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PRI | LR RRL R FEEY KR RE LT

g oz | FAS R Y ST MR R L X R (T VO3T BN B E
f s Pembrolizumab (MK-3475) & & ;55 ch% 10/2 2 Tp%% Bk

fever [Pyrexia]

AR .
Tumor bleeding [Tumour haemorrhage]

- H . .
pneumonia [Pneumonia]
w2 JE 3 2 Yo & ¥EEE EANER LR T B A A
o S = = = 1] 23 1=
=R o wLE s T
p & p & Rl p &y 2 F]% B 0k fs %
TR Y
follow ¥ A A0 M
110103 2021/4/28 | 2022/2/17 2022/3/7 | Z:3pEp . Bz 4w
up 13 (possible)

(FipgLirpin]

- ~2022 # 2" 17%{%&*;?;%»*2021&5“15%’»‘:% DU S ¥
e AR BAFT ARG AT adin X Féif FlR Ao & R
CRIETIIE SEREAE o SR e S R R A Y

AFETPELRFFALL]

- ~ AR 5% L3N HERE o HFéi 110103 % 43 k2. F f+ - 4R FE 2 5 fever
[Pyrexia]pneumonia [Pneumonia] Tumor bleeding [Tumour haemorrhage] -  #7
2022/2/17 z_ § #7344 :0n 15-MAY-2021, he was discharged from the hospital under a
diagnosis of acute respiratory failure and tumor bleeding status post (s/p) treatment
(Tr)and mechanical ventilation (MV) support. 5 /& % = =G @ fi s X Ff:ni’f ¥ ¥ s B
& ARMEBIn o B2 R 2FEEM X7 2EE Bomp A LT RM e &
ARG ARBIEE SRR T AR o FRp A Dk s R H A ARER
BE Ao EHRUE -

CXERESEL TS
— \ i o

|+
ul
w
|
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PRFFECFEHRFRAIRRLRAEF-FELR ¢
-F-t-ERYrRFEERIE( RKR)
(378 3% 23k ]
PR ELIAY VAR Y R g AR A LG R[]

F5L 13
* ¢ %% | CMUH109-REC1-150(SAE-8) g raal | L AR
PRAEA | E R AR LR FREY KR | RE ST
—ﬁ&&?#%ﬁ%&#%%ﬁiﬂ%&(&MER)m&iL&bw
— Wy es -9 e 12 Durvalumab 5% 2 FLOT i % i; =X 3 Nyl
"M | Durvalumab iy e g A fe~ BEp ~ F AR F = PR
(MATTERHORN)

FEVER (Pyrexia)

oF ]

w2 E 3 2 FaE: ¥EEE EANER LR Y B A A
5 :—__ i = = . 1= 15 =2 =

ERE 3 T wLEs | o
p gy p gy = p 2 2. F %M fs %

TR
22021A88992 follow FacApb D $Rop LA
2021/12/16| 2022/2/18 2022/3/4 | -spHp .
5(7406003) upl (possible) 3

(FEpgafssLe]
- st FE R F\:%\FE?ﬁ'&r' 4 Arit o SR K (S LI E o
AFTPELRFLA])
-~ B & 2021/12/16 = s o $100 2021/12/17 { e BRE o F1R ORI B f
FH 5FU v x il @ % port-A - AR A F oo B RS o SRR
¥ 2021/12/20 % # ke 0 HRIT 6 P S BAR r]')i% 1t 2 4 (Oxaliplatin) i
A H G k8o R listing & 7~ o I3 4R 5 osusar o

(A58 KT K]
PRESATY ST aARM L c Ry ae A LG E s JAET

BEL 14,
* ¢ %% | CMUH109-REC1-150(SAE-9) gty | KE AFE
PREIEA | R R F T VREF AR | RFE TR

- e T kY Kot 83 2 R AUk (GCIGEIC) i ¥ fdi £ %
ara s gp | EW Rt - et Durvalumab o % HOT“%Q’ﬁiﬁMH

e Durvalumab 7o g~ e ~ 5 ~ S EHHE - 5% = P 2%
(MATTERHORN)
EARCEN AR _
Y e Neutrophil count decreased
- 4
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PRFEAETERRFIRAALRELAET-FALR ¢
—F-ol-ERFr AP hEHREEC #R)

w2 & g2 Yz i+ FEAK EEARRE 2 2FEE
G 3 = L= , = 38 =L =
o] g T WAT e
p Ay p Ay =l p _ 2. F 5B fe %
g 2y
2021A724876/ Follow Facdp b D #3op A
2021/9/13 | 2022/2/21 2022/3/7 | -sp#p .
E7406001 up 3 (possible) 3

(FFAELRrFLn]

S P ETEA R et SFRE S T o

(AFETpELE#3LL)

- % Pf:ﬂ—‘“ p 2021/8/25 4c » & % > »+ 2021/9/3 % CID1 @&k % 2 FLOT i &5
K o *“ 2021/9/13 i w %5 » # . CBC/DC # 2% % % WBC 1100/Ul ~ Neutrophil
18.7% ~ ANC 205.7/uL > 3@ :IZ»-:F_' FEIR Ao o 544 Filgrastim 300meg sc QD

@A LS {83 2021/9/16 1 5 CBC/DC : WBC 1180/uL ~ Neutrophil 66.4% ~ ANC:
7835 2/uL » }ﬁ/‘%ﬁ T PEE A o 3 2021/9/17 k& AR % Cycle 1 Day 15
FLOT i- & Z 4 ;1 & » + 33 "¢ Docetaxel # & - 7 2 F £t 2021/11/08 x4k i+
¥ o 7% Mriz CTCAE ¢ * "Neutrophil count decrease"¥ © £ fLid 4F 5 7 1 %
T A AER P E E RSP o Docetaxel ApH 0 FURF E 2 F AR
PR R R iF L4 5 Docetaxel < preferred term > 7] 5 SUSAR o

(28 F 3T 23k ]
PEESATFY T MY s Hr g RFE AR A AT e JIET

B 5. 15.
™ ¢ %5 | CMUH109-REC1-150(SAE-11) EEL B KL ER
PR LR AR F FEEY KR | RGP L TR
- B RT TR e S 2 By (GCIGEIC) ehd 4 it w
o Wy et d-f e 12 Durvalumab 5% 2 FLOT it 8 » #&i’ﬁaﬁ“ﬁé ed
Durvalumab i shig g 2 fie ~ Jp > X JHER ~ 5 = B 35%
(MATTERHORN)
¥R o
Y e ALLERGY (Hypersensitivity)
A
. L | FERAR . o
2% 4 ; y " 4 & A 2
gopag, | P2 | EEIER LS gy |FOORA A AR
pEp pEp Bu | P B 2 F] % Bk ts %
Tp 4P
2021A889925( follow v iph D %I’(ffﬁ? A
2021/12/16| 2022/3/8 2022/3/23| spdp i
E7406003) up 2 (possible) Fe

CETTEYIEXTIND
- ARt AR R F L ATE LA 0 J Fever(Pyrexia) { & 7; ALLERGY
(Hypersensitivity) - 3-imid g 2 L PTMS s 4R 8 - 542 22582 Al
P2 ZHP AR SF AT NWE o
[%Fiﬁﬁiﬁr%hi]
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L-ERFEXTEEREE(D PR)

-

7 -

- S PR SR L ATHE P LA J_Fever(Pyrexia) { &
Y Ff:"*ﬁ 4 2021/12/16 4.;;1:); = & ag(Hypersensitivity) » ¢+ % & 2021/12/17 {
SeBiE 0 F17 3] 5-FU &% g dri® 5-FU Yo T is ok @ % port-A o T 3F R #
24 % Flumarin, Telcoplanln o SRyt M B RAE S > ¥t 2021/12/20
TR N R R E

% ALLERGY (Hypersensitivity) e

(#5739 F 8% # k]

PER LAY ML 2SS ERE S (G kLEE
5P TRk KR DR

2% (8B L-T7)

Lr= 2824 & 3.%&% AP A FRpE R 433 2% A A A disability

5-}‘,‘, X :]‘i\!%}ﬂ; 6'%’ A3 1@_%_ ] ]37§ AL J'\ :]‘ilf :Fi" 7 H 15 (‘:}g !r;(d’)
& (@ AD)
AdBFFFEFBEH L 2B RACER I HIARAEI DR F T Hz e
7o Z R Rk
2
~NEMm | WA £ )
B 5 § 3R 2 S e g AR | 5 =R
5 ) 5]
5
#1) MK-3475 Study
(Code not broken)
CMUH107 1911COLO [Followup [#2) Febrile
1. 2019/11/14 ) 2,3 A
-REC1-174 07299 11 CYCLOPHOSPHAMI [neutropenia
DE
#3) EPIRUBICIN
#1) MK-3475 Study
(Code not broken)
CMUH107 1911COLO [Followup [#2) Febrile
2. 2019/11/14 ) 2,3 A
-REC1-174 07299 12 CYCLOPHOSPHAMI |neutropenia
DE
#3) EPIRUBICIN
#1) MK-3475 Study
(Code not broken) Febrile
CMUH107 2108DEU0 #2 ) EPIRUBICIN neutropenia
3. 2021/8/18 Followup 7 ) 2,3 A
-REC1-174 05544 #3) Febrile
CYCLOPHOSPHAMI [neutropenia
DE
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#1 ) MK-3475 Study
(Code not broken)
CMUH107 2107FRAOQ #2 ) EPIRUBICIN \omiting
4, 2021/7/22 Followup 1 2,3 A
-REC1-174 07795 #3) Cholelithiasis
CYCLOPHOSPHAMI
DE
CMUH110 2112COL0
5. 2021/10/31 Followup 2 |#1 ) MK-7902 Death 1 A
-REC1-045 10175
Oesophageal
CMUH110 2201ESPO ]
6. 2021/12/29 Followup 3 |#1 ) MK-7902 varices 2.3 A
-REC1-045 00182
haemorrhage
Oesophageal
CMUH110 2201ESPO ]
1. 2021/12/29 Followup 4 |#1 ) MK-7902 varices 2.3 A
-REC1-045 00182
haemorrhage
Oesophageal
CMUH110 2201ESPO
8. 2021/12/29 Followup 5 |#1 ) MK-7902 varices 2.3 A
-REC1-045 00182
haemorrhage
General physical
CMUH110 2202NORO0
9. 2022/2/10 Followup 1|#1) MK-4280A health 23,7 |A
-REC1-157 06180 o
deterioration
Symptomatic
myositis
[Myositis]
respiratory
infection
CMUH108 2105BRAO0 |Followup |#1) MK-3475 Study  [[Respiratory
10. 2021/5/5 ) ) 123 |A
-REC1-036 02244 23 (Code not broken) tract infection]
Immune
mediated
hepatitis
[Immune-mediat
ed hepatitis]
111203 * 30 F % 43 F > % B3 |
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Symptomatic
myositis
[Myositis]
respiratory
infection
CMUH108 2105BRAO0 |Followup [#1) MK-3475 Study  |[Respiratory
11. 2021/5/5 123 |A
-REC1-036 02244 24 (Code not broken) tract infection]
Immune
mediated
hepatitis
[Immune-mediat
ed hepatitis]
Symptomatic
myositis
[Myositis]
Immune
mediated
CMUH108 2105BRA0|Followup [#1) MK-3475 Study  |hepatitis
12. 2021/5/5 123 A
-REC1-036 02244 25 (Code not broken) [Immune-mediat
ed hepatitis]
respiratory
infection
[Respiratory
tract infection]
CMUH109 RS-NANE (Initial NC-6004/Pembrolizum [Death cause
13. 2021/11/13 1 A
-REC1-126 -21-00055 |report ab unknown
Tumor
CMUH109 | 2021/10/U |[HR-NANE |Initial _ _
14, Pembrolizumab hyperprogressio |1 A
-REC1-126 NK -22-00003 |report
n
Tumor
CMUH109|2021/08/U |HR-NANE [Follow up ) )
15. Pembrolizumab hyperprogressio |1 A
-REC1-126 NK -22-00003 |1 report
n
CMUH109 21P-144-4 (Follow-up »
16. 2021/8/3 ABBV-151 Pneumonitis 2,3 A
-REC1-100 025467-00 (7
111 # 03 * 30 p % 44 F > % B3 |
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5
CMUH109 21P-144-4 (Follow-up Toxic epidermal
17. 2021/11/1 ABBV-151 ] 2,3 A
-REC1-100 147620-00 (5 necrolysis
Disease
CMUH109 21P-163-4 |Follow-up )
18. 2021/12/10 ABBV-151 progression, 123 |A
-REC1-100 200256-00 (4
Death
Angiosarcoma,P
CMUH105 21P-028-3 |follow up |ABT-494 ericarditis,
19. 2021/06/02 o 1123 |A
-REC1-113 933418-00 |15 (Upadacitinib) Pleural effusion,
Death
Acute
CMUH105 21P-028-4 ABT-494 )
20. 2021/10/21 follow up 2 o myocardial 236 |A
-REC1-113 143626-00 (Upadacitinib) ) )
infarction
CMUH105 21P-163-3 ABT-494 Pulmonary
21. 2021/05/02 follow up 5 o ] 236 [A
-REC1-113 919188-00 (Upadacitinib) embolism
ANAPHYLACT
2021A763 | ) ) IC SHOCK
22. |CMUH109| 2021/10/6 Initial Blinded for Investigator 12,3, 7 |A
146 (Anaphylactic
-REC1-150
shock)
ANAPHYLACT
2021A763 ) ) IC SHOCK
23. |CMUH109| 2021/10/6 FUl Blinded for Investigator 12,3, 7 |A
146 (Anaphylactic
-REC1-150
shock)
Pneumocystis
jiroveci
CMUH105 20P-118-3 o )
24, 2020/9/1 follow up 7 [Upadacitinib pneumonia, 236 |A
-REC1-043 565486-00
Arthralgia
aggravated
COVID-19
respiratory
CMUH105 20P-129-3 |follow up
25. 2020/11/11 Upadacitinib infection, 1,2 A
-REC1-043 695364-00 (15 )
Respiratory
failure
111203 * 30 F % 45 F > % 53 F
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Diffuse large
B-cell
CMUH105 20P-251-3 o
26. 2020/8/24 follow up 2 |Upadacitinib lymphoma, 1,236 (A
-REC1-043 650803-00
Lymphoprolifera
tive disorder
CMUH105 21P-007-3 COVID-19
27. 2021/4/12 follow up 3 [Upadacitinib ) 123 |A
-REC1-043 861693-00 pneumonia
CMUH105 21P-007-3 o Bilateral
28. 2021/3/30 follow up 5[Upadacitinib ) 123 |[A
-REC1-043 887824-00 pneumonia
Cardio-respirato
CMUH105 21P-211-3 o
29. 2021/3/16 follow up 3|Upadacitinib ry arrest, 1,23 |A
-REC1-043 865651-00
COVID-19
Diffuse large
B-cell
CMUH105 20P-251-3 o
30. 2020/8/24 follow up 6 [Upadacitinib lymphoma, 1,236 |A
-REC1-043 650803-00
Lymphoprolifera
tive disorder
CMUH105 21P-007-3 |follow up COVID-19
31 2021/4/12 Upadacitinib ] 1,236 |A
-REC1-043 861693-00 |15 pneumonia
CMUH105 21P-020-4 o COVID-19
32. 2021/9/9 follow up 1|Upadacitinib 1,3 A
-REC1-043 102047-00 pneumonia
Pulmonary
CMUH105 21P-163-4 o embolism,
33. 2021/7/15 follow up 3|Upadacitinib ) 2,3 A
-REC1-043 001811-00 Deep vein
thrombosis leg
2021/7/
CMUH107| , 21P-020-4 [Follow-up o . )
34. & P FEe Upadacitinib -Abdominal pain|2, 7 A
-REC1-077| 070216-00 |3
st p
-Intestinal
CMUH107 21P-048-4 (Follow-up o perforation
35. 2021/9/17 Upadacitinib o 237 |A
-REC1-077 086677-00 |2 -Peritonitis
-Septicemia
111203 * 30 F % 46 7 > % B3 |
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-Acute lower
CMUH107 21P-066-4 [Follow-up o ]
36. 2021/8/9 Upadacitinib respiratory tract 12,3 A
-REC1-077 033235-00 |3
infection
-Lower
CMUH107 21P-083-4 |Follow-up o ) )
37. 2021/10/27 Upadacitinib gastrointestinal [2,3,7 [A
-REC1-077 147578-00 (3 )
bleeding
CMUH107 21P-101-3 (Follow-up o ]
38. 2021/6/18 Upadacitinib -Covid-19 2,3 A
-REC1-077 961405-00 |10
#1) MK-7902 muscular
(lenvatinib mesylate)  |weakness lower
Capsule limb [Muscular
2201DEU0
39. |CMUH108| 2022/1/3 00797 Followup 9|#2) weakness] 2.3 A
-REC1-059 PEMBROLIZUMAB [Sepsis [Sepsis]
(pembrolizumab) Erysipela right
Solution for injection |leg [Erysipelas]
#1) MK-7902
(lenvatinib mesylate)
Capsule Worsening of
2009BRA0
40. |CMUH108(2019/12/24 11158 Followup 5|#2) Hipertension 2.3 A
-REC1-059 PEMBROLIZUMAB |[Hypertension]
(pembrolizumab)
Solution for injection
#1) MK-7902 Thromboemboli
(lenvatinib mesylate) [c event
Capsule [Embolism]
2112CHNO|Followup
41. |CMUH108]|2021/12/3 #2) immune 2.3 A
04610 14
-REC1-059 PEMBROLIZUMAB [myositis
(pembrolizumab) [Immune-mediat
Solution for injection  |ed myositis]
111203 * 30 F % 47 > % 53 |
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muscular
#1) MK-7902
o weakness lower
(lenvatinib mesylate) ]
limb [Muscular
Capsule
2201DEUO|Followup weakness]
42. |CMUH108( 2022/1/3 #2) ] ) 123 |A
00797 10 Sepsis [Sepsis]
-REC1-059 PEMBROLIZUMAB ] ]
) sepsis [Sepsis]
(pembrolizumab) ] ]
Erysipela right
Solution for injection ]
leg [Erysipelas]
#1) MK-7902
(lenvatinib mesylate)
Capsule Worsening of
2009BRA0 . .
43. |CMUH108(2019/12/24 11158 Followup 6 |#2) Hipertension 2.3 A
-REC1-059 PEMBROLIZUMAB |[Hypertension]
(pembrolizumab)
Solution for injection
#1) MK-7902 Thromboemboli
(lenvatinib mesylate) |c event
Capsule [Embolism]
2112CHNO|Followup ]
44, |CMUH108( 2021/12/3 #2) immune 2.3 A
04610 15 -
-REC1-059 PEMBROLIZUMAB [myositis
(pembrolizumab) [Immune-mediat
Solution for injection  |ed myositis]
sepsis [Sepsis]
#1) MK-7902 _ _
o Sepsis [Sepsis]
(lenvatinib mesylate)
muscular
Capsule
2201DEUO |Followup weakness lower
45. |CMUH108( 2022/1/3 #2) 123 |A
00797 11 limb [Muscular
-REC1-059 PEMBROLIZUMAB
) weakness]
(pembrolizumab) ) )
] o Erysipela right
Solution for injection _
leg [Erysipelas]
111 # 03 * 30 p % 48 7> % B3 |
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#1) MK-7902 Thromboemboli
(lenvatinib mesylate) [c event
Capsule [Embolism]
2112CHNO|Followup
46. |CMUH108( 2021/12/3 #2) immune 2.3 A
04610 16
-REC1-059 PEMBROLIZUMAB [myositis
(pembrolizumab) [Immune-mediat
Solution for injection  |ed myositis]
#1) MK-7902
(lenvatinib mesylate)
Capsule Stroke
2009TURO [Followup
47. |CMUH108| 2020/9/4 #2) [Cerebrovascula |2.3 A
02750 11
-REC1-059 PEMBROLIZUMAB |[r accident]
(pembrolizumab)
Solution for injection
#1) MK-7902 Thromboemboli
(lenvatinib mesylate) |c event
Capsule [Embolism]
2112CHNO|Followup ]
48. |CMUH108( 2021/12/3 #2) immune 2.3 A
04610 17 -
-REC1-059 PEMBROLIZUMAB [myositis
(pembrolizumab) [Immune-mediat
Solution for injection  |ed myositis]
LT CYTOKINE
CMUH109 -
49, 2021/9/25 2923706 [Initial RO7283420 RELEASE 2 A
-REC1-123
SYNDROME
LT CYTOKINE
CMUH109 Follow up
50. 2021/9/25 {2923706 RO7283420 RELEASE 2 A
-REC1-123
SYNDROME
Other Serious
Criteria:
#1) HZN4920 or ]
CMUH110 HZN-2021 Medically
51. 2021/11/27 FU2 placebo (Code not o A
-REC1-027 -008709 Significant
broken) )
Neutropenia
[Neutropenia]
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52.

CMUH102
-REC1-068

2022/1/29
900

202200332

Initial

#1)
ENZALUTAMIDE;PL
ACEBO (Code not
broken)

#2) *Leuprorelin

Passed away
[Unknown cause
of death]
[Unknown cause
of death]

[y
>

Acetate
(LEUPRORELIN
ACETATE) Unknown

[L])] Bt o

Er Qi

FRiwtngd

B

> § St

EE

o

2

CMUH103-REC1-135

LA

CERRE L ED
*5% k1 PO45MK3475
*p¥ 1110 05" 17 p

CMUH110-REC1-072

T
11_
Bt

[z¥p% 2p4F4]

x5 % ¢ 4f 1 CB103

*% pdARLHPFF 02020 £ 080 11p X
#0210 p

2022

CMUH110-REC1-093

|+

o
R

EETFEEES
*i & p #p @ JPCW stop enrollment letter 02Feb2022

CMUH109-REC1-102

v Ak

[z =% 2144 ]
SUSAR Line Listings : 6MLL SUSAR
listings_09Jul2021 to 08Jan2022
*EKEY LA L IMPA297
* rMHEFELYPF 10~£ 077 09p 3
01* 08p

111 #

CMUH110-REC1-126

[z % 2144 ]

*R5% F AL semaglutide-sc
*MFR Control No.: 872774
*3p 2 apw: Initial; 3 4 p #p:2021/12/1; #» 2%
i£: Functional dyspepsia [Dyspepsia]; & %: ¥ 3%
o b PR At Ko 4 R pE R

*3F 2 #p W) followup 1; 2 2 p #:2021/11/30; #
2 % £ Superficial gastritis [Chronic gastritis];
FOERBA GRS LA DR

CMUH111-REC1-010

[z8 % 2144 ]
*:k% ¥ ¢ 4i © Efavaleukin Alfa
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“F-L-ERFE X3 A EHES(C K

21
B3 * ¢ %t i‘,;i’\ FAPF
* MR 2 @R 12020 07 * 0L p 3 2021
#1207 31 ¢
[z % 244F2]
o *E% E L 0 NC-6004
7. | CMUHIOS-RECI-126 | o AR |y s ppgpa ;P_Fa”' 12020 # 12 % 29 p 3 2021
£127 28 ¢
[ % 242 )
L | *msEP w4 TRC101
8. | CMUHIOB-RECI-050 | i ) . p }_'MR%E@ 1110 £ 01 % 01 p % 110 &
12" 31 ¢
[ 8% 244 ]
. . | ¥ EF 4L ABBV-368
9. | CMUHIOO-RECL-104 | =56 % ) .y EYEE - ,ﬂiﬁ? 12021 # 7 13p % 2022 &
17 12 p
[ 8% >4 ]
BRE N | Xk & LA 0 ABBV-151
10| CMURIOSRECIAN0 | g ez pppap B 10070 255 1 114
01" 24 p
[£558p % 2 4R])
R DR
*p g i 1114# 03 11 p
e v | M E O RS R 24P ¥ D-01-015-X09 -
11.| CMUHIO07T-REC1-088 | %83 | 1y 41 410.x07 ¥ D—01—0§1—004 VR i iE ¥
WAL FIEE E (R ¥ WRAUE R F 2L R
BE R oL AR PR R A 2w
MR LAY E L o
[ 8% 2444 ]
) *:xgk & 2 1 Upadacitinib(ABT-494)
12. | CMUMI0S-RECI-13 | ¥ iz |0 }_Irﬁﬁ%gﬁ& e s
06 * 30 p
[z# % 2144 ]
1. SSR_niraparib_Blinded_01May2021-310ct2021
*ikoh & 74 0 CINI-67652000
13. | CMUH107-REC1-189 5 *Y 4L | (niraparib/Abiraterone acetate fixed-dose
combination)
*% pMAFAHF 110£05% 0L p I 110 &
10" 31 p
[z 2pdp2])
ey s | 3R ZE P 4L 1 Upadacitinib
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