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’ﬁ?AﬁUi%i

¥ 2L 4w
B | & fmn %34331%&%§; b g I
% | Lin¥E B ST ETR B4 I W
BaE s = skitd & (Phe
ALL) & #h% 3 8~ Sis s
fie ~ BAiET ~ 5 ¢ B
- E W Bk
h feidBk 0 ¥ Zolbetuximab
CMUH108-RE | 2.2 | * % 2% %5 & NebPacin emcitabin
13 - s F 5 LR /d,;)(r\}l & [Nab-Paclitaxel = szmcnablr_le 108/12/10
C2-014(AR-3) | & | 1 . |3 % [(Nab-P + GEM) > 4 Claudin
L 18.2 (CLDN18.2) F f ~ #4514
RO LB - BUSR
il S ek 2 1
- 38 ¢ #& Upadacitinib £
oo | s | PuRlme AT R L L
14, | CMUHI08-RE | BE | o =0 . [ & R L F L L2380 o000
C2-034(AR-7) | % | o Tl E [ a2 B 30 50
?5 SR e s R B R
ke sl
- JE NS A e s g:?] ~ &R
CMUHL08-RE | 2 | =7 2% ﬁ*tﬁff b A A s
15. RE VB Ry oy [P & Vedolizumab fge s RMIE 00,00,
C2-041(AR-2) % . T2t d Frmie O g ﬁ LN 51
i B AR ST A A
gfpE & >
e g | WEFE $E3t A B T b S RNA T 3
16. gg"&“&g%gf ; # &Eiw P& |* RNAG &R F2 290 £ 108711129
B EERES 3 E
N pensg iﬁ%%%ﬁ;%ﬁ%%%%
CMUHI08-RE | B2 | mFe g |fp & [ 0~ 22 F &% 8
17. C2-071(AR2) | 4 | i thipde | ie3 % ?}Jl?actar'n-ELX%SM‘ *oar -«a{,%f: 108/12/03
g | ELEEEARGAL LY
TR &
- FEEHE A e X EHEE
Fp % 3 URERFR
CMUH108-RE | ¥ & B’& Fﬁ% R & t,iSIEIiZ,EJ nlab,, (,BGB'ASN) w
18. C2-078(AR-1) % ﬁifﬁﬁdfﬂ feal g v B lFF, #£ ,% Ep o N )‘%i%'i %, 108/12/11
7 Lie FFF B mFEE RS o R
0 R B B - B R 2  ox
B 2
: ST | L e PEEGEROBPIRE PREPRE
19. | CMUH104-RE | #t% c1pr % €§4€%$%Z§Méfﬂ§>; 108/12/11
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- FRANERFL=XB A ERES

¥ 13w
B | ~E T f:ﬁ’;%l Ealk R Pi@ e S Wi P
= 4 \
C2-101 (%) iisFEr ot
PR B - . L
CMUH106-RE ¥ gL A R AR AR AT AR
20. yek | RBas sy f,;*r’%“ FAFEBEEIRT 0g011
C2-011(%%) % s g B
- ;Eugs_ﬁ&ag\ga B 30
e 203 B iR AR T Y
XTIV e 4
CMUH107-RE i | e %?a;;(g;é}i?;i; o
- sz o e dﬁr@r =+ <
: ok | VAL | 108/12/11
2L cooamy | et LT I Y S
?5 2 > #® & rogaratinib (BAY]
1163877) 5 F AR gt 1L o 20
refet 24
- B AHERE L EGFR 2% £
TKI b2 @ # B2k o
QT E s 2E.| e 3% g (NSCLC) % 3%
CMUH107-RE JEA R | RP L [% 0 v di Pemetrexed + 7 441
Y f
22. C2-086(k) Fek BaP |erhk £ B & A & @ 108/12/11
‘ Pembrolizumab (MK-3475);5 %
LA fe s R B = R
=% (KEYNOTE-789)
28 Itk vl R & A7y 4% 33 metformin
CMUH107-RE ’ LS i ¥
2. TRE | pew | dense TET s e s B R ey 10801203
C2-155(3%) s I P P

(k] FRPH -

P~ KEAAERZF 2pEFEL

- CBRPREF AT EAFEE
PREEEE D (RB A
A7z ~Bpidh CHRpELAR D d A MAR Eufpt LREFRF
FRIEARRLMP AARGEE CAIPRWEA HARET AT R I H2gdLpg
fs&gkf%;‘g)kxﬁ

B B 1.
* ¢ %% | DMR101-IRB2-271(SAE-33) S R D 3 L
FRALEA R AR e F R VREF AR | RF T
),Li »’7%?_ - ;[E I 5 19 ~ zE /T Ny r} ~ ; v umﬁ;»»:]"})ﬁﬂ"“ ) lj E%ﬁ‘é}'{ﬁﬁ‘%:&:}i
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TRFEAREHUFRFIIRELAE Y - FELR ¢
- PR NERSLZABAERES

PhEAd MBLOREF Y LopkH > X N|Iot|n|b(j» &
e (8 hE > Rk
B L T : i . : .
” Cerebral infarction; Paralysis; Motor dysfunction; Paresis
]‘u_
¥ AR
A4 Eir |2 T C|EEARER
weeg |0 N g |l SR
20 p X p g _ ZZF MR 8%
g Hp
07-008 (ADR %
il .
M iT
NTW2018TWO075 . "
o follow T AR k| AR 1
380; CIOMS &ikAl| 2017/11/2 | 2019/11/6 2019/12/23 | Z3p ¥ . .
y up 2 (possible) | F# & 4
5k .
A
PHHY2018TWO07
4527)

(FEPFLiigin]

— N

2'%'3 éﬁ,‘%} B

(AFEPELRFFRL]

o

X TR E AR 4 cerebral infarction - ¢ 3 i BRF 2 o P12
ApRE > PRk E R 2R

- " RMEFRARTMEHK-AE 2 5 SUSAR Y 2 B FEE o A G ¥ D K HL
ATH AF Biop 2 T 0 Mg e
(375 AT 253k ]
PREELEREY T M S Hr g e REg AR A~ Gdhe (L WT
B % 2.
€ Bt DMR101-IRB2-271(SAE-34) EEF P g i
FELFEA | L REBY AR FEE FEER KR | P L PR
—FE AR NEAN M P CHBEREET > UERATPBE L R
PR (DRSS AS MRS R sk > 4R Nilotinib(F £ %)
o 18 EhE DB Ak
T2 AR _ _ _
: F h Upper respiratory tract infection
i
72 & IF 2 Yo it ¥ AR EANER A T AR
& g = T i+ b5} 2
] 5 - tr wer s | [
p o p o ] p g - 2. F B R S
Tp 4P
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- FRANERFL=XB A ERES

07-011 (ADR 2% 7 %
sk P | Ak v

7 2018/12/24 | 2019/11/6 | initial | 2019/12/23 | 2-35 4 e =
NTW2019TW173 (possible) | F# & A
163) 253

[(FFHFLA4+F L]

- TR T ki R 4 A RAF SAE ) Pl 2| RATIH AR T A
EHER R 0 2 B TRRER -

[AFFPFLA4 3]

- SJRT N IHRARL S B2 2 2 F 2 (non-serious AE) upgrade 3 SUSAR > sk
IR 2 ek S S

[958 B A% ik ]
&iﬁ%ﬁﬁm\?ﬁw%uj\ﬁaﬁﬁﬁﬁﬁﬁwA{%%g&%[}L.@

[

P 5 3.
¢ %% | CMUH106-REC2-051(SAE-5) % R | RE LT
— LN ALZ CBRR F kY B E A
PELES . TR FRET AR RE AT
e T

ey g | T RMSTEIRE 2 B R 0 @ Edoxaban i 5 TRA ¥ RIS R 2 2
PR ER | s (ETNAVTE-KOR-TWN)

Death due to Malignancies

i
2 | g |#2 PR s pgh vt e
% 4 e i T i C|E AR LT
ey S BT T A i
p AP p gy =) p _ 2 F 5 2%
g Hp
. _ * 4P B
1627-0016 2018/12/15| 2019/7/26 | initial | 2019/11/20 ZL3 Hp A=
(unrelated)

[(FFHFLA4+FL]
- ARRGBEFLFEY O FERITIZRE - 0 Fi 4R SAE - REFIE AR E
PR (IR > BEKR Y -
[(AFFPFLE4FL ]
-~ XGEE A 12/15/2018 = 0 ARFIRGER G BRLRIEK 0 S B3R AN
Bop e Moo
(a8 PP 23]
PERLATH T AR gL LG re (L W

ol
\l
=
S
\l
\l
by
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R 4.
€ gL CMUH106-REC2-051(SAE-6) FEc g | KL AER
AN ALZ CBRL W kY BE A
b4 4k A L P 1 R g v FHER KR | R L
i T
N - F M ER R 2 B 0 & % Edoxaban E 3 gRsk ¥ Risf L 2
FE A % (ETNAVTE-KOR-TWN)
FEARNAEL : .
- respiratory failure and asystole
H
¥ AR T ¥
A £ 3R 4 it ERREEER LFE
) g 53 & Mrv Ji s | i+ g %/\ ) i
p g p ¥ ] pEp B ZZF MR %
I 4y
I % 40 B
1627-0018 2019/5/18 | 2019/8/7 |initial | 2019/11/20 | 2t3g #p A=
(unrelated)
CETXEREN TR
- AERIBRFLEET RO RS B ERLFE A B 2

Wk ARRE o

(g Epgdfigin]

- KR '*Ff (1627-0018)*+ 2019/5/18 7 = » F|dsk AL 5% > +xi% SAE & 3% 7 40

B o
(A7 0 F A 2 L]
PRELATH TN R SR A A ] WEREN |k
B 5 5.
k ¢ %% | CMUH106-REC2-101(SAE-2) EEe dagy | RE At
PEASL | AT FEY I GRET R &%+pXﬁ R 4
N A S peps 5 17 5 i 4 S 4R3e M E R EGFR ¥ /o (B &
PRI mgepr e 82 F B OPORE) A A B B R %
L T
i ST
3 4 A Ty Bl
] < /:,' /‘ ; /. /; /,’ N B J ] Q /l‘
gojy, | o | BEOEELOHE g PR AR A
P pE | sgu | P R E TR A
3 4P
012 2019/10/18 1 2019/10/23 | initial | 2019/11/8 LI Hp 7 3P R A=
(F¥pg1irgan]
SR 029 M AL IS b 5 R BB L B B T £ 2 10/18
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- FRANERFL=XB A ERES

fteif S i o HATE A ARH -
(~F3pFLfirgin]
-~ R E(012) B 929 » £ 160 10/18 B2 FlnRsk BRI Y 0 pez
A I—xp LZEIEEP 0 A AR RE o

(45780 B 3% 2 13k]
PRESAFY T aAAM Y s gatRgse {2 gT e (L WT

BB 6.
™€ Sl CMUH106-REC2-121(SAE-2) EEEEA | RErE R
Bl JERE= 2R ;':Z;ﬁ]'g{'ﬂ%E:'L‘ﬁ'ii ‘}é‘-%ﬁ'ﬂ" 3t ﬁq_Fu Kik | Bafd & 183t
N PARACHUTE : Pazopanib 755 & f 4k ot P ¥ so 2 %iﬁf Tl e %
P R P%‘F_ ; T'EL_’?ZZ'EI“\:' ; -—jﬁguﬁ%t}_\,,ﬁ )\r':" \E_}ix:f’}
TEAREE |
i
w4 B |32 Y it ¥ EEE FEARER AT
e (&gt - o FELE L] =~
p Ay p Ay 25| p i B ZF R 2%
I 4P
1144002 2019/1/30 | 2019/2/13 | initial | 2019/12/10 g Hp * p i A=

[(FFEHELR4F L]

- & i o

[AFFHEFLRAFL]

- FPIFEEPERETR Sl BRI AP ERIUE -

(38 B 3E 23k ]
PEEIAFH T RAMIY sz g tEE s (G2 re L HE

B 5L 7.
* ¢ %% | CMUH107-REC2-060(SAE-1) EE e g | REr At
FHRIEA L REBPRE AT P SR | RMiE

¢ * S-1-Leucovorin~Oxaliplatin &2 Gemcitabine (SLOG)# Gemcitabine
E R 4 Cisplatin (GC) it % st N & 45 P23 Jp 2. % — Mo 0% = B TRk

ﬁé‘:%
T AR

F N Sudden death

s
3 2 E = 3R 2 Yo i FEAK TR LE
w4 3 4 it y = N e

SRS T wazs | DU
p gy p gy = p 2 _ ZZF M %
g Hp
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-~ PR NERFLAGE RS
ZIR S ]

T3217-401-018 |2019/10/31 | 2019/11/1 |initial | 2019/12/13 | 2:3g &y . A
B2 (unlikely)

[(FEpgifisrgin]

- ~ The patient with cholangiocarcinoma, recevied cycle 1 gemcitabine and cisplatin on
10/28/2019. According to the statement of her son, the patient was found breathless at
home in the morning. She was sent to CHENG CHING HOSPITAL by ambulance on
10/31/2019, but no vital sign note there. 2£5g#p » ¥ it 7 fp R o

(AFtpgifirgin]

- N A RAAMZAIFHITE s R AT A -

[(#F 7L fAgin]

- ~ The patient with cholangiocarcinoma, recevied cycle 1 gemcitabine and cisplatin on
10/28/2019. 10/31/2019 Sudden death; & ;* | 7 &2 Z 3 jp i -

(EETEN R R AIEY
PEESATFY T M s Hr g tRFE AR (A G ee UL WT

B 5L 8.
yS g S CMUH107-REC2-141(SAE-3) FEEEA | L T2
FERASFA RN s F R FRER KRR | R EiTE A
- WA BRI %E L H 0 7= f 2 Durvalumab # *
o Gemcitabine+Cisplatin & {7 7 4 2458 i > 42 % ¥ B2 Durvalumab

W R R 2L B R A s Bkl s 50
< TkE% (NIAGARA)

EEARREL . -
ACUTE KIDNEY INJURY (Acute kidney injury)

e
3 4 Ea |42 | e igéyid&ﬂﬁ%ﬁi@
& = I k= ¢ = ] a9 F 4
] T wezs | [
pEp p g % ) p 2 N Z.F R S5
g Hp
2019SF35717 follow
2019/9/23 |2019/10/24 2019/11/15 ZL3 Hp * 4p B B,D,F
(E7401004) up 1

CETEEN EE TN

- ~ Summary of follow-up information received by AstraZeneca/Medimmune on
24-0ct-2019: Reporter causality was added. Action taken of the suspect gemcitabine
was updated from not appliacble to temporary stop. This is a Downgraded SUSAR
report.

(AFEprgiiigin)

- P SAE R BAhIR AR LA ARM  HR Y 0 T AP HERS
L e BB o 4 E -

(#2574 i g ]

- ~ DURVALUMAB, CISPLATIN, GEMCITABINE p 2019/03/21-2019/05/24 i& * >

o

SRR EE

|+
\l
\l
b
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ACUTE KIDNEY INJURY (Acute kidney injury) % # *+ 2019/9/23 < % 4 7

¥

o 27
[£gH PR AET 2743k ])
LR EZEIEH T S R FAEBFHERALGT R e K

5P IR RS DR

5% (#A5B1-7)
1= 252 2 & 3ERpB A Gl at L op 4 WIRpr 438 4% A A A disability

UG G T R G

5.4 % f215) 6.5 it/ |
#% 1 (#4% A-D)
A BEFHEFBEM T 2B RACEL T HIARAI DT H2 e
FoRY RS Lk
B X AR |R L
g | F AP TRER 7 ag RN AT
%{ g ) % %%{ "v'] =] ¥Fole
Immune-related
pneumonitis
[Immune-mediated
CMUH106- 1908KORO [Followup| #1) MK-3475 o
1. 2019/8/23 pneumonitis] 2.3 A
REC2-071 11444 8 Study N
Immune-related hepatitis
[Immune-mediated
hepatitis]
Immune-related
pneumonitis
[Immune-mediated
CMUH106- 1908KORO0 Followup| #1) MK-3475 -
2. 2019/8/23 pneumonitis] 23 | A
REC2-071 11444 9 Study N
Immune-related hepatitis
[Immune-mediated
hepatitis]
CMUH106- 1908GBRO [Followup| #1) MK-3475 | collapse (unconscious)
3. 2019/8/18 ) 23 [ A
REC2-071 07770 3 Study [Loss of consciousness]
» 61 F % 77 |
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#3) carboplatin
#4 ) paclitaxel

B % AR 3R
Ay |EA p Y Vo E A %% =R
g |6 2y | ul N
Immune-related
pneumonitis
[Immune-mediated
CMUH106- 1908KORO0 Followup| #1) MK-3475 .
4. 2019/8/23 pneumonitis] 23 | A
REC2-071 11444 10 Study
Immune-related hepatitis
[Immune-mediated
hepatitis]
Immune-related
pneumonitis
[Immune-mediated
CMUH106- 1908KORO [Followup| #1) MK-3475 o
5. 2019/8/23 pneumonitis] 2.3 A
REC2-071 11444 11 Study -
Immune-related hepatitis
[Immune-mediated
hepatitis]
CMUH106- 1712AUSO |Followup| #1) MK-3475 | Acute renal injury [Acute
6. 2017/12/4 ) o 23 [ A
REC2-071 02876 25 Study kidney injury]
CMUH106- 1712AUSO |Followup| #1) MK-3475 | Acute renal injury [Acute
7. 2017/12/4 _ o 23| A
REC2-071 02876 26 Study kidney injury]
#1) MK-7339
Study
#2)
CMUH108- 1910RUSO
8. 2019/10/3 Initial | PEMBROLIZU Pneumonia 1,3 A
REC2-060 05881
MAB
#3) carboplatin
#4) paclitaxel
#1) MK-7339
Study
#2)
CMUH108- 1910RUSO [Followup
9. 2019/10/3 PEMBROLIZU Pneumonia 1,3 A
REC2-060 05881 1 MAB

108 # 12 * 25 p
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- FRAERF LB AERES

B X 2 PAR (R L
A€ S| F 4 P TRES Ay %% =R
g | © 6 4 | w N
#1) MK-7339
Study
CMUH108- 1910RUSO [Followup
10. 2019/10/3 #2) Pneumonia 131 A
REC2-060 05881 2
PEMBROLIZU
MAB
#1) MK-7339
Study
CMUH108- 1910RUSO (Followup
11. 2019/10/3 #2) Pneumonia 13| A
REC2-060 05881 3
PEMBROLIZU
MAB
#1) MK-7339
Study
CMUH108- 1910RUSO [Followup
12, 2019/10/3 #2) Pneumonia 1,3 A
REC2-060 05881 4
PEMBROLIZU
MAB
#1) MK-7339
Study
CMUH108- 1910RUSO [Followup
13. 2019/10/3 #2) Pneumonia 1,3 A
REC2-060 05881 5
PEMBROLIZU
MAB
CMUH108- 1910RUSO [Followup| #1) MK-7339
14. 2019/10/3 Pneumonia 13 A
REC2-060 05881 6 Study
CMUH108- 1910RUSO [Followup| #1) MK-7339 )
15. 2019/10/3 Pneumonia 13 A
REC2-060 05881 7 Study
CMUH108- 1910RUSO [Followup| #1) MK-7339 )
16. 2019/10/3 Pneumonia 13 A
REC2-060 05881 8 Study
#1) MK-7339
CMUH108- 1910RUSO [Followup )
17. 2019/10/3 Study (Code not Pneumonia 131 A
REC2-060 05881 9
broken)
#1) MK-7339
CMUH108- 1910RUSO [Followup )
18. 2019/10/3 Study (Code not Pneumonia 131 A
REC2-060 05881 10
broken)
108 # 12 # 25§ % 63 F I3
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19.

CMUH106-
REC2-096

2017/10/28

1711CANO
00138

Followup
15

#1) MK-3475
Study
#2)
CISPLATIN
#3)
ETOPOSIDE

Diverticulitis
Diverticulitis

Febrile neutropenia

2,3

20.

CMUH106-
REC2-096

2017/10/28

1711CANO
00138

Followup
16

#1) MK-3475
Study
#2)
CISPLATIN
#3)
ETOPOSIDE

Febrile neutropenia
Diverticulitis

Diverticulitis

2,3

21,

CMUH106-
REC2-096

2018/9/17

1809JPNOO
8225

Followup
17

#1) MK-3475
Study (Code not
broken)
#2)
CISPLATIN
#3)
ETOPOSIDE

Hypoxia

Pneumonitis

1,23

22,

CMUH106-
REC2-096

2018/3/16

1803ESP0O0
7879

Followup
12

#1) MK-3475
Study (Code not
broken)
#2)
CARBOPLATI
N
#3)
ETOPOSIDE

Thrombocytopenia

Febrile neutropenia

2,3

23.

CMUH106-
REC2-096

2018/1/11

1801FRAO
05861

Followup
11

#1) MK-3475
Study (Code not
broken)

#2)
CARBOPLATI

N
#3)

ETOPOSIDE

Anaemia
Urinary tract infection

Pneumothorax

2,3

108 & 12 *

25p
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B % AR 3R
Ay |EA p Y Vo E A S
g |6 2y | ul N
#1) MK-3475
Study (Code not ) )
Respiratory failure
broken)
Pneumothorax
CMUH106- 1711RUSO (Followup #2)
24. 2017/11/13 Pneumonia 1231 A
REC2-096 07159 19 ETOPOSIDE ) )
Deep vein thrombosis
#3) .
Pulmonary embolism
CARBOPLATI
N
#1) MK-3475
Study (Code not Superior vena cava
broken) syndrome
CMUH106- 1710RUSO |Followup #2) Paracancerous pneumonia
25. 2017/10/25 ) 23 [ A
REC2-096 13838 8 ETOPOSIDE Pneumonia
#3) Asthenia
CARBOPLATI Febrile neutropenia
N
#1)
PEMBROLIZU
CMUH108- 1910TURO |Followup Pneumonia
26. 2019/10/21 MAB 23 [ A
REC2-059 14946 2 Femur fracture
#2)
PEMETREXED
#1)
PEMBROLIZU
CMUH108- 1910POL01 MAB
27. 2019/10/14 Initial Fatigue 131 A
REC2-059 7051 #2)
PEMETREXED
#3) cisplatin
#1)
PEMBROLIZU )
CMUH108- 1910TURO |Followup Pneumonia
28. 2019/10/21 MAB 23 [ A
REC2-059 14946 3 Femur fracture
#2)
PEMETREXED
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29.

CMUH108-
REC2-059

2019/10/14

1910POLO01
7051

Followup
1

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3 ) cisplatin

Fatigue

1,3

30.

CMUH108-
REC2-059

2019/10/14

1910POLO01
7051

Followup
3

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3) cisplatin

Fatigue

13

31.

CMUH108-
REC2-059

2019/10/21

1910TURO
14946

Followup
4

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED

Pneumonia

Femur fracture

2,3

32.

CMUH108-
REC2-059

2019/10/14

1910POLO01
7051

Followup
4

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3) cisplatin

Fatigue

13

33.

CMUH108-
REC2-059

2019/10/21

1910TURO
14946

Followup
5

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED

Pneumonia

Femur fracture

2,3

34.

CMUH108-
REC2-059

2019/10/14

1910POLO01
7051

Followup
5

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3) cisplatin

Fatigue

1,3
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35.

CMUH107-
REC2-086

2019/11/8

1911CHNO
04826

Initial

#1) MK-3475
Study (Code not
broken)
#2)
PEMETREXED
#3)
CARBOPLATI
N

Death

36.

CMUH107-
REC2-086

2019/8/23

1908CHNO
10365

Followup
4

#1) MK-3475
Study (Code not
broken)
#2)
PEMETREXED
#3)
CARBOPLATI
N

Cerebral infarction

2.3

37.

CMUH107-
REC2-086

2019/8/23

1908CHNO
10365

Followup
5

#1) MK-3475
Study (Code not
broken)
#2)
PEMETREXED
#3)
CARBOPLATI
N

Cerebral infarction

2.3

38.

CMUH107-
REC2-086

2019/11/8

1911CHNO
04826

Followup
1

#1) MK-3475
Study (Code not
broken)
#2)
PEMETREXED
#3)
CARBOPLATI
N

Death
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39.

CMUH107-
REC2-086

2019/11/8

1911CHNO
04826

Followup
2

#1) MK-3475
Study (Code not
broken)
#2)
PEMETREXED
#3)
CARBOPLATI
N

Pneumonia

40.

CMUH107-
REC2-086

2019/8/23

1908CHNO
10365

Followup
6

#1) MK-3475
Study (Code not
broken)
#2)
PEMETREXED
#3)
CARBOPLATI
N

Cerebral infarction

2.3

41.

CMUH107-
REC2-086

2019/8/28

1909KORO0
00849

Followup
6

#1) MK-3475
Study (Code not
broken)
#2)
PEMETREXED
#3)
CISPLATIN

Asthenia

1.3

42.

CMUH107-
REC2-086

2019/8/23

1908CHNO
10365

Followup
7

#1) MK-3475
Study (Code not
broken)
#2)
PEMETREXED
#3)
CARBOPLATI
N

Cerebral infarction

2.3
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#1) MK-3475
Study (Code not
broken)
CMUH107- 1909KORO0 |Followup
43. 2019/8/28 #2) Asthenia 131 A
REC2-086 00849 7
PEMETREXED
#3)
CISPLATIN
#1) MK-3475
Study (Code not
broken) Malignant neoplasm
#2) progression
CMUH107- 18111SR00 |Followup .
44, 2018/11/2 PEMETREXED Bacteraemia 13 A
REC2-086 3416 16 .
#3) Vomiting
CARBOPLATI Fatigue
N
#4 ) fentanyl
CN-INJFO
CMUH106- follow up FEBRILE
45, 2018/8/12 | C-2018081 Daratumumab 23| A
REC2-001 4 NEUTROPENIA
5589(4)
CMUH106- 201911338
46. 2019/11/21 initial Niraparib 1.Sepsis 2341 A
REC2-087 02(0)
CMUH106- 201911338 |follow up ) ) )
47. 2019/11/21 Niraparib 1.Sepsis 2341 A
REC2-087 02(1) 1
1.SEPSIS
2.NEUTROPENIA
3.MUCOSITIS
CMUH106- 201905017 [follow up
48. 2019/4/26 Niraparib 4 THROMBOCYTOPENI|1,3,7| A
REC2-087 23(4) 4
A
5.DECREASED WHITE
BLOOD CELL
ONO-2019-
CMUH105- 017134 Nivolumab vs
49, 2019/8/10 INI Sepsis 237 A
REC2-132 (BMS-2019 Placebo
-080130)

108 # 12 * 25 p
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ONO-2019-
CMUH105- 017134 Nivolumab vs ]
50. 2019/8/10 FUl Sepsis 237 A
REC2-132 (BMS-2019 Placebo
-080130)
ONO-2019-
CMUH105- 006368 Nivolumab vs | Immunomediated guillain
51. 2019/3/23 FU1 237 A
REC2-132 (BMS-2019 Placebo barre syndrome
-029708)
ONO-2019-
CMUH105- 017134 Nivolumab vs ] .
52. 2019/8/10 FU2 Sepsis, Enteritis 237 A
REC2-132 (BMS-2019 Placebo
-080130)
ONO-2019-
CMUH105- 016560 Nivolumab vs
53. 2019/7/29 INI Mediastinitis 2,71 A
REC2-132 (BMS-2019 Placebo
-075971)
#1)
PEMBROLIZU
CMUH108- 1910TURO |Followup Pneumonia
54. 2019/10/21 MAB 2,3 A
REC2-059 14946 6 Femur fracture
#2)
PEMETREXED
#1)
PEMBROLIZU )
CMUH108- 1910TURO |Followup Pneumonia
55. 2019/10/21 MAB 23 [ A
REC2-059 14946 7 Femur fracture
#2)
PEMETREXED
#1)
PEMBROLIZU )
CMUH108- 1910TURO |Followup Pneumonia
56. 2019/10/21 MAB 2,3 A
REC2-059 14946 8 Femur fracture
#2)
PEMETREXED

108 # 12 * 25 p
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57.

CMUH108-
REC2-059

2019/11/19

1912AUTO
01532

Initial

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3 ) cisplatin

Death

58.

CMUH108-
REC2-059

2019/11/19

1912AUTO
01532

Followup
1

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3) cisplatin

Death

59.

CMUH108-
REC2-059

2019/10/21

1910TURO
14946

Followup
9

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED

Femur fracture

Pneumonia

1,23

60.

CMUH108-
REC2-059

2019/10/21

1910TURO
14946

Followup
10

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED

Femur fracture

Pneumonia

1,2,3

61.

CMUH108-
REC2-059

2019/10/21

1910TURO
14946

Followup
11

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED

Femur fracture

Pneumonia

1,23

62.

CMUH108-
REC2-059

2019/12/2

1912UKRO
01331

Followup
2

#1)
PEMBROLIZU
MAB
#2)
PEMETREXED
#3) cisplatin

Brain oedema
White blood cell count
decreased
Thrombocytopenia

Ischaemic stroke

1,3

108 # 12 * 25 p
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#1)
PEMBROLIZU
CMUH108- 1910TURO |Followup Femur fracture
63. 2019/10/21 MAB ) 1231 A
REC2-059 14946 12 Pneumonia
#2)
PEMETREXED
#1) .
Brain oedema
PEMBROLIZU ]
White blood cell count
CMUH108- 1912UKRO |Followup MAB
64. 2019/12/2 decreased 131 A
REC2-059 01331 3 #2) ]
Thrombocytopenia
PEMETREXED ]
o Ischaemic stroke
#3) cisplatin
Other Serious Criteria:  [1,3,7:
medically important Medi
CMUH104- ONO-2019-| Follow | Nivolumab and »
65. 2019/9/14 condition; cally| A
REC2-139 019826 up 1 Docetaxel » ) )
Interstitial pneumonia; |impor
Diverticulitis tant
Other Serious Criteria:  [1,3,7:
medically important Medi
CMUH104- ONO-2019-| Follow | Nivolumab and N
66. 2019/9/14 condition; cally| A
REC2-139 019826 up 2 Docetaxel » ) )
Interstitial pneumonia; |impor
Diverticulitis tant
Other Serious Criteria:  [1,3,7:
) medically important Medi
CMUH104- ONO-2019-| Follow | Nivolumab and .
67. 2019/9/14 condition; cally | A
REC2-139 019826 up 3 Docetaxel . ] ]
Interstitial pneumonia; |impor
Diverticulitis tant

(k] FRPH -

108 & 12 *

25p
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1. CMUH107-REC2-130

HOA

[z = 2p4p2]
*EEk E 4 4 0 BMS-986165
*% 2PARLYE 0 1084# 01 25p 3 1084 09 ¢ 22 p

2. CMUH105-REC2-091

[z % 2442 ]

*:Fok ¥4 L4 1 AVELUMAB(MSB0010718C)
PR LYF

2019 # 03 * 23 p % 2019# 09" 22 ¢

3. CMUH107-REC2-086

(2]
Report domestic SUSAR case:
-MFR No.:1910TWNO009550 (F4)

-Serious criteria: Involved or Prolonged Inpatient Hospitalization

4, CMUH 102-REC2-068

it

[z 2p4p2]
*%% ¥+ 4L LDK3T8
* AR MR 0108 04% 01p 3 108 09 % 30 p

5. CMUH107-REC2-142

8 AR

[ % 2444 ]
*E% 4+ L4 ¢ Irinotecan Liposome Injection
*F >HIRL G 2018 # 107 23 p % 2019 & 04 7 22 p

6. CMUH104-REC2-102

iRk

[ % >Hdp2]

*R%E P 4L Ipilimumab

*% pMEARLHPREF 108 £ 04 04 p %2 108 & 10 * 01
p

7. CMUH106-REC2-132

[#]
RF CREFAVRAPNBRZEST LF L LEE S
-CIOMS MFR CONTROL NO.: 1805TWNO004575( report type :F20)

8. CMUH106-REC2-071

[ 2144 ]

R E T LA MK34T5

*% pMARL P F 12019 £ 037 04p 3 2019 # 09 7 03 B
% pPARL PR YR 12018 & 127 04p I 2019 & 03
703 p

9. CMUH107-REC2-153

[#]
*p % : Cohort 2 safety review meeting (SRM) 2 ¢ & iz 4%
*p g 12019 # 10 ® 29 p

10. | CMUH108-REC2-040

[#)

108 # 12 * 25 p




PRFFAETFHRFRAIRRLR ¥ -FALR ¢
- FRANERFL=XB A ERES

BB

R

o )
Ags

FEP B

R CRHAEBREFLEAEFTRELAER L -

% 4r 4 4% A& @ Taiwan Case Report Form Version Rev.A
(PN08213) > iz PR3+ 4 2 Rev.B %3+ »

B %42 4% 4~ ! Case Report Form Version Rev.A (PN09014) - ix
P H 3% Rev.C 3t o

11.

CMUH107-REC2-111

TR e

[ % 2044 ]

*:E8 % 4 ¢ Brolucizumab (RTH258)

*X pMARLHE 12019042 01 p 2 2019 & 09 * 30 p
[DSMB i+ i 5]

*ck 2 p #2019 & 10 7 10 p

12.

CMUH106-REC2-096

(2]
Report domestic SUSAR case:
-MFR No.: 1806 TWNO008680 (FU6)

-Serious criteria: Involved or Prolonged Inpatient Hospitalization

13.

CMUH108-REC2-002

ki
|-
&

[+ 2144 ] -SUSARLL

*REEF 5 LAE  Melflufen

*% rMHIRLHEF 107087 07 p 3 108& 02 % 06 P
[+ 214+ ]-SUSARLL

*REE%F 5 LAE  Melflufen

*% rMHIRLHEF 108027 07 p 3 108% 08 % 06 p
[« = 212484 ] - DSUR

*REE%F 5 LAE  Melflufen

*% rMIRLHEF 107£022 07p 3 108& 02 % 06 P
[ DSMB ;-3 i ] - DMC recommendation

*ikimiEpd 108& 040 12 p

[ DSMB ;-3 :d ] - DMC recommendation

*kmiEpd 108& 097 02p

14.

CMUH104-REC2-114

(&R |
*:%% % # 4 * AZACITIDINE ORAL (CC-486)
* MM AR AW 1104 &05% 19p % 108 & 05 18 p

15.

CMUH104-REC2-065

[z 2142 ]
*E%E L LA MEDIAT36
* PMAeFL YT C108E 72 13 p I 108#£ 10% 12 p

16.

CMUH105-REC2-074

H
|~
I

[z 2442 ]
*R% E P LA Atezolizumab
*% pMEARLHPRE 2018 & 117 18p I 2019 & 05 % 17 p
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17.

CMUH108-REC2-134

o ARk

(% 2242 ]

R E S L MK34T75

*% MMAFL P A 12019 037 04p I 2019 09 * 03 p
*% pfARA Mg BF 1 20184# 127 04p i 2019 £ 03
703

18.

CMUH107-REC2-141

Lt

TP 2FL
MEDI4736_Periodic Safety Line Listing_
2019 # 01 * 13 p % 2019 # 07 * 12 p

19.

CMUH104-REC2-139

Al

[DSMB -3 :i )
*Ak it p g 12019 E& 120 2 p

20.

DMR98-IRB-219

o 3R

[(##&]
RF O FARRAIGEFLIPFREDL LEFTHREAH 0 R E
FPRsdEL st p @y BRI EETREIF EPF o

21.

CMUH107-REC2-069

o 3R

HFERTHE 2PHL o
DSUR Endo-TAG 1 No. 5
34 8 & 04Febl8-03Febl9

22.

DMR101-IRB2-271

o AR

(2= 2iapd]
*R5% 4 L4 © Nilotinib (Tasigna)
*X rMHIRLHEF 108# 097 01p 2 108& 117 25 p

23.

CMUH105-REC2-132

Al

[#]
RE
SUSAR CIOMS (ONO-2019-013839 (BMS-2019-062906) FU1)
SUSAR CIOMS (ONO-2019-013839 (BMS-2019-062906) FU2)
SUSAR CIOMS (ONO-2019-009587 (BMS-2019-043668) FU1)
SUSAR CIOMS (ONO-2019-019579 (BMS-2019-089774) INI)
SUSAR CIOMS (ONO-2019-009587 (BMS-2019-043668) FU2)

24,

CMUH108-REC2-059

[ 2144 ]
EREF LA MKT339
*% pU4FL P A 12018 127 16 p I 2019 # 06 * 15 p

25.

CMUH105-REC2-029

TEM

Periodic safety report

*CERTOLIZUMAB PEGOL SIX MONTHLY REPORTFROM 07
MAR 2018 TO 06 SEP 2018

*CERTOLIZUMAB PEGOL SIX MONTHLY REPORTFROM 07
SEP 2018 TO 06 MAR 2019

*CERTOLIZUMAB PEGOL SIX MONTHLY REPORT FROM 07
MAR 2019 TO 06 SEP 2019

108 # 12 * 25 p
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26.

CMUH105-REC2-132 iR iR

[DSMB -3 i )
*dck iz % p g : 2018 # 11 0 29 p
*ck iz % p g : 2019 & 11 0 15 p

217.

CMUH106-REC2-099 3E SV AL

[ 8% >4 2 -SUSAR LL]
*RE F 4 L 4L ¢ Lenvatinib

*F rMIFLHPF 2019027 13 p 3 2019 F 08 * 12 p

28.

CMUH104-REC2-150 T4

(% 2144 ]

*E% F 4 L fL  Enzalutamide

*g pMAEL @R 1072037 01p % 107 & 08 30p
(s 2idr 2]

*E % # 4 L  Enzalutamide

*g pMAEL @R 1072087 31p 3 108 & 020 28 p
(s 242 ]

*E % # 4 L  Enzalutamide

*g pMAEL @R 1082037 01p % 108 & 08 % 30 p

29.

CMUH107-REC2-153 LAt

[#]
*NoE o F - > 4F £ Periodic SUSAR Line Listing
*% pMEAR L HPRF2019 & 04 2 28 p F] 2019 & 10 * 27 p

30.

CMUH104-REC2-139 iRk

[#=]
: B ‘b CIOMS case, ONO-2019-019826
(BMS-2019-092019)_Initial

*nF

(] FRPHE -

iR

CREPERFLR R
i#d PR FLY AL REERY
i FiE(#)
rF A Gk 80
FE R 31
B3t 111

108 # 12 * 25 p
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2020/1/18 | # |08:30-16:30| , ., C|WRAE G~ A RRAER- | 642 $1,000
Im 2= = R n
TR |gaarn ERLE
EFRFTRFEER A
FHE - 4g (208 254)
108 & 12 % 25 p $ 77 F % 77T F




