _ _ ]
83. 2021/9/4 FU1l NUC-1031/Cisplatin  |Sepsis 1 A
-REC1-128 000243
CMUH108 NUT-2021- _ _ _
84. 2021/7/25 FU3 NUC-1031/Cisplatin  |Septic shock 1 A
-REC1-128 000198
111 # 02 * 07 p % 59 F > % 68 F
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CMUH108 NUT-2021- _ _ )
85. 2021/9/19 FU2 NUC-1031/Cisplatin  |Sepsis 1 A
-REC1-128 000263
CMUH108 NUT-2021- _ _ ]
86. 2021/9/4 FU2 NUC-1031/Cisplatin  |Sepsis 1 A
-REC1-128 000243
Plateleted count
decreased,
CMUH108 NUT-2021- o ) ) )
87. 2021/2/23 FU1 Gemcitabine/Cisplatin  [Anemia, 1 A
-REC1-128 000035
Anemia, Platelet
count decreased
CMUH108 NUT-2021- _ _ ]
88. 2021/9/19 FU3 NUC-1031/Cisplatin  |Sepsis 1 A
-REC1-128 000263
Bacterial
Peritonitis,
Clinical
CMUH108 NUT-2021- o ) _|progression of
89. 2021/4/28 FU6 Gemcitabine/Cisplatin ) A
-REC1-128 000089 metastatic
cholangiocarcin
oma, Peritoneal
infection
Plateleted count
decreased,
CMUH108 NUT-2021- o ) ) )
90. 2021/2/23 FU2 Gemcitabine/Cisplatin [Anemia, 1 A
-REC1-128 000035
Anemia, Platelet
count decreased
CMUH108 NUT-2021- _ _ _
91. 2021/7/25 FU4 NUC-1031/Cisplatin  [Septic shock 1 A
-REC1-128 000198
CMUH108 NUT-2021- _ _ ]
92. 2021/9/4 FU3 NUC-1031/Cisplatin  |Sepsis 1 A
-REC1-128 000243
CMUH108 NUT-2020- _ _
93. 2020/10/21 FU10 NUC-1031/Cisplatin  [Stroke 1 A
-REC1-128 000092
111 # 02 % 07 P % 60 F > x 68 |
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Plateleted count
decreased,
CMUH108 NUT-2021-
94, 2021/2/23 FU3 Gemcitabine/Cisplatin [Anemia, 1 A
-REC1-128 000035
Anemia, Platelet
count decreased
CMUH108 NUT-2021- ] _ ]
95. 2021/9/19 FU4 NUC-1031/Cisplatin  |Sepsis 1 A
-REC1-128 000263
CMUH108 NUT-2020- ) _
96. 2020/10/21 FU10 NUC-1031/Cisplatin  [Stroke 1 A
-REC1-128 000092
Bacterial
Peritonitis,
Clinical
CMUH108 NUT-2021- o ) _|progression of
97. 2021/4/28 FU7 Gemcitabine/Cisplatin ] A
-REC1-128 000089 metastatic
cholangiocarcin
oma, Peritoneal
infection
CMUH108 NUT-2021- ) ) Cardiocirculator
98. 2021/11/15 INI NUC-1031/Cisplatin A
-REC1-128 000314 y arrest
CMUH108 NUT-2021-
99. 2021/9/4 FU4 NUC-1031/Cisplatin  |Sepsis 2 A
-REC1-128 000243
CMUH108 NUT-2020- ) ) Liver injury,
100. 2020/12/16 FU6 NUC-1031/Cisplatin - ) A
-REC1-128 000136 Biliary sepsis
CMUH108 NUT-2020- ) _
101. 2020/10/21 FU11 NUC-1031/Cisplatin  [Stroke 1 A
-REC1-128 000092
CMUH108 NUT-2021- ) ) Cardiocirculator
102. 2021/11/15 FU1l NUC-1031/Cisplatin A
-REC1-128 000314 y arrest
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Bacterial
Peritonitis,
Clinical
CMUH108 NUT-2021- o ) _|progression of
103. 2021/4/28 FU8 Gemcitabine/Cisplatin 2 A
-REC1-128 000089 metastatic
cholangiocarcin
oma, Peritoneal
infection
CMUH108 NUT-2020-
104. 2020/10/21 FU12 NUC-1031/Cisplatin  |STROKE 1 A
-REC1-128 000092
CMUH108 NUT-2021- o ) Thromboemboli
105. 2021/12/3 FU1l Gemcitabine/Cisplatin A
-REC1-128 000341 c event
CMUH108 NUT-2021- _ _
106. 2021/9/4 FU5 NUC-1031/Cisplatin  |Sepsis 2 A
-REC1-128 000243
Chronic kidney
CMUH108 NUT-2021- o )
107. 2021/1/22 FU2 Gemcitabine/Cisplatin [injury, Acute 1 A
-REC1-128 000014
Kidney Injury
(1) ASP-1929 + PIT
Light Hlumination
(ASP-1929 + PIT Light
Illumination) Injection,
640 milligram/sq. meter
CMUH108 ASP-301-2 Localised
108. 2020/4/27 follow up 5[{Lot # UNK}; 2,3 A
-REC1-125 0200034 infection
Regimen #1
(2) BioBlade Laser
System (PDT
semiconductor laser)
N/A; Regimen #1
111 &2 02 * 07 B % 62 % 68 |
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(1) ASP-1929 + PIT
Light Hlumination
(ASP-1929 + PIT Light
Illumination) Injection,
CMUH108 2020-0000 640 milligram/sq. Pharyngeal
109. 2020/7/18 follow up 4 2,3 A
-REC1-125 0004 meter; Regimen #1 haemorrhage
(2) BioBlade Laser
System (PDT
semiconductor laser)
N/A; Regimen #1
1.ILIOFEMOR
AL
202110143 THROMBOSIS
CMUH108
110. 2021/9/30 (80_3_Blin [follow up 3|apalutamide 2.PULMONAR |23 A
-REC1-030
ded Y EMBOLISM
3.LYMPHOCEL
E
Other Serious
CMUH106 ONO-2019 Cisplatin; o
111. 2019/9/12 FU7 Criteria: Other |2.3 A
-REC1-094 -019438 Fluorouracil ) )
medically imp
ONO-2019
Nivolumab;
CMUH106 -018638 ] Pneumonia,
112. 2019/8/30 FU7 Fluorouracil; N 23 A
-REC1-094 (BMS-201 Pneumonitis
Cisplatin
9-086401)
(] FATH -
ey FREGIFAFZ
21 i
B 5 * € St . FAPMTE
AgEA
[ SSR Replacement Letter]
*HE% ¥ LA 0 BTRCA017A
1. CMUH110-REC1-088 My > | *x p I @R 2020/06/30 to 2021/6/29

[ DSUR Executive Summary ]
*:k2 ¥4 ¢4 Tocilizumab

111 # 02 * 07 p

% 63

S

b

68 T




PRFEAETERRFIRALRELAEF-FALR 4§
—F-lt-ERF-XFARAEREE(D RK)

BB

* § St

&
344

I

* 3R g R 2020/4/11 to 2021/4/10
[ Six-Monthly SUSAR Report]

* % ¥ 5 LA Tocilizumab

* 3R E R 2020/4/11 to 2021/4/10
[ Six-Monthly SUSAR Report]

*Ek ¥4 AL - Tocilizumab

* AR R 2021/4/11 to 2021/10/10
[ DSUR Executive Summary ]

*Ek ¥4 AL Trastuzumab

*x >R 2 B 0 2020/9/25 to 2021/9/24

CMUH103-REC1-097

|+

(A
55

(2= 242 ]

*:pok ¥ 4L ¢ Abemaciclib (LY2835219)

* rPAFZHPF 2021 & 037 29 p 3 2021
#£09 7 28 p

[{A7a4F 4 2p]
*5 & > p #P P Abemaciclib LY2835219 Investigator’s
Brochure_Approval Date: 02-Dec-2021

CMUH109-REC1-082

[z % 2144 ]

*E5% ¥ AL 0 Xofigo (Radium-223)

*E pMHARL W 110# 127 01 p 3 110 &
12 7 31 p

CMUH109-REC1-100

ES
ﬂrﬂ
#

[E#723F12p])
*3< 4 p ¥ : Budigalimab (ABBV-181) Investigator
Brochure Edition 7 — 04 December 2021

(73 2 4% 4 £ pords])
*3< 4 p ¥ : Budigalimab (ABBV-181) Investigator
Brochure Edition 7 Addendum 1 — December 2021

CMUH110-REC1-113

[T 2p])
*ix A Doversion 14

*p # @ 25Nov2020
[#&]

*NE AT R RIFL A
*u A 1 version 67

*p #F 1 260CT2021

CMUH110-REC1-045

ik R

[z 2p24F2 ]

*E% F 4 LA 0 MK-7902 LENVATINIB

g pMIREHRE 12021202 7 13 p 1 2021
#0817 12 p

CMUH109-REC1-189

wht
=
*

[wdp % 2442 ]

*:Rzh F e L4 EDP 938

*p pMAFA PG 202050 08 p 3 2021 &
117 07 p

CMUH109-REC1-142

v Ak

[ 8% >H4F2 ) *SHR-A1811: *% > M 4p2
HE 1102052 14p % 110# 11 13 p
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9. CMUH110-REC1-156

(% 244F 2 ]

*R% F 5 L 1 MK-3475 Pembrolizumab

* rPAFEHF 2021 & 037 04 p 3 2021
#0977 03p

10. | CMUH107-REC1-110

43

[z % 242 ]

*E B P L AL 1 CSL112 or Albumin

*E PMIFELLPEF 110£052 27 p 3 110 & 11
526 p

11. | CMUH107-REC1-126

|+

(A
55

(2= 2p4p2]

*@Fok ¥ L4 TRASTUZUMAB

* RMARL M 12021030 25 p 3 2021
£09 " 24 p

*RE F 5 LA 1 Pertuzumab
*F rMARLEHE 02021 £ 06 7 08 p 3 2021
#1277 07 p

R E S AL 0 ATEZOLIZUMAB
* rPAFLHPF 2021 & 057 18 p 3 2021
#1172 17 p

*H% ¥ L H 1 TRASTUZUMAB EMTANSINE
*E MRS HF 2021 &2 027 22 p 1 2021
#0877 21 p

12. | CMUH105-REC1-001

(%525 28]
*u A 0 25372393 - 25374093
*p#p 12021 & 10 * 27 p

13. | CMUH109-REC1-104

[z % 2144 ]

*:koh B LA4L 0 ABBV-927

%% pPAFLH A 12020# 30 20p 1 2021 &
9% 28 p

14. | CMUH106-REC1-147

v Ak

[## % 2144 ]

*ik% & ¢ 4 1 MOR00208 tafasitamab

*% p ML YT 120204# 10 % 19p 3 2021
# 10 7 18 p (DSUR #9)

15. | CMUH108-REC1-059

R

[ 2442 ]
*ERE P LA T MKT902
*E PR LHPF
13-FEB-2021 to 12-AUG-2021

16. | CMUH110-REC1-060

|
fe: 3
&

[z % 244 ]

*iEok E 4 AL * Trastuzumab

g pMIRE P RE 12021 # 037 25 p 1 2021
#0924 p

*2E5% % LA ¢ Trastuzumab emtansine
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*E MR R 02021 £ 02 7 22 P
#0877 21 p

2021

o

*@ ok ¥ 4 ATEZOLIZUMAB
*% AR A Y 12021 & 057 18 B
&110 17 p

2021

fen

*HE%KE Y L T ATEZOLIZUMAB
*F r>MIRLHEF 02020 # 11 7 18 p
#0517 p

2021

-

17. | CMUH109-REC1-044

A

P2
<}
o

CEEEEYVE D
*:x% F 14 ION-682884

*% 242 MR 2010 & 10 7 24 p
#0407 23 p

(2= 2i4p2 ]

*ik5 E ¢4 0 ION-682884

*% D4R B 12020 & 04 0 24 p
#107 23

(2= 2142 ]

*:x% F 44 : ION-682884

* 242 MR 02020 & 10 7 24 p
#0407 23p

(2= 242 ]

*5% ¥4 4L © ION-682884

* pPAR MR 12021 & 04 0 24 p
#1077 23

2020

o)

2020

s

2021

bx

2021

|5

18. | CMUH102-REC1-016

whe
o
=

[ =% 2144 ]
*E5% ¥ AL Belimuamab
*E AR YR
- Development Safety Update Report: 3F 2 % &
09Mar2020 - 08Mar2021
- Periodic Safety Report for Belimumab: 3F £ % &¥
01Nov2020 - 30Apr2021
- Periodic Safety Report for Belimumab: F £ % &
01May2021 - 310ct2021
[z =% 2144 ]
*iEok ¥ 4 ¢ A GSK1550188/Belimumab
*E PR E YR
2010 # 6 % % 2020 # 6 * o

19. | CMUH109-REC1-084

(2= 2142 ]
*Eok ¥ L4 1 GDC-9545 (RO7197597)

% PMARL M 12020040 03 1 2021
#1077 02 p

20. | CMUH110-REC1-044

[ 2>M4F2 ]
SSR_L.ine listings_01-Jan-2021 to 30-Jun-2021
*:x% ¥ ¢4 Abelacimab (MAA868)
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g pMARL B 2020010 01 p 3 2021
#0677 30p

[z % 21244 ]

DSUR_MAAS868_01Jul2020 to
30Jun2021_Executive summary and SAR Line
listings_to ANT-006 sites

*R% & L AL Abelacimab (MAAB868)

*x pM 2 HRE 2020# 07 7 01 p 3 2021
£06 7 30p

21. | CMUH106-REC1-093

ERNLE- S

[DSUR]

*:k% % 4 4 : Dapagliflozin and dapagliflozin +
metformin FDC

*F pMHELYEF 2020 102 05 p 1 2021
#1072 04 p

[DSUR]

*R% E 4 AL Saxagliptin,
Saxagliptin+dapagliflozin FDC

*F pMHELEHEF 2020 07 2 31 p 1 2021
#0772 30¢p

[ =¥ % » {448 £ —Blinded Periodic Line Listing )
*E5% ¥4 ¢ A Dapagliflozin

*E MR LYF 2020 12 7 20 p % 2021
#0672 19¢p

[ =¥ % 2 {448 £ —Blinded Periodic Line Listing )
*ifok E 4 4L ¢ Saxagliptin

*E rMELYEF 20212012 09 p I 2021
#0772 11p

22. | CMUH109-REC1-104

ES
ﬂrﬂ
#

CEEE-TEED
*5< A& p #7: ABBV-181 Investigator Brochure
Edition 7 — 04 December 2021

[R5 2 4% 4 £ 9 sk ]
*i< A& p #7: ABBV-181 Investigator Brochure

Edition 7 Addendum 1 - December 2021
ABBV-927 Investigator Brochure Edition 5
Addendum 1 - December 2021

23. | CMUH108-REC1-050

if o

[z % 2144 ]

*:kok ¥4 44 TRC101

*% pPA4FLHH 10# 070 31 p 1 110 &
127 31 p

24. | CMUH108-REC1-036

s

(a2 2pdp ]

*R5%F 5 LA 0 MK-3475 Pembrolizumab

g pMIpE P A 12021 # 037 04 p 1 2021
£09 " 03p

(k] FRPHE -
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