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FEARIE LA DIFFICULTY BREATHING/BILATERAL PNEUMONIA

FeaFes
w2 B | FE Joit | RREE_| B4Rz |2 AE
p p P % u) pPH | STE|FIEM {8 5
Hp %

w5

T BEEAS
2022/8/4 | 2022/8/4 | initial | 2022/8/26 | #:-%¢ #p % D %ﬁ:fﬁs A
Possible [ENES

TW-TFDA-TDOM-11100
00210/ 0194-11180

[fiafﬂ?i A3 inl
- ~ %3#F (0194-11180) »+ 2022 = 05 * 19 p 4c » &% (i€ * docetaxel +
nivolumab/placebo) » #.i7- =t i * FE% £ 4 § 4 2022 & 07 * 19 p - 2022 &
077 26 p M4p SR 25 A 1 § P HATF IR Lle § B 87 G120 K7
Foim Lo BT 2 RE 2 a4 A Ak 0 3 2022 & 08 7 04
Pifee pone JkBEL hipf  LRFO LR -
I N AFEAER x;éiﬂz SRR L s B2 R T A & docetaxel 3B 0 R E S
nivolumab/ placebo & Rf ; T ¥ e F]Eg % % -k * 2 docetaxel 2 nivolumab/placebo
(Y
» & ICF_Taiwan_0194 V7.1.1 Nivolumab 2£% % L en@|iv* & JLR FIR 5 » ¥ &
BITE® & Jagb M2 mngd (% ) A4 4 3= % & Nivolumab & B - 33
T B o B e
o FAFR AFLAHTIOF AR, 1E TRBEL AR o AT
"CIOMS FORM | #178-12 | :% 4 ¥ TPATIENTDIED ;; ¥ ¢ »" CIOMS FORM |

/////

Ji

fout AL AP e K B (69 K) P - Koo A F LRI > P
[(AFTpELE7FR2])

- % ;é—‘ﬁ 0194-11180 4~ 4~3F 2 © 1.Based on this information, this case now meets the
comparator SUSAR reporting criteria. All the information has been incorporated into
the above narrative. 2.Investigator causality assessment: Fatal bilateral pneumonia,
fever and general malaise were related to docetaxel and not related to blinded
nivolumab/ 3.placebo study therapy. Fatal dyspnoea and pulmonary edema were not
related to docetaxel and blinded nivolumab/placebo study therapy.

[FEE 7L R3]
— S ﬁ@ o
[(FErgLRy3in]
- NAFACRAFTFRANFDIRP o
[(AFEpELEHFLL]
- v % ;é—g 0194-11180 #~ 4~3F 2 © 1.Based on this information, this case now meets the
comparator SUSAR reporting criteria. All the information has been incorporated into

the above narrative. 2.Investigator causality assessment: Fatal bilateral pneumonia,
fever and general malaise were related to docetaxel and not related to blinded
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nivolumab/ 3.placebo study therapy. Fatal dyspnoea and pulmonary edema were not
related to docetaxel and blinded nivolumab/placebo study therapy. 4.9/19.4F % i iE.

[agdp B AL ¥ 3R]
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F 5L 2.
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[(AFETHELRFFRL]

- % ;é-‘ﬁ 0194-11180 3¢ 2 : % - =X if HisF 2 : 1) BILATERAL PNEUMONIA
(Bilateral pneumonia (10058686), Pneumonia (10035664)) (04/Aug/2022 - Not
Recovered/Not Resolved/Ongoing) 2) DIFFICULTY BREATHING (Difficulty
breathing (10012791), Dyspnoea (10013968)) (04/Aug/2022 - Not Recovered/Not
Resolved/Ongoing) 3) FEVER (Fever (10016558), Pyrexia (10037660)) (26/Jul/2022
- 27/Jul/2022 - Recovered/Resolved) 4) GENERAL MALAISE (General malaise
(10018066), Malaise  (10025482)) (26/Jul/2022 - Not Recovered/Not
Resolved/Ongoing)
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-~ % 3#H 2021A892508(E7404012) 4~ 4e4F 4 : 1.0n 06-Dec-2021, monotherapy with
abiraterone was started. On 07-DEC-2021, the patient experienced grade two
stevens-johnson's syndrome. He came to our ED on 07-Dec-2021. PE showed
errythromatous papules on his face and trunk. The percentage of body surface area
that the rash covered 30%. Lab data found hs CRP and WBC level withing normal
range, while lactate elevation was noted. Radiography showed thickening of
prevertebral soft tissue. Steroid and anti-histamine was given for preventing
anaphylactic shock. Under the tentative diagnosis of abiraterone relating
Steven-Johnson syndrome. After admission, we kept hydrocortison, dipehnhydramine
and ertapenem for stevenjohnson syndrome. His condition improved progressively. o
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1.SEPSIS ABDOMINAL | 1, 2,
FOCUS (Abdominal 3,4,
sepsis) 7:
1 CMUH107- 2021/11/14 2021A8258follow up| Blinded for 2.Abdominal pain Impor A
REC3-175 46 7 Investigator 3.ISCHEMIC COLITIS | tant
OF THE ASCENDING | Medi
COLON (Colitis cal
ischaemic) Event
1.ISCHEMIC COLITIS | 1,2,
OF THE ASCENDING | 3,4,
COLON (Colitis 7:
CMUH107- 2021A8258(follow up| Blinded for ischaemic) Impor
2. 2021/11/14 A
REC3-175 46 8 Investigator 2.SEPSIS ABDOMINAL | tant
FOCUS (Abdominal Medi
sepsis) cal
3.Abdominal pain Event
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2,3,
4,
) 7:Imp
CMUH107- 2022A2097 [follow up| Blinded for )
3. 2020/10/6 ) Lymphopenia ortant| A
REC3-175 14 2 Investigator
Medi
cal
Event
CMUH107- 2022A2694 Blinded for
4. 2022/7/21 Initial Sepsis 2,3 A
REC3-175 19 Investigator
#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for ] .
S Gl bleed [Gastrointestinal
injection
haemorrhage]
#2)
G. |. Bleed
GEMCITABIN ] ]
[Gastrointestinal
CMUH108- 2206USAO0 |Followup E (7339
2022/6/15 haemorrhage] 13 A
REC3-151 06908 6 STUDY)
o Recurrent GI Bleed
(gemcitabine) ) )
o [Gastrointestinal
Injection
haemorrhage]
#3)
G. I
CARBOPLATI
N (7339
STUDY)
(carboplatin)
Injection
111209 * 22 p % 31 F % 62 F



PRFFARTERRFRAIRRLE G5 =F 440 ¢

-
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Injection
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B X 2 PAR (R L
E L | AP Vit Ex *ORE =R AT
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#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for ) )
S Gl bleed [Gastrointestinal
injection
haemorrhage]
#2)
G. |. Bleed
GEMCITABIN
[Gastrointestinal
CMUH108- 2206USAO |Followup E (7339
6. 2022/6/15 haemorrhage] 13| A
REC3-151 06908 7 STUDY)
o Recurrent GI Bleed
(gemcitabine) ) )
o [Gastrointestinal
Injection
haemorrhage]
#3)
G. I
CARBOPLATI
N (7339
STUDY)
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CMUH108-
REC3-151

2022/4/25

2205ESP00
0762

Followup
6

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

Pulmonary toxicity

[Pulmonary toxicity]

2.3
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CMUH108-
REC3-151

2022/6/3

2206ESP00
3502

Followup
6

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

Thrombotic

thrombocytopenic purple

[Thrombotic

thrombocytopenic purpura]

1.3
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CMUH108-
REC3-151

2022/6/3

2206ESP00
3502

Followup
7

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

Thrombotic

thrombocytopenic purple

[Thrombotic

thrombocytopenic purpura]

1.3
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10.

CMUH108-
REC3-151

2022/6/15

2206USA0
06908

Followup
9

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

Gl bleed [Gastrointestinal

haemorrhage]

1.3

11.

CMUH108-
REC3-151

2022/1/18

2202CHLO
03088

Followup
15

#1) MK-7339
(olaparib)
Tablet; Regimen
#2)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for

injection

Pancytopenia
[Pancytopenia]
Acute myocardial
infarction [Acute
myocardial infarction]
Cytomegalovirus
pneumonia [Pneumonia

cytomegaloviral]

1.2.3
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12.

CMUH108-
REC3-151

2022/6/15

2206USA0
06908

Followup
10

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

Gl bleed [Gastrointestinal

haemorrhage]

1.3
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13.

CMUH108-
REC3-151

2022/6/15

2206USA0
06908

Followup
1

#1)
PEMBROLIZU
MAB
(pembrolizumab
) Solution for
injection
#2)
GEMCITABIN
E (7339
STUDY)
(gemcitabine)
Injection
#3)
CARBOPLATI
N (7339
STUDY)
(carboplatin)

Injection

haemorrhage]

Gl bleed [Gastrointestinal

1.3

14.

CMUH110-
REC3-049

2022/7/9

2022-MOR
002079-CO

follow up
1

#1) Tafasitamab
vs Placebo
(Code not

broken)
#2) R-CHOP
(R-CHOP) N/A

to Clostridium difficile

[Clostridium difficile

colitis]

Acute diarrheal disease due

15.

CMUH110-
REC3-049

2022/5/18

2022-MOR
001886-FR

follow up
1

#1) Tafasitamab
vs Placebo
(Code not

broken)
#2 ) R-CHOP
(R-CHOP) N/A

Sepsis [Sepsis]

dyspnea [Dyspnoea]

Inguinal pain [Groin pain]

2,3
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#1) Tafasitamab
vs Placebo )
Multiple small bowel
CMUH110- 2022-MOR |follow up|  (Code not )
16. 20221717 perforation 1 A
REC3-049 002055-HU 1 broken) ) )
[Intestinal perforation]
#2 ) R-CHOP
(R-CHOP) N/A
Worsening of
#1 ) Tafasitamab| gastrointestinal bleeding
S [Gastrointestinal
Placebo/Lenalid haemorrhage]
2022-MOR )
CMUH110- follow up omide vs Shortness of breath
17. 2022/5/2 | 001828-M 2,3 A
REC3-049 v 3 Placebo (Code [Dyspnoea]
not broken) Hypercalcemia
#2 ) R-CHOP [Hypercalcaemia]
(R-CHOP) N/A Acute kidney injury
[Acute kidney injury]
Acute Kidney Injury
#1) Tafasitamab | [Acute kidney injury]
vs Placebo  |Dehydration [Dehydration]
CMUH110- 2022-MOR |follow up (Code not Hyperglycaemia 1,3,
18. 2022/5/19 ) A
REC3-049 001890-AU 3 broken) [Hyperglycaemia] 4
#2 ) R-CHOP Sepsis [Sepsis]
(R-CHOP) N/A Respiratory failure
[Respiratory failure]
#1 ) Tafasitamab
Vs
Placebo/Lenalid ] )
) Sepsis [Sepsis]
CMUH110- 2022-MOR |follow up omide vs
19. 2022/5/18 dyspnea [Dyspnoea] 2,3 A
REC3-049 001886-FR 2 Placebo (Code

not broken)
#2 ) R-CHOP
(R-CHOP) N/A

Inguinal pain [Groin pain]
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#1) Tafasitamab
Vs ) )
] Febrile Neutropenia
Placebo/Lenalid ) .
[Febrile neutropenia]
CMUH110- 2022-MOR |follow up omide vs ) )
20. 2022/3/17 Hospital acquired 1,3 A
REC3-049 001681-TH 7 Placebo (Code )
pneumonia
not broken) .
[Pneumonia]
#2 ) R-CHOP
(R-CHOP) N/A
#1 ) Tafasitamab
Vs
Placebo/Lenalid
Multiple small bowel
CMUH110- 2022-MOR |follow up omide vs
21. 2022/717 perforation 1 A
REC3-049 002055-HU 2 Placebo (Code ] ]
[Intestinal perforation]
not broken)
#2 ) R-CHOP
(R-CHOP) N/A
CMUH107- CN2021003(follow up JS001 Nasal bleeding(aggravation
22. 2019/12/18 ) ) ) 2 A
REC3-066 295 1 Cisplatin of blood in the snot)
CMUH107- CN2021003(follow up JS001 Nasal bleeding(aggravation
23. 2019/12/18 ) ) ) 2 A
REC3-066 295 2 Cisplatin of blood in the snot)
#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475 Multiple organ dysfunction
CMUH108- 2203CHNO |Followup )
24, 2022/2127 SOLUTION | sysdrome [Multiple organ | 2.3 [ A
REC3-058 00422 19 )
FOR dysfunction syndrome]
INJECTION
STUDY)
#3)
PREDNISONE
(PREDNISONE
) Tablet
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B X 2 PAR (R L
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%);u g g % \%En%;{, Vv'J P P =4
1,3,
4,
7:lmp
CMUH107- 2022A1551 [follow up| DURVALUMA
25. 2022/4/8 Adrenal insufficiency  [ortant| A
REC3-139 24 2 B
Medi
cal
Event
1,3,
7:1mp
CISPLATIN/ ACUTE RENAL
CMUH107- 2019SF404 |follow up ortant
26. 2019/10/1 GEMCITABIN | FAILURE (Acute kidney A
REC3-139 29 6 Medi
E injury)
cal
Event
13,
4]
7:lmp
CMUH107- 2022A1551 [follow up| DURVALUMA ) o
27. 2022/4/8 Adrenal insufficiency  [ortant| A
REC3-139 24 3 B )
Medi
cal
Event
21
7:1mp
CISPLATIN/
CMUH107- 2020SF417 |follow up ) ortant
28. 2020/10/28 GEMCITABIN Neutropenia A
REC3-139 88 3 . Medi
cal
Event
2!
7:1mp
CISPLATIN/
CMUH107- 2021A0686 [follow up ) ortant
29. 2021/2/17 GEMCITABIN Neutropenia A
REC3-139 20 4 . Medi
cal
Event
111 # 09 * 22 p % 41 F > % 62 |
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B X 2 PAR (R L
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g |6 4 | w N
2,3,
7:lmp
CISPLATIN/
CMUH107- 2019SE703 |follow up . o ortant
30. 2019/5/7 GEMCITABIN Acute Kidney injury 1 A
REC3-139 02 5 . Medi
cal
Event
GEMCITABIN
CMUH107- 2019SE956 [follow up E/ ]
31. 2019/7/2 Thrombocytopenia 2,3 A
REC3-139 35 4 CARBOPLATI
N
GEMCITABIN
CMUH107- 2019SF511 |follow up E/ 1. Tumour haemorrhage | 2, 3,
32. 2019/8/31 ) o A
REC3-139 80 6 CARBOPLATI 2.Acute kidney injury 5
N
ABNORMAL LIVER
CMUH107- 2022A2014 [follow up| DURVALUMA )
33. 2022/5/26 FUNCTION (Hepatic 1,3 A
REC3-139 44 1 B
function abnormal)
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#1) MK-3475
Study (Code not
broken)
#2)
PREDNISOLO
NE (3475-921
STUDY)

(prednisolone)

Tablet Death of unknown cause
34 CMUH108- 2205CHNO |Followup #3) [Death]

2022/4/15
REC3-058 00935 10 DOCETAXEL Decreased appetite
FOR JAPAN [Decreased appetite]
(3475
SOLUTION
FOR
INJECTION
STUDY)

13| A

(Docetaxel)

Solution for

injection
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#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION Death of unknown cause
CMUH108- 2205CHNO |Followup FOR [Death]
35. 2022/4/15 ] 13 A
REC3-058 00935 11 INJECTION Decreased appetite
STUDY) [Decreased appetite]
(Docetaxel)
Solution for
injection
#3)
PREDNISONE
(PREDNISONE
)
CMUH110- BD2022048| Follow RSVPreF3
36. 2022/3/10 ) Death neonatal 1 A
REC3-017 747 up 1l vaccine
Death neonatal, Neonatal
CMUH110- PH2022039( Follow RSVPreF3 respiratory distress
37. 2022/2/13 ) ) ) 1 A
REC3-017 211 up 5 vaccine syndrome, Birth weight
low, Premature birth,
Premature birth, Death
CMUH110- C02021246| Follow RSVPreF3 o
38. 2021/11/27 ) neonatal, Necrotizing 1 A
REC3-017 358 up5 vaccine - )
enterocolitis, Trisomy 21
Death neonatal,
CMUH110- C02021246| Follow RSVPreF3 Necrotizing enterocolitis,
39. 2021/11/27 ) ] 1 A
REC3-017 358 up 6 vaccine Trisomy 21, Premature
birth,
Death neonatal
CMUH110- PH2021256( Follow RSVPreF3 Premature baby
40. 2021/12/13 1 A
REC3-017 023 up 2 vaccine Birth weight low
Hydrops fetalis
111 # 09 * 22 p % 44 F o % 62 |
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~F-Ll-ERSLXTREBEL( PR
B X 2 PAR (R L
*ESEL|F AP TR E R LE BEEG
%ﬁ, g )] g % ?En%}{ ‘;'J |50 =] e 4
Death neonatal, Neonatal
CMUH110- PH2022039( Follow RSVPreF3 respiratory distress
41. 2022/2/13 ) ] ] 1 A
REC3-017 211 up 6 vaccine syndrome, Birth weight
low, Premature birth,
Death neonatal, Neonatal
CMUH110- PH2022039( Follow RSVPreF3 respiratory distress
42. 2022/2/13 ) ) ) 1 A
REC3-017 211 up 7 vaccine syndrome, Birth weight
low, Premature birth,
Death neonatal
CMUH110- PH2021256( Follow RSVPreF3 Premature baby
43. 2021/12/13 1 A
REC3-017 023 up 3 vaccine Birth weight low
Hydrops fetalis
CMUH110- PH2022014| Follow RSVPreF3
44, 2021/12/13 ) Premature baby 1 A
REC3-017 828 up 1l vaccine
Death neonatal
Disseminated neonatal
CMUH110- US2021070| Follow RSVPreF3 herpes simplex
45. 2021/3/26 ] ) ) 1 A
REC3-017 940 up 5 vaccine Extremely low birth weight
baby
Premature birth
CMUH110- C02021251| Follow RSVPreF3 Necrotizing enterocolitis,
46. 2021/11/30 ] 1 A
REC3-017 117 up 2 vaccine Death neonatal
Trisomy 21, Death
CMUH110- C02021246| Follow RSVPreF3 neonatal, Necrotizing
47. 2021/11/27 ] N 1 A
REC3-017 358 up 7 vaccine enterocolitis neonatal,
Premature birth
Premature birth,
Biotinidase deficiency,
Hyperbilirubinaemia
CMUH110- PH2022072( Follow RSVPreF3 neonatal, Hemangioma,
48. 2022/3/11 1 A
REC3-017 018 up 5 vaccine Intraventricular
hemorrhage grade 11,
Neonatal respiratory
distress syndrome
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Heart disease congenital,
Ventricular septal defect,
CMUH110- D0202207 | Follow RSVPreF3 Cardiac failure, Brain
49. 2022/4/9 . . 1A
REC3-017 4366 up 2 vaccine hypoxia, Death neonatal,
Pneumonia, Late onset
neonatal sepsis
Death neonatal, Premature
CMUH110- PH2021256( Follow RSVPreF3 ) )
50. 2021/12/13 ] baby, Birth weight low, 1 A
REC3-017 023 up 4 vaccine .
Hydrops fetalis
Premature birth,
Biotinidase deficiency,
Hyperbilirubinaemia
CMUH110- PH2022072( Follow RSVPreF3 neonatal, Hemangioma,
51. 2022/3/11 ) ) 1 A
REC3-017 018 up 6 vaccine Intraventricular
hemorrhage grade I11,
Neonatal respiratory
distress syndrome
CMUH110- BD2022048| Follow RSVPreF3 Death neonatal
52. 2022/2/24 1 A
REC3-017 726 up 2 vaccine Neonatal sepsis
Heart disease congenital,
Ventricular septal defect,
CMUH110- D0202207 | Follow RSVPreF3 ) ) ]
53. 2022/4/9 Cardiac failure, Brain 1 A
REC3-017 4366 up 3 vaccine

hypoxia, Pneumonia, Late

onset neonatal sepsis
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B X 2 PAR (R L
Ay |EA p Y Vo E Ay S
g |6 2y | ul N
#1) MK-3475
Study (Code not
broken) » »
#2) Myositis [Myositis]
Myasthenia Gravis -
ENZALUTAMI o )
Neurotoxicity [Myasthenia
CMUH108- 2206IRLO0 |Followup| DE (3475 )
54, 2022/6/25 gravis] 23| A
REC3-098 8721 6 SOLUTION N N
Myocarditis [Myocarditis]
FOR ) )
Type 1l Respiratory Failure
INJECTION _ _
[Respiratory failure]
STUDY)
(enzalutamide)
Tablet
#1) MK-3475
Study (Code not
broken)
#2) .
Malignant Neoplasm
ENZALUTAMI ) ]
Progression [Malignant
CMUH108- 2202ITAQO [Followup|  DE (3475 ]
55. 20221212 neoplasm progression] | 1.7 | A
REC3-098 1416 17 SOLUTION
Hand edema [Oedema
FOR ipheral]
eriphera
INJECTION perip
STUDY)
(enzalutamide)
Tablet
% 47T 7> % 62 |
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#1) MK-3475
Study (Code not
broken) » »
#2) Myositis [Myositis]
Myasthenia Gravis -
ENZALUTAMI o )
Neurotoxicity [Myasthenia
CMUH108- 2206IRL0O0 |Followup| DE (3475 )
56. 2022/6/25 gravis] 23| A
REC3-098 8721 7 SOLUTION N N
Myocarditis [Myocarditis]
FOR ) )
Type 1l Respiratory Failure
INJECTION _ _
[Respiratory failure]
STUDY)
(enzalutamide)
Tablet
#1) MK-3475
Study (Code not
broken) . -
#2) Myositis [Myositis]
Myasthenia Gravis -
ENZALUTAMI o )
Neurotoxicity [Myasthenia
CMUH108- 2206IRLOO0 |Followup| DE (3475 )
57. 2022/6/25 gravis] 23 | A
REC3-098 8721 8 SOLUTION N N
Myocarditis [Myocarditis]
FOR Type |1 Respi Fail
e Il Respiratory Failure
INJECTION P ) P y
[Respiratory failure]
STUDY)
(enzalutamide)
Tablet
% 48 F > x 62 F
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g |6 2y | ul N
#1) MK-3475
Study (Code not
broken) » »
#2) Myositis [Myositis]
Myasthenia Gravis -
ENZALUTAMI o )
Neurotoxicity [Myasthenia
CMUH108- 2206IRL0O0 |Followup| DE (3475 )
58. 2022/6/25 gravis] 23| A
REC3-098 8721 9 SOLUTION N N
Myocarditis [Myocarditis]
FOR ) )
Type 1l Respiratory Failure
INJECTION _ _
[Respiratory failure]
STUDY)
(enzalutamide)
Tablet
#1) MK-3475
Study (Code not
broken) . -
#2) Myositis [Myositis]
Myasthenia Gravis -
ENZALUTAMI o )
Neurotoxicity [Myasthenia
CMUH108- 2206IRLOO0 |Followup| DE (3475 )
59. 2022/6/25 gravis] 23| A
REC3-098 8721 10 SOLUTION N N
Myocarditis [Myocarditis]
FOR Type |1 Respi Fail
e Il Respiratory Failure
INJECTION P ) P y
[Respiratory failure]
STUDY)
(enzalutamide)
Tablet
¥ 49 F > x 62 F
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Ay |EA p Y Vo E A S
g |6 2y | ul N
#1) MK-3475
Study (Code not
broken) » »
#2) Myositis [Myositis]
Myasthenia Gravis -
ENZALUTAMI o )
Neurotoxicity [Myasthenia
CMUH108- 2206IRLO0 |Followup| DE (3475 )
60. 2022/6/25 gravis] 23| A
REC3-098 8721 1 SOLUTION N -
Myocarditis [Myocarditis]
FOR ) )
Type 1l Respiratory Failure
INJECTION _ _
[Respiratory failure]
STUDY)
(enzalutamide)
Tablet
#1) MK-3475
Study (Code not
broken) . .
#2) Myositis [Myositis]
Myasthenia Gravis -
ENZALUTAMI o )
Neurotoxicity [Myasthenia
CMUH108- 2206IRLOO0 |Followup| DE (3475 )
61. 2022/6/25 gravis] 23| A
REC3-098 8721 12 SOLUTION N N
Myocarditis [Myocarditis]
FOR T Il Respi Fail
e Il Respiratory Failure
INJECTION P ) P y
[Respiratory failure]
STUDY)
(enzalutamide)
Tablet
% 50 % 62 T
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#1) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI

Myositis [Myositis]
Myasthenia Gravis -

Neurotoxicity [Myasthenia
CMUH108- 2206IRL0O0 |Followup| DE (3475
2022/6/25
REC3-098 8721 13 SOLUTION
FOR
INJECTION

STUDY)

gravis]
Myocarditis [Myocarditis]
Type 1l Respiratory Failure

[Respiratory failure]

(enzalutamide)
Tablet

#1) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
CMUH108- 2022/8/19 2208DEUO nitial DE (3475 undefined organ system
REC3-098 08773 SOLUTION failure [Organ failure]
FOR
INJECTION
STUDY)
(enzalutamide)

Tablet
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g |6 2y | ul N
#1) MK-3475
Study (Code not
broken)
#2)
ENZALUTAMI
CMUH108- 2208DEUO |Followup| DE (3475 undefined organ system
64. 2022/8/19 _ ) 1 A
REC3-098 08773 1 SOLUTION failure [Organ failure]
FOR
INJECTION
STUDY)
(enzalutamide)
Tablet
#1) MK-3475
Study (Code not
broken)
42) Myasthenia Gravis -
Neurotoxicity [Myasthenia
ENZALUTAMI )
gravis]
CMUH108- 2206IRLOO0 |Followup| DE (3475 - .
65. 2022/6/25 Myositis [Myositis] 23 | A
REC3-098 8721 14 SOLUTION N -
Myocarditis [Myocarditis]
FOR T Il Respi Fail
e Il Respiratory Failure
INJECTION P ) P y
[Respiratory failure]
STUDY)
(enzalutamide)
Tablet
¥ 52 F o X 62 F
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#1) MK-3475
Study (Code not
broken) ) )
#2) Myasthenia Gravis -
Neurotoxicity [Myasthenia
ENZALUTAMI )
gravis]
CMUH108- 2206IRLO0 |Followup| DE (3475 - »
66. 2022/6/25 Myositis [Myositis] 23| A
REC3-098 8721 15 SOLUTION N -
Myocarditis [Myocarditis]
FOR
Type 1l Respiratory Failure
INJECTION
[Respiratory failure]
STUDY)
(enzalutamide)
Tablet
#1) MK-7902
(lenvatinib ) ]
Febrile Neutropenia
mesylate) ] ]
[Febrile neutropenia]
Capsule . ]
anemia [Anaemia]
#3)
Oral mucositis G3
CISPLATIN N
[Stomatitis]
(7902 STUDY)
CMUH110- 22061 TAO0O [Followup ) ) platelet count decreased
67. 2022/5/13 (Cisplatin) 23 | A
REC3-102 2759 9 o [Platelet count decreased]
Injection
Lung Infection
#4) ]
[Pneumonia]
5-FLUOROUR
Lung Infection
ACIL (7902 ]
[Pneumonia]
STUDY)
lung infection [Pneumonia]
(5-Fluorouracil)
Injection
% B3 F % 62
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68.

CMUH110-
REC3-102

2022/4/29

2205CHNO
00668

Followup
5

#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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69.

CMUH110-
REC3-102

2022/4/29

2205CHNO
00668

Followup
6

#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

111 2 09 * 22 p

¥
o
(&3]
b

|+




PRFFARTERRFRAIRRLE G5 =F 440 ¢
-t -ERFAGEEREE(L KR

SIE S e B
*EMELBE AP G F A 2
§ 2 S5 5|
#1 ) MK-7902
(lenvatinib . .
Febrile Neutropenia
mesylate) ) )
[Febrile neutropenia]
Capsule ) )
43) anemia [Anaemia]
Oral mucositis G3
CISPLATIN N
[Stomatitis]
(7902 STUDY)
CMUH110- 22061 TAOO |Followup ] ) platelet count decreased
2022/5/13 (Cisplatin)
REC3-102 2759 10 o [Platelet count decreased]
Injection
Lung Infection
#4)
[Pneumonia]
5-FLUOROUR
Lung Infection
ACIL (7902
[Pneumonia]
STUDY)
_|lung infection [Pneumonia]
(5-Fluorouracil)
Injection
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71.

CMUH110-
REC3-102

2022/8/19

2208CHNO
08535

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

Trauma [Injury]
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72.

CMUH110-
REC3-102

2022/8/19

2208CHNO
08535

Followup
1

#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

Trauma [Injury]
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#1) MK-7902
(lenvatinib
mesylate)
Capsule
#3)
CISPLATIN
CMUHLL0. 2208CHNO | Followup (7902 STUDY) Closed head injury,
73. 2022/8/19 (Cisplatin) extraordinarily severe 1 A
REC3-102 08535 2
Injection [Craniocerebral injury]
#4)
5-FLUOROUR
ACIL (7902
STUDY)
(5-Fluorouracil)
Injection
[ARk] B APH -
x FREEAER
P ,
B > § % A FAP G
[ 579 il 5z &)
*?ji? A% 21245 (G5 2 45 £ 17 ) Urgent Safety Measure
for venous thromboembolism risk in participants treated with
the combination of Amivantamab and Lazertinib, Date:
1. CMUH107-REC3-143 2 %@’fﬁ 22July2022
(2]
*NCCN Guidelines for Cancer-Associated Venous
Thromboembolic Disease Version 1.2022, Date: March 11,
2022
[e#p= 2144 ]
*iEsk ¥ 4L YH003
2. CMUH110-REC3-194 o AR
*E rMHFLYRF110#£ 067 23 p 1 111 & 06 * 22
2
3. CMUH107-REC3-121 P2 [eh=x 2HE2])
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*#E% E A LA : Benralizumab

*% AR L R 0109 # 110 14p 3 110 & 05 13 p

*E pPHAFL PR 110£05% 14p 3 110# 117 13§
>

*E pMIFAHEF 110+ 117 14p 3 111 #2057 13 p

CMUH108-REC3-034

it
|~
I

(EEIEIEIEE S |

*:R B $ L 4L 1 ROT082859

*p pMARL YR 12021 &£ 120 19p 3 2022 & 06
18 p

CMUH110-REC3-017

\;\
M

(##]
R

1 ATRAR%% R BT REE ¢ (IDMC) *
2022 £ 2% 16 p 23k WP AFHET > BRES
EHEE AL A IOE blhd AR ATA Q57 R AR
P 2022 &2 7 26 pASAT R ik (TR REE
Joih SRR A RE T RRRA ) ©
2. #i¥ { 372 % 2P Fa (Data lock point: 01 Aug 2022)
B FERE > FI AT

1) Update on Clinical Data from RSV MAT-009 and RSV
MAT-012 Studies in Pregnant Women (15 Aug 2022)
3. wEM LD ¥ #il4F 5 H ¢ RSVPreF3 vaccine +
NaCl (RSV Maternal), GSK3888550A 2. % #f & > 44F £ (i
FEF 5 01Nov2021 T 30Apr2022) = »+ 2022 # 57 31
PR Bo» ARIVA R E 2EARE AT T 2
4 o gAt o i 47 8_2021/11/01 2 2022/04/30 F B 4z | e
b pHAEL o & 5 52 > SUSAR o
4 AF2ZATVRZBHRFTETELRFERALT R K61
FiFko 12202270 8pilif e

CMUH109-REC3-131

(14450
*1 4 @ Dear Investigator Letter TECENTRIQ®
(atezolizumab) : The Identified Risk of Immune-Mediated
Pericardial Disorders associated with the use of TECENTRIQ
(atezolizumab), dated 27-Jul-2022
*p gy 12022 & 07 * 27 p

CMUH109-REC3-013

g
|~
I3

[ 8= 2432 ]
*R % # 4 LA ¢ Venetoclax
*E rMRLHEF I110E 112 29p 3 111 # 05 % 28
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CMUH108-REC3-060

(EEIEIEIEE S |
*:k% ¥ L4 © ACE536(luspatercept)
AR R

2021 # 12 * 25 p-2022 & 06 * 24 p

CMUH109-REC3-021

it

[{aragpc2p])

*5 & o Selpercatinib Investigator's Brochure, Date:
08-Aug-2022

*p g 12022 & 08 * 08 p

10.

CMUH110-REC3-049

T
|~
I

[LE®hz 2]

All SUSARs from MOR208 studies 19-APR-2022 to
30-JUL-2022_Blinded 6moLL

*i#% 44 1 MOR208

* rMEAYF UL E040 19p 1 111&7 0 300

11.

CMUH107-REC3-066

[z 22 ]

*Eok 5 LA 1 JS001

*X P AFELHRF 2021 & 12 0 17 p 3 2022 £ 06 * 16
2

12.

CMUH109-REC3-042

[z 2p42]

*iE5 % 1 2 AL 1 LY3650150 (lebrikizumab)

*% P MAE2A WY 110#£ 090 23 p % 1114# 03 7 22
p

13.

CMUH109-REC3-048

(< 2pap2 ]
*E % & AL« Osimertinib
*FrMEFLHPF L0£ 11 13 p 3 111 &5 12 p

14.

CMUH111-REC3-091

VERS

(EE IR |

*R % & AL ¢ oral semaglutide

*E PP AFELHRF 20222040 01 p T 2022 & 06 *
30 rF

15.

CMUH108-REC3-058

5k VY 3L

[59° vz ] *Z3p 8 12022 # 08 7 03 p

16.

CMUH107-REC3-118

[(##]
*m % ' 6-Month SUSAR Line-Listing
(10Aug2021-09Feh2022)

DSUR#4 ( 10Feb2021- 09 Feb2022)

17.

CMUH105-REC3-096

A

[z 2pdp2]
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*:x 5% % 4 £ 4 : Darolutamide (ODM-201)
*F rPAFLHF 2021 £ 107 01p I 2021 & 12 %
31 ¢p
*5 & 1 25Jan2022
[ 57 wid v &)

18. | CMUH109-REC3-183 X\
*ERSp 111 & 06 7 24 p
(EE IR YR

19. | CMUH108-REC3-082 FL 2 | X% L4 Elsubrutinib
*E pMIFAHF 110+ 120 16p X 111+ 67 15 p
[z 24dp 4]

20. | CMUH109-REC3-097 FL R | %% %4 L Elsubrutinib
*F rPELHPFL0# 120 16p 3 111 &6 157
[z 24dr 4]
*R B E LA Tremelimumab
*F rPFLHRF 109 # 07 Y 13 p 3 110&£01 0 129
*F rPEFELHPF 110£2 01 13 p 3 110&07 " 12 p

21. | CMUH107-REC3-004 WY | *Y2MEELIHPRF 110£07 0 13p 3 111 #0100 127
*:#% %4 ¢ #  Durvalumab
*F PP FLHRF 109 £ 07 Y 13p 3 110010 129
*F rPEFLHPF 10201 13p 3 110&07 " 129
*F rPEFELHPF L0£07 " 13p 3 1112010 1209
[SUSAR % b|id 4% _ & RPN & 2]

22. | CMUH110-REC3-049 F¥L K | 1.2022-MOR002210-TW_Initial
2. 2022-MOR002210-TW_FU1

(3] FLbd -
ERCFHPEFTR()
2R WEERE)

BT Hcg (199830 4)
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