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no.:2007 TWN000239) (possible) "

[(F¥rgLRr3in]
- ~ On 26-JUN-2020, the subject experienced noninfective gastroenteritis (grade 2). No
other information was reported. At the reporting time, the subject had not recovered
from noninfective gastroenteritis (grade 2).55.% & {5 11 i o
AFEPELAA~FLL])
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- SR
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¢ sk CMUH107-REC1-188(SAE-24) | i# % ~ 2457 | fed # 2% 2
PR EEBEY CWEFISFR | PEET AR | RF L
- 38 3=z Lenvatinib (E7080/MK-7902) & * Pembrolizumab
sl 4 g (MK-3475) #p i Lenvatinib 17 5 st 3=t £ 2 % - &
1 r'f?—

B2 ehZ 2P B Fm G 2P~ S0 AR R ok
Z R 2 TRhk & (LEAP-002)

¥ E AR AL L4 | Noninfective gastroenteritis [Gastrointestinal inflammation]

EAEN
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300062(CIOMS/ADR Followup | Tmanw

2020/6/26| 2020/7/1 2020/8/13 | 2-5F #p i A

no.:2007 TWN000239) 1 (possible) | s

(FEPELfigLa]

- ~ Update information received on 01 JUL 2020: 1)Since an unspecified date, he
presented diarrhea 3-4 times per day for 3 days. According to his family, the episodes
were accompanied with diffuse abdominal pain and he had eggs before the episodes
started. 2)The subject was admitted to the emergency department (ED) on an
unspecified date in June2020. He presented with no fever, nausea, vomiting, tarry or
bloody stools, yellowish skin or tea color urine. Additionally, poor appetite was noted.
A kidney, ureter and bladder (KUB) study showed nonspecific bowel gas distribution
with fecal materials retention and a computerized tomography (CT) reported
gallbladder distension with swelling and discontinuous enhancement of gallbladder
wall; cholecystitis with gallbladder rupture could not be ruled out. The subject
received fluid support, empiric antibiotics with ciprofloxacin for suspected salmonella
infection, high dose strocain for suspected toxin related diarrhea and lenvatinib
mesylate (MK-7902) was held. Additionally, the subject was placed under nothing per
mouth (NPO) regimen. &% & {8 /i i o
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5. 5.
€ gL CMUH107-REC1-188(SAE-25) | % < 3] | peE * L E i
O =R RESES IR AFR | RER KRR RE S TR
- 38 ® & Lenvatinib ( E7080/MK-7902 ) & * Pembrolizumab
3 (MK-3475) #p#>t Lenvatinib i® 5 a6 #) 3% ‘m¥e s -‘F'{ Z_ % - &
VR

FridehZ 2P EBNF Y~ S0 AR R Tk
B4R 2 TRk ¢ % (LEAP-002)

¥+ AR AL 4 | Noninfective gastroenteritis [Gastrointestinal inflammation]
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( 2020/6/26 | 2020/7/10 Ploo2oreralzeagap |~ T
no.:2007TWNQ000239) 2 (possible) | * &
=3

[(FERELR+3LR])
- ~F 2 & B R f§ i Update information received on 10 JUL 2020: 1)On 30-JUN-2020
and on 03-JUL-2020, a stool culture for common pathogens, a clostridium difficile
culture and a stool toxin A/B test for clostridium difficile were negative. 2)The last
reported dose of lenvatinib mesylate (MK-7902) was administered to the subject on
10-JUL-2020 (cycle 10). 3)no discharge date was reported, however, a discharge
diagnosis of noninfective gastroenteritis was provided. 5% % {é % 13 iF o
[(AFEpELE73L0]
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BE. 6.
h & Sndh CMUH107-REC1-188(SAE-26) | % > 44 | feE # 2% i
O =R RESES IR AGFR | RER KRR RE S TR
- 38 ® & Lenvatinib ( E7080/MK-7902 ) & * Pembrolizumab
3 (MK-3475) #p#>t Lenvatinib iF 5 a6 #) 3% ‘m¥e s 8 -‘F'{ Z_ % - &
VR

FridehZ 2P EBNF Y~ S0 RS R R Tk
B4R 2 TRk ¢ % (LEAP-002)

¥ # AR AL LA | infective gastroenteritis [Gastroenteritis]

¥
54 & i o |pars AR 7
] E 1 T — ¥ \
] N - BN g ms |
p P 5w pPE\ESTR y .
Bé %%
2
D.%
300062(CIOMS/ADR Followup | A AREE | R
2020/6/26 | 2020/7/17 2020/8/13| 237 4 ) )
no.:2007TWN000239) 3 (possible) | * i@
E3

(FEPELfigLa]

[

~F i 2R 8E @ if 1 "Update information received on 17 JUL 2020: 1)On 26-JUN-2020,
the subject experienced infective gastroenteritis (grade 2). 2)The last reported doses of
lenvatinib mesylate (MK-7902) and pembrolizumab (MK-3475) or matching placebo
were administered to the subject on 10-JUL-2020 (cycle 10). 3)At the reporting time,
the subject had not recovered from infective gastroenteritis (grade 2). 4)The
investigator considered infective gastroenteritis (grade 2) to be related to lenvatinib
mesylate (MK-7902), but to be not related to pembrolizumab (MK-3475) or matching
placebo, or to the study procedure." 5% & {5 13§ o

FEpg1i+340]
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By 7.
N T CMUH107-REC1-188(SAE-27) | # % 2 44 | feE 7 2%
O =R RESES IR AGFR | RER KRR RE S TR
- 38 ® & Lenvatinib ( E7080/MK-7902 ) & * Pembrolizumab
3 (MK-3475) #p#>t Lenvatinib iF 5 a6 #) 3% ‘m¥e s -‘F'{ Z_ % - &
VR

FridehZ 2P EBNF Y~ S0 RS R R Tk
B4R 2 TRk ¢ % (LEAP-002)

3L 4%

infective gastroenteritis [Gastroenteritis]
Blood bilirubin increased [Blood bilirubin increased]

EANERN
;i; 3l Zé,’r é}? By [ Ro jaj :i i £ R Pi:i
Sl nd = = AR
| (g - 3 e %Eq‘ 12 FE |
2 p gy ) i y .,
[ 3 {8 5
#
D.%
300062(CIOMS/ADR Followup | T AR | R
2020/6/26 | 2020/7/21 2020/8/13 | 24-7F #p _ N
no.:2007TWNQ000239) 4 (possible) | * &
=3

(FEPELfigLa]

~F 2 & R A7 f§ i : Update information received on 21 JUL 2020: 1)On 04-JUL-2020,a

stool routine was reported as follows:green color,fluid consistency,mucus,gross
(1+),occult blood(4+),RBC(5-8),WBC (5-8). 2)On 18-JUL-2020,the subject was
discharged home with a diagnosis of infective gastroenteritis.On22 JUL -2020,the
subject experienced blood bilirubin increased (grade 2), given that on an unknown
date in July 2020, his total bilirubin was 3.14mg/dL. 3)At the reporting time, the
subject had not recovered from infective gastroenteritis(grade 2),nor from blood
bilirubin increased(grade 2). 4)The action taken with lenvatinib mesylate
(MK-7902)and with pembrolizumab (MK-3475)or matching placebo regarding blood
bilirubin increased (grade 2)was reported as dose not changed. 5)Regarding blood
bilirubin increased (grade 2), the investigator considered the event to be not related to
lenvatinib mesylate (MK-7902), pembrolizumab (MK-3475) or matching placebo,or
to the study procedure. Infective gastroenteritis (grade 2)was assessed by "CO-1"
judgement. Additionally, the investigator considered blood bilirubin increased (grade
2) to be an event of clinical interest (ECI). (5% & {6+ M iF -

AFTPELRFFLL])
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TR Fin
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PEEZATGFY T MY i gapgie (2 gTns DL R

FE. 8.
g Sde CMUHI107-REC1-188(SAE-28) | # % < #4g7] | e % 2% 2
o SRR & § AR UF % EWEE 30 %%@%%ﬁ L ERE
- 18 ¥ iz Lenvatinib ( E7T080/MK-7902 ) & * Pembrolizumab
) (MK-3475) #p#> Lenvatinib 1% 2 98 3+ % & & 2 ¥ - A
SERS S

B % 2B RORAEZ B 50 o SR A R R %
482 Tk 2% (LEAP-002)

¥ E AR A8 24 | infective gastroenteritis [Gastroenteritis]
T
v " s ) i'zﬂ THAR LT
5 = kS A 2 1 ]
"%‘F’JJIL%{, ?_—- 3 v Er’ P,’tl vq'\%g% rﬂ% ],J:
p o p g 55 P# T RIE »
[ fs %
2
D.%
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23

(FErE2fi3in]

~ "Update information received on 24 JUL 2020: 1)On that date, a kidney, ureter and

bladder (KUB) study showed nonspecific bowel gas distribution with fecal materials
retention (normal); and an abdomen computerized tomography (CT) scan revealed
gallbladder distension with swelling and discontinuous enhancement of gallbladder
wall; cholecystitis with gallbladder (GB) rupture could not be ruled out (abnormal).
2)The action taken with lenvatinio mesylate (MK-7902) and with
pembrolizumab(MK-3475) or matching placebo regarding blood bilirubin increased
(grade 2) was reported as dose not changed (dechallenge and rechallenge results
were not reported). 3)The causal assessment between blood bilirubin increased
(grade 2) and the study procedure was not reported. 4)During the study protocol, the
subject was also placed on glucose 50% as sugar support; phytonadione for
hepatoma; oxethazaine(STROCAIN) for diarrhea; bacitracin (+) neomycin sulfate
(+) polymyxin B sulfate (SPERSIN) oint for hand-foot reaction; and spironolactone
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as prophylaxis edema." 5% % {45 1138 1§ o
[2FFEPEFLR~FALL]

- 22020 7 7 24 pEERER L) TR BRE Ik (KUB) W& A L
FHhgaotF Rl gy g e G (2% ) 3 CT il "2 h % "R
R ARG R R R R (GB) A Ak (B F ). 2) MK-T902
fr MK-3475 ¢ % @Al Lo d 28 (2 %) anie® ey (L7 (8- HF
2)e 3T e 2 BT R M a2 4 (2% ) RAFLFATHER o
4) B R o X R D00y F AR LR LR AL ki P
STROCAIN #4158 5 % s (+) FipeaTik % (+) #ifik 5 4k 7% B (SPERSIN)
IR PRI R e B EH T AF 2RI RIS
EFORF AR o FPA AR R A B2 E Pl L EALTR
3R 0 RO AU R EFARINE ST LF R A
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- SEEEFY s g

[ 8 PR F 23]
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BE.9.
g Sde CMUH107-REC1-188(SAE-29) | # % < #7] | k% 2% &2
FH LA BEHEY LAY L ié%ﬁ'* FEEF ORR | RPEIFTR
- 38 ¥ iz Lenvatinib ( E7T080/MK-7902 ) & * Pembrolizumab
3 (MK-3475) #p#>t Lenvatinib 1F 5 a6 #p 3% m¥e s B dﬂz 2% -3
VR

FpEE 2P ARITDR - S S EE A R B T T
Z ¥R 2 ek 5% (LEAP-002)

¥+ AR AL L4 | infective gastroenteritis [Gastroenteritis]
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Hy

D.%

300062(CIOMS/ADR Followu VoA AR B | Rop
( 2020/6/26 | 2020/7/24 P 2020/8/18| 2t & " %E ” ﬁ
no.:2007TWNO000239) 6 (possible) | + i

E3

CETT EY LT D
- ~F @ &R E @ i "Update information received on 24 JUL 2020: 1) On that date, an
X-ray kidney, ureter and bladder (KUB) study showed nonspecific bowel gas
distribution with fecal materials retention (normal). 2)During the study protocol, the
subject was also placed on dextrose as sugar support; phytonadione for hepatoma;
oxethazaine(STROCAIN) for diarrhea; bacitracin (+) neomycin sulfate (+)
polymyxin B sulfate (SPERSIN OINTMENT) and betamethasone valerate for
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hand-foot reaction; spironolactone and furosemide as prophylaxis edema and for
pleural effusion; insulin human for diabetes mellitus (DM); metronidazole, cefixime
and ceftriaxone for cholecystitis; megestrol acetate susp for ""HCC™ related;
haloperidol as prophylaxis agitation; esomeprazole magnesium for gastric ulcer;
dioctahedral smectite powder, dimethicone,Clostridium butyricum miyairi,
ciprofloxacin lactate, and calcium gluconate for infection gastroenteritis;
acetaminophen for abdominal pain; albumin human for pleural effusion; and
ursodiol for bilirubin increased.” (&% # t5 % /il if o
[(AFTHELE+F 2]

- ~2020 & 7 % 24 p B 1) X AR TR ﬁg?ll;]cgfrﬂ,%we (KUB) # 2% 2
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300062(CIOMS/ADR Followu AP M| Rop
( 2020/6/26 | 2020/7/28 P 2020/8/18| 277 * )_Ha ) fﬁ
no.:2007TWNO000239) 7 (possible) | * i
£3

(FETPELR+3LL)
- ~ ¥ ® AR i Update information received on 28JUL2020: 1)On 28JUL2020, an

abdominal echo showed: 1.liver cirrhosis with mild ascites 2.liver tumors with
lymph nodes involvement 3.Gallbladder contraction and 4.Right pleural effusion.
Moreover, the subject's(T-bil)was4.02 mg/dL; therefore, he was admitted again to
the hospital on that same date. At the reporting time, the subject had not recovered
from infective gastroenteritis(grade2),nor from blood bilirubin increased(grade 3).
2)The action taken  with  lenvatinib  mesylate(MK-7902)and  with
pembrolizumab(MK-3475)or  matching  placebo  regardingblood  bilirubin
increased(grade3) was reported as drug interrupted with negative dechallenge and
rechallenge results.3)The investigatorconsidered infective gastroenteritis(grade2)to
be related to lenvatinib mesylate(MK-7902),but to be not related
topembrolizumab(MK-3475)or matching placebo,or to the study
procedure.Regarding blood bilirubin increased(grade3),the investigator considered
the event to be not related to lenvatinib  mesylate(MK-7902),
pembrolizumab(MK-3475)or matching placebo,nor to the study procedure. 5% %
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ERTE L

infective gastroenteritis [Gastroenteritis]
blood bilirubin increased [Blood bilirubin increased]

EANERN
)% 3l jé.’r §F By RS S xg ® i i £ B kii

- g = = ¥ AR
XS . P B A e 25 P
p g ) 5 &) PE |FE LR M "

Hp
D.%
300062(CIOMS/ADR Followup | T AR | R
2020/6/26 | 2020/8/4 2020/8/18| 2-+¢ #p _ N
no.:2007TWNQ000239) 8 (possible) | * &
=3

(FEPELfigLa]

- ~ ¥ 2 &R RE M i 0 Update information received on 04 AUG2020: 1)On that day,

[(~FEPELR# 3L L]

- ~ 72020 # 7 * 13 p > ceftriaxone :z 5 cefexime» & & & Jipn o BT ¥ A F IR

treatment with metronidazole and ceftriaxone was started as per recommendation
from infection specialist. 2)On that date,lenvatinib mesylate (MK-7902) was
re-started. On 13-JUL-2020, ceftriaxone was changed to cefexime for discharge
preparation. 3)The last reported dose of lenvatinib mesylate (MK-7902) was taken
by the subject on 27-JUL-2020 (cycle 10). 4)the subject recovered from infective
gastroenteritis (grade 2) since he had no diarrhea, no abdominal pain, and no other
symptom according to ""CO-I"" assessment. 5)laboratory examination revealed
jaundice with cholestasis: bilirubin total (T-bil) was4.02 mg/dL, bilirubin direct
(D-bil) was 2.14 (units not reported), aspartate aminotransferase (AST) was 86
(units not reported),alkaline phosphatase (ALP) was 517 (units not reported), and
prothrombin time (PT) was 12.2 (units not reported)therefore,under the impression
of progressive jaundice with cholestasis, the subject was admitted again to the
hospital for further care and workup on that same date. More update information
please refer to CIOMS report 5% # {6 = 123 i§

Fom e g B4 (T-bil) 5 402mg/dL B &% (D-bil) 5 2.14
(% 4#¢ % H ) aspartate aminotransferase (AST) 5 86 ( & 4F 2 =) F]pt » ALP
B 5 517 (AF2 H i) RapeRER (PT) 5 122 (A4F2 H =) Fp fit
FHR BRI T A F LA RBEXE- i T Ak - pHEAR
4 - i;é'“ﬁ“ 2020 & 7 " 27 p (& # 10) pR* 1 MK-7902 - @ 3¢ Bi 2020 &
8 " 4 prFlen{ AL > RBRE L& preruEF o B4 * metronidazole v

ceftriaxone /% » F FFEc* MK-7902 - 245 CO-l =k » %% Féiﬁ/;”ﬁ =
R R E gk PR RS K (25) Y ER e »EFIRTRA
I FINESI LF AR s FP AR E R T R E PLE
PR FTRMRR TR T I R FARTNE ST LF AR 4T
CRE N EN R 8D
- i
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#1)
PACLITAXEL

CMUH108-
REC1-059

2020/3/26

2003UKRO
10621

Anaphylaxis [Anaphylactic
(7902 STUDY) ]
reaction]
(paclitaxel)

Injection

CMUH108-
REC1-059

2020/6/4

2006BRA0
02492

Followup
4

#1)
PEMBROLIZU
MAB
(pembrolizumab

) Solution for brain aneurysm

S 1.3
injection

#2) MK-7902

[Intracranial aneurysm]

(lenvatinib

mesylate)

Capsule
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#1) MK-7902
(lenvatinib
mesylate)
Capsule ) )
Atrioventricular block
CMUH108- 2005USAO0 |Followup #2) ) )
3. 2020/5/14 complete [Atrioventricular| 2.3 | A
REC1-059 06373 6 PEMBROLIZU
block complete]
MAB
(pembrolizumab
) Solution for
injection
ONO-2019- Other Serious Criteria:
CMUH106- 027392 Nivolumab, Medically important
4. 2019/12/31 FU4 1 A
REC1-094 (BMS-2019 Ipilimumab condition, Interstitial
-125520) pneumonia
Other Serious Criteria:
ONO-2019- ) )
. ) Medically important
CMUH106- 026286 Cisplatin, -
5. 2019/12/9 FU6 condition, Death, 1 A
REC1-094 (BMS-2019 Fluorouracil
Hydroelectrolytic
-120049) )
imbalance
Other Serious Criteria:
Medically important
ONO-2020-
) ) condition, Malignant
CMUH106- 001716 Cisplatin, ]
6. 2019/12/19 INI neoplasm progression, 1 A
REC1-094 (BMS-2020 Fluorouracil
Spinal cord compression,
-007691) )
Hypokalemia, Lung
infection
ONO-2019- . ) )
Pneumonitis, Anemia, Pain
CMUH106- 015884 Nivolumab, ) )
7. 2019/7/10 FU4 in nodule in the neck 1 A
REC1-094 (BMS-2019 Ipilimumab )
region
-072521)
ONO-2019-
CMUH106- 006476 Cisplatin, )
8. 2019/3/19 FU8 Fever, Chills 1 A
REC1-094 (BMS-2019 Fluorouracil
-031748)
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ONO-2020- Malignant neoplasm
CMUH106- 001716 Cisplatin, progression, Hypokalemia,
9. 2019/12/19 FUl 1 A
REC1-094 (BMS-2020 Fluorouracil [Lung infection, Spinal cord
-007691) compression
#1)
CMUH102- 202016752 |follow up| Enzalutamide | Death [Unknown cause of
10. 2020/4/9 1 A
REC1-068 3 1 (ENZALUTAM death]
IDE) Capsule
#1)
CMUH102- 202016752 |follow up| Enzalutamide | Death [Unknown cause of
11. 2020/4/9 1 A
REC1-068 3 1 (ENZALUTAM death]
IDE) Capsule
#1)
TALAZOPARIB
;PLACEBO
(Code not ] ]
CMUH102- 202023251 cardiac arrest [Cardiac
12. 2020/6/13 initial broken) 1 A
REC1-068 6 arrest]
#2)
Enzalutamide
(ENZALUTAM
IDE) Capsule
#1)
TALAZOPARIB
;PLACEBO
(Code not ) )
CMUH102- 202023251 [follow up cardiac arrest [Cardiac
13. 2020/6/13 broken) 1 A
REC1-068 6 1 arrest]
#2)
Enzalutamide
(ENZALUTAM
IDE) Capsule

109 # 09 * 16 p
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#1)
TALAZOPARIB
;PLACEBO
(Code not
CMUH102- 202023306 Sudden death [Sudden
14, 2020/6/13 initial broken) 1 A
REC1-068 1 death]
#2)
Enzalutamide
(ENZALUTAM
IDE) Capsule
#1)
CMUH102- 202016752 |follow up| Enzalutamide | Death [Unknown cause of
15. 2020/4/9 1 A
REC1-068 3 2 (ENZALUTAM death]
IDE) Capsule
#1)
Other Serious Criteria:
ENZALUTAMI
CMUH102- 201510011 |follow up Medically Significant |1,2,3,
16. 2015/10/9 DE;PLACEBO ] A
REC1-068 12 2 Duodenal bleeding ulcer 4
(ENZALUTAM ]
[Duodenal ulcer bleeding]
IDE) Capsule
#1)
Other Serious Criteria:
ENZALUTAMI
CMUH102- 201510011 |follow up Medically Significant |1,2,3,
17. 2015/10/9 DE;PLACEBO ) A
REC1-068 12 3 Duodenal bleeding ulcer 4
(ENZALUTAM ]
[Duodenal ulcer bleeding]
IDE) Capsule
#1)
ENZALUTAMI
CMUH102- 201813857 [follow up Death of unknown cause
18. 2018/4/1 DE;PLACEBO 1 A
REC1-068 9 1 [Unknown cause of death
(ENZALUTAM
IDE) Capsule
#1) INC424 Encephalitis
CMUH105- PHHO2019 |follow up| INC+TAB infection/worsening of
19. 2019/8/4 1-3] A
REC1-139 ITO08088 3 (RUXOLITINIB| encephalitis infection
) TABLET [Encephalitis fungal]
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20.

CMUH107-
REC1-174

2020/1/1

2002FRAQ
02590

Followup
8

#1) MK-3475
Study (Code not
broken)
#2)
PACLITAXEL

Mucosal inflammation

2,3

21.

CMUH107-
REC1-174

2020/4/14

2004RUSO
04870

Followup
6

#1) MK-3475
Study (Code not
broken)
#2)
PACLITAXEL
#3)
DOXORUBICI
N
#4)
CYCLOPHOSP
HAMIDE

Anaemia

2,3

22.

CMUH107-
REC1-174

2020/6/18

2006KOR0
07899

Followup
4

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

Hepatitis acute
Pneumocystis jirovecii
pneumonia
Interstitial lung disease

Mental status changes

1,23

23.

CMUH107-
REC1-174

2020/4/14

2004RUSO
04870

Followup
7

#1) MK-3475
Study (Code not
broken)
#2)
PACLITAXEL
#3)
DOXORUBICI
N
#4)
CYCLOPHOSP
HAMIDE

Anaemia

2,3

109 # 09 * 16 p
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Interstitial lung disease
#1) MK-3475 Mental status changes
CMUH107- 2006KORO |Followup ] .
24. 2020/6/18 Study (Code not [ Cytomegalovirus hepatitis [ 1,2,3| A
REC1-174 07899 5 o B
broken) Pneumocystis jirovecii
pneumonia
Mental status changes
#1) MK-3475 | Cytomegalovirus hepatitis
CMUH107- 2006KORO0 |Followup o B
25. 2020/6/18 Study (Code not| Pneumocystis jirovecii |1,2,3| A
REC1-174 07899 6 )
broken) pneumonia
Interstitial lung disease
#1) MK-3475
Study (Code not
CMUH107- 2002FRAQ |Followup ] )
26. 2020/1/1 broken) Mucosal inflammation | 2,3 [ A
REC1-174 02590 9
#2)
PACLITAXEL
#1) AC-220 CNS bleeding [Central
CMUH105- DSU-2020- [follow up
27. Unk (QUIZARTINIB nervous system 1 A
REC1-069 116973 1
) Tablet haemorrhage]
#1)AC-220
(QUIZARTINIB
) Tablet ) o
Other Serious Criteria:
#2)
IME
IDARUBICIN S
CMUH105- DSE-2020- . Staphylococcus epidermis | 2
28. 2020/2/19 Initial | (AC-220 Study) _ A
REC1-069 107932 bacteremia 3~ 7
(IDARUBICIN)
) [Staphylococcal
Infusion
bacteraemia]
#3)
CYTARABINE
(AC-220 Study)

109 # 09 * 16 p
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#1)AC-220
(QUIZARTINIB
) Tablet
#2)
IDARUBICIN | Other Serious Criteria: 1-
CMUH105- DSE-2020-
29. 2020/4/26 Initial | (AC-220 Study) IME 2> A
REC1-069 113812
(IDARUBICIN)| Pneumonia [Pneumonia] |3 *
Infusion
#3)
CYTARABINE
(AC-220 Study)
#1) AC-220 Other Serious Criteria:
CMUH105- DSE-2020- -
30. 2020/1/16 Initial [(QUIZARTINIB IME 2~ A
REC1-069 115098 ) )
) Tablet sepsis grade 3 [Sepsis]
Other Serious Criteria:
IME
#1)AC-220
CMUH105- DSE-2020- Invasive Pulmonary
31. 2020/1/21 Initial [(QUIZARTINIB A
REC1-069 115102 Aspergillosis grade 3
) Tablet
[Bronchopulmonary
aspergillosis]
#1)AC-220
(QUIZARTINIB
) Tablet
#2)
IDARUBICIN ) ]
CMUH105- DSE-2020- - Febrile neutropenia
32. 2020/5/28 Initial | (AC-220 Study) ) ] 2 A
REC1-069 116956 [Febrile neutropenia]
(IDARUBICIN)
Infusion
#3)
CYTARABINE
(AC-220 Study)
109 # 09 * 16 p % 45 F % T3 |
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33.

CMUH105-
REC1-069

2020/6/22

DSE-2020-
119367

follow up
1

#1) AC-220
(QUIZARTINIB
) Tablet
#2)
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)
Infusion
#3)
CYTARABINE
(AC-220 Study)

Other Serious Criteria:
IME

sepsis [Sepsis]

34.

CMUH105-
REC1-069

2020/6/22

DSE-2020-
119367

Initial

#1)AC-220
(QUIZARTINIB
) Tablet
#2)
IDARUBICIN
(AC-220 Study)
(IDARUBICIN)
Infusion
#3)
CYTARABINE
(AC-220 Study)

Other Serious Criteria:
IME

sepsis [Sepsis]

35.

CMUH105-
REC1-069

2020/7/20

DSE-2020-
121694

Initial

#1) AC-220
(QUIZARTINIB
) Tablet

bilateral pneumonia
[Pneumonia]
disseminated infection

[Systemic infection]
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Other Serious Criteria:
IME
Pneumonia bacterial
#1) [Pneumonia bacterial]
VANFLYTA | Progression of the primary
CMUH105- DSJ-2020-1|follow up
36. 2020/1/9 TABLETS disease [Disease A
REC1-069 01143 1 ~7
(QUIZARTINIB progression]
) Tablet Sepsis MRSA
[Staphylococcal sepsis]
Hyperuricaemia
[Hyperuricaemia]
Other Serious Criteria:
IME
Pneumonia bacterial
#1) [Pneumonia bacterial]
CMUHL05. DS1.2020.1 VANFLYTA | Progression of the primary L.
37. 2020/1/9 Initial TABLETS disease [Disease A
REC1-069 01143 7
(QUIZARTINIB progression]
) Tablet Sepsis MRSA
[Staphylococcal sepsis]
Hyperuricaemia
[Hyperuricaemia]
Drug-induced interstitial
pneumonia [Interstitial
#1) lung disease]
VANFLYTA Pyogenic intervertebral
TABLETS | discitis, extradural abscess
CMUH105- DSJ-2020-1|follow up|(QUIZARTINIB]| (infective spondylitis)
38. 2020/3/9 3 A
REC1-069 13854 1 ) Tablet [Infective spondylitis]
#2 ) XOSPATA | Pyogenic intervertebral
(GILTERITINIB| discitis, extradural abscess
FUMARATE) (extradural abscess)
[Extradural abscess]
Bacteraemia [Bacteraemia]
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Drug-induced interstitial
pneumonia [Interstitial
#1) lung disease]
VANFLYTA Pyogenic intervertebral
TABLETS | discitis, extradural abscess
CMUH105- DSJ-2020-1 . (QUIZARTINIB| (infective spondylitis)
39. 2020/3/9 Initial ) N , A
REC1-069 13854 ) Tablet [Infective spondylitis]
#2) XOSPATA | Pyogenic intervertebral
(GILTERITINIB] discitis, extradural abscess
FUMARATE) (extradural abscess)
[Extradural abscess]
Bacteraemia [Bacteraemia]
#1) AC-220 or UNCONTROLED
Placebo (Code MUCOR SINUS
not broken) INFECTION
CMUH105- DSU-2017- . #2) [Mucormycosis]
40. 2017/2/24 Initial A
REC1-069 106586 CYTARABINE UNCONTROLED
(AC-220 Study) MUCOR SINUS
(CYTARABINE INFECTION
) Infusion [Mucormycosis]
#1) AC-220 or
Placebo (Code
VENTRICULAR
not broken)
FIBRILLATION
CMUH105- DSU-2017- [follow up #2) ) o
41. 2017/10/28 [Ventricular fibrillation] 2 A
REC1-069 151989 6 CYTARABINE
CARDIAC ARREST
(AC-220 Study) )
[Cardiac arrest]
(CYTARABINE
) Infusion
109 # 09 * 16 p % 48 B o x T3 |
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#1) AC-220 or
Placebo (Code
not broken)
#2)
THROMBOEMBOLISM
CYTARABINE
OF PULMONARY
(AC-220 Study)
ARTERY BRANCHES
(CYTARABINE )
CMUH105- DSU-2018- [follow up [Pulmonary embolism]
42. 2017/7/19 ) Infusion A
REC1-069 107703 14 43) THROMBOEMBOLISM
OF PULMONARY
Daunorubicin
ARTERY BRANCHES
(AC-220 Study) )
[Pulmonary embolism]
(DAUNORUBI
CIN
HYDROCHLO
RIDE)
#1) AC-220 or
Placebo (Code
not broken)
#2)
THROMBOEMBOLISM
CYTARABINE
OF PULMONARY
(AC-220 Study)
ARTERY BRANCHES
(CYTARABINE )
CMUH105- DSU-2018- [follow up ) [Pulmonary embolism]
43. 2017/7/19 ) Infusion A
REC1-069 107703 15 43) THROMBOEMBOLISM
OF PULMONARY
Daunorubicin
ARTERY BRANCHES
(AC-220 Study) ]
[Pulmonary embolism]
(DAUNORUBI
CIN
HYDROCHLO
RIDE)
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#1) AC-220 or
Placebo (Code
not broken)
#2)
Other Serious Criteria:
CYTARABINE
IME
(AC-220 Study)
DIFFUSE INFILTRATIVE
(CYTARABINE 1-
CMUH105- DSU-2018- [follow up PNEUMOPATHY (DIP)
44, 2018/7/4 ) Infusion N ] A
REC1-069 127542 10 43) [Interstitial lung disease]
DIFFUSE INFILTRATIVE
Daunorubicin
PNEUMOPATHY (DIP)
(AC-220 Study) . .
[Interstitial lung disease]
(DAUNORUBI
CIN
HYDROCHLO
RIDE)
#1) AC-220 or
Placebo (Code
not broken)
#2) o
Other Serious Criteria:
CYTARABINE
IME
(AC-220 Study)
DIFFUSE INFILTRATIVE
(CYTARABINE
CMUH105- DSU-2018- |follow up _ PNEUMOPATHY (DIP)
45. 2018/7/4 ) Infusion N _ A
REC1-069 127542 11 4) [Interstitial lung disease]
DIFFUSE INFILTRATIVE
Daunorubicin
PNEUMOPATHY (DIP)
(AC-220 Study) » ]
[Interstitial lung disease]
(DAUNORUBI
CIN
HYDROCHLO
RIDE)
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#1)AC-220 or
Placebo (Code
not broken)
SUB ACUTE
CMUH105- DSU-2019- [follow up #2)
46. 2019/4/25 PULMONARY EDEMA | 2 A
REC1-069 115377 7 CYTARABINE
[Pulmonary oedema]
(AC-220 Study)
(CYTARABINE
) Infusion
#1) AC-220 or
Placebo (Code
not broken)
SUB ACUTE
CMUH105- DSU-2019- [follow up #2)
47, 2019/4/25 PULMONARY EDEMA 2 A
REC1-069 115377 8 CYTARABINE
[Pulmonary oedema]
(AC-220 Study)
(CYTARABINE
) Infusion
ACUTE RESPIRATORY
FAILURE [Acute
respiratory failure]
ACID-BASE BALANCE
DISORDER [Electrolyte
#1) AC-220 or
imbalance]
Placebo (Code
HYPERKALEMIA
not broken) )
[Hyperkalaemia]
CMUH105- DSU-2019- [follow up #2)
48. 2019/6/12 MAGNESIUM 2 A
REC1-069 150158 5 CYTARABINE
CONTAINING HIGH
(AC-220 Study) )
[Blood magnesium
(CYTARABINE
increased]
) Infusion
THE BALANCE OF
MIXED ACID AND
BASE IS OUT OF
BALANCE [Acid-base
balance disorder mixed]
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#1)AC-220
(QUIZARTINIB
) Tablet
#2) Other Serious Criteria:
IDARUBICIN IME
CMUH105- DSU-2020- [follow up
49, 2017/9/28 (AC-220 Study) Death [Death] 1~ 7 A
REC1-069 116356 1
(IDARUBICIN) Thrombocytopenia
Infusion [Thrombocytopenia]
#3)
CYTARABINE
(AC-220 Study)
#1)AC-220
(QUIZARTINIB
) Tablet
#2) Other Serious Criteria:
IDARUBICIN IME
CMUH105- DSU-2020-
50. 2017/9/28 Initial | (AC-220 Study) Death [Death] 1~ 7 A
REC1-069 116356 .
(IDARUBICIN) Thrombocytopenia
Infusion [Thrombocytopenia]
#3)
CYTARABINE
(AC-220 Study)
#1) AC-220 CNS bleeding [Central
CMUH105- DSU-2020- -
51. Unk Initial [(QUIZARTINIB nervous system 1 A
REC1-069 116973
) Tablet haemorrhage]
#1)AC-220
CMUH105- DSU-2020- -
52. Unk Initial [(QUIZARTINIB Death [Death] 1 A
REC1-069 121019
) Tablet
DS-8201a
(TRASTUZUM
CMUH107- DSU-2019-
53. 2019/12/2 INI AB EMESIS [Vomiting] 2 A
REC1-156 148317
DERUXTECAN
) Injection
109 # 09 * 16 p % 52 Fox 73T
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54.

CMUH107-
REC1-156

2020/1/3

DSU-2020-
100051

INI

TRASTUZUM
AB
EMTANSINE
(DS-8201
Study)
(TRASTUZUM
AB
EMTANSINE)

Injection

DECREASED PLATELET
COUNT [Platelet count

decreased]

55.

CMUH107-
REC1-156

2020/1/3

DSU-2020-
100051

FUl

TRASTUZUM
AB
EMTANSINE
(DS-8201
Study)
(TRASTUZUM
AB
EMTANSINE)

Injection

PLATELET COUNT
DECREASED [Platelet

count decreased]

56.

CMUH107-
REC1-156

2020/1/3

DSU-2020-
100051

FU2

TRASTUZUM
AB
EMTANSINE
(DS-8201
Study)
(TRASTUZUM
AB
EMTANSINE)

Injection

PLATELET COUNT
DECREASED [Platelet

count decreased]
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CMUH107-
REC1-156

2020/1/3

DSU-2020-
100051

FU3

TRASTUZUM
AB
EMTANSINE
(DS-8201
Study)
(TRASTUZUM
AB
EMTANSINE)

Injection

PLATELET COUNT
DECREASED [Platelet

count decreased]

58.

CMUH108-
REC1-125

2020/7/18

2020-00000
004

FUl

ASP-1929 + PIT
Light
Ilumination
(ASP-1929 +
PIT Light
IHlumination)
Injection, 640
milligram/sq.

meter

pharyngeal hemorrhage

2,3

59.

CMUH108-
REC1-125

2020/4/127

ASP-301-2
0200034

FU2

ASP-1929 + PIT
Light
Ilumination
(ASP-1929 +
PIT Light
IHlumination)
N/A {Lot #
ML-AS20-2-.25
66,

Deep neck space infection

[Complicated infection]

2,3
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ASP-1929 + PIT
Light
Ilumination
(ASP-1929 + ) )
CMUH108- ASP-301-2 Respiratory Failure
60. 2020/4/127 FU1 PIT Light ) ) 23 [ A
REC1-125 0200034 [Respiratory failure]
Illumination)
N/A{Lot #
ML-AS20-2-.25
66,
ASP-1929 + PIT
Light
Illumination
(ASP-1929 +
CMUH108- 2020-00000 ) pharyngeal hemorrhage
61. 2020/7/18 INITIAL PIT Light 23 [ A
REC1-125 004 o [Pharyngeal haemorrhage]
IHlumination)
Injection, 640
milligram/sq.
meter
Myasthenia gravis
#1) MK-3475 | Immune-mediated hepatic
CMUH108- 2008TWNO . )
62. 2020/8/13 Initial |Study (Code not disorder 23| A
REC1-036 12922
broken) Myocardial infarction
Pleural effusion
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63.

CMUH106-
REC1-147

2019/4/23

MOR208C
204-19-057
-RS

FU11

#1)
Bendamustine
(BENDAMUST
INE)
Intravenous
infusion, 90
milligram/sq.
meter
#2) Rituximab
(RITUXIMAB)
Intravenous
infusion, 375
milligram/sq.

meter

Myocardiopathia chronica

[Cardiomyopathy]

64.

CMUH106-
REC1-147

2020/2/7

MOR208C
204-20-009
-RS

FU1l

#1) MOR00208
(MOR00208)
Intravenous
infusion, 12
milligram/kilogr
am
#2)
Bendamustine
(BENDAMUST
INE)
Intravenous
infusion, 90
milligram/sq.

meter

Enterococcal sepsis

[Enterococcal sepsis]
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#1) MOR00208
intravenous
(MOR00208)
Intravenous
infusion, 40
milligram per
millilitre

#2)

RITUXIMAB
(RITUXIMAB)

#3)

CYCLOPHOSP
HAMIDE
CMUH106- 2020MORO (CYCLOPHOS
REC1-147 2019/12/28 00001 FU5 PHAMIDE) Anemia [Anaemia] 2-3| A

#4)

DOXORUBICI
N
(DOXORUBICI
N)

#5)
VINCRISTINE
(VINCRISTINE

)

#6)
PREDNISONE
(PREDNISONE

)
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66.

CMUH106-
REC1-147

2020/217

MOR208C
204-20-009
-RS

FU2

#1) MOR00208
(MOR00208)
Intravenous
infusion, 12
milligram/kilogr
am
#2)
Bendamustine
(BENDAMUST
INE)
Intravenous
infusion, 90
milligram/sq.

meter

Enterococcal sepsis

[Enterococcal sepsis]

67.

CMUH106-
REC1-147

2020/3/11

MOR208C
204-20-019
-RS

Initial

#1) MOR00208
(MOR00208)
Intravenous
infusion, 12
milligram/kilogr
am
#2)
Bendamustine
(BENDAMUST
INE)
Intravenous
infusion, 90
milligram/sq.

meter

Heart failure [Cardiac

failure]
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68.

CMUH106-
REC1-147

2020/3/11

MOR208C
204-20-019
-RS

FUl

#1) MOR00208
(MOR00208)
Intravenous
infusion, 12
milligram/kilogr
am
#2)
Bendamustine
(BENDAMUST
INE)
Intravenous
infusion, 90
milligram/sq.

meter

Heart failure [Cardiac

failure]

69.

CMUH106-
REC1-147

2020/3/11

MOR208C
204-20-019
-RS

FU2

#1) MOR00208
(MOR00208)
Intravenous
infusion, 12
milligram/kilogr
am
#2)
Bendamustine
(BENDAMUST
INE)
Intravenous
infusion, 90
milligram/sq.

meter

Heart failure [Cardiac

failure]
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#1) MOR00208
(MOR00208)
Intravenous
infusion, 12
milligram/kilogr
am
MOR208C ]
CMUH106- #2) Enterococcal sepsis
70. 2020/2/7 ]204-20-009| FU3 ) ] 1- A
REC1-147 RS Bendamustine [Enterococcal sepsis]
(BENDAMUST
INE)
Intravenous
infusion, 90
milligram/sq.
meter
#1 ) Tafasitamab| Left Basal Pneumonia
(Tafasitamab) [Pneumonia]
CMUH106- 2020-MOR - o ) ) )
71. 2020/6/9 Initial Injection Citomegalovirus Infection | 2 A
REC1-147 000550-ES )
#2 ) R-CHOP [Cytomegalovirus
(R-CHOP) N/A infection]
#1 ) Tafasitamab| Left Basal Pneumonia
(Tafasitamab) [Pneumonia]
CMUH106- 2020-MOR o ) ) )
72. 2020/6/9 FU1l Injection Citomegalovirus Infection | 2 A
REC1-147 000550-ES )
#2 ) R-CHOP [Cytomegalovirus
(R-CHOP) N/A infection]
#1 ) Tafasitamab
(Tafasitamab) Left Basal Pneumonia
Injection [Pneumonia]
CMUH106- 2020-MOR ) ) )
73. 2020/6/9 FU2 #2) Citomegalovirus Infection | 2 A
REC1-147 000550-ES S )
Lenalidomide [Cytomegalovirus
(Lenalidomide) infection]
N/A
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) A
ﬂm?# CEEHRFRAIRRLAAF-FRLR 4
TRLERF R4 € REE(L piR)
B X 2 PAR (R L
E L | AP Vit E X F ORE FE e
3 g o |% 2 B 3 5 5] FE 5K e = e
#1) Tafasitamab
(Tafasitamab) Left Basal Pneumonia
Injection [Pneumonia]
CMUH106- 2020-MOR
74. 2020/6/9 FU3 #2) Citomegalovirus Infection | 2 ~ A
REC1-147 000550-ES ) ] ]
Lenalidomide [Cytomegalovirus
(Lenalidomide) infection]
N/A
#1 ) Tafasitamab
(Tafasitamab) Left Basal Pneumonia
Injection [Pneumonia]
CMUH106- 2020-MOR ) ) )
75. 2020/6/9 FU4 #2) Citomegalovirus Infection | 2 A
REC1-147 000550-ES T )
Lenalidomide [Cytomegalovirus
(Lenalidomide) infection]
N/A
#1 ) Tafasitamab
(Tafasitamab) Left Basal Pneumonia
Injection [Pneumonia]
CMUH106- 2020-MOR ) ) )
76. 2020/6/9 FU5 #2) Citomegalovirus Infection | 2 A
REC1-147 000550-ES T )
Lenalidomide [Cytomegalovirus
(Lenalidomide) infection]
N/A
#1 ) Tafasitamab
(Tafasitamab) Left Basal Pneumonia
Injection [Pneumonia]
CMUH106- 2020-MOR ) ) )
77. 2020/6/9 FU6 #2) Citomegalovirus Infection |2 A
REC1-147 000550-ES T )
Lenalidomide [Cytomegalovirus
(Lenalidomide) infection]
N/A
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émg# CEEHRFRATREAR 4N FELA 4
TRLERF R4 € REE(L piR)
B X 2 PAR (R L
Ay |EA p Y Vo E R A S
g |6 2y | ul N
#1) MK-7902
Study (Code not
broken)
#2) Thrombocytopenia
CMUH107- 2005USAO |Followup| indomethacin [Thrombocytopenia]
78. 2020/5/18 ] ] ] 23 | A
REC1-188 07205 13 (indomethacin) Thrombocytopenia
Capsule [Thrombocytopenia]
#3) Cannabis
sativa (Cannabis
sativa)
intestinal occlusion
#1) MK-7902 [Intestinal obstruction]
CMUH107- 2003MEXO|Followup ) )
79. 2020/2/24 Study (Code not| Diarrhea [Diarrhoea] 23| A
REC1-188 01284 11
broken) ABDOMINAL SEPSIS
[Abdominal sepsis]
intestinal occlusion
#1) MK-7902 [Intestinal obstruction]
CMUH107- 2003MEXO0|Followup ) )
80. 2020/2/24 Study (Code not| Diarrhea [Diarrhoea] 23 | A
REC1-188 01284 12
broken) ABDOMINAL SEPSIS
[Abdominal sepsis]
increase ALT worsening
[Alanine aminotransferase
increased]
Increase worsening ALT
#1) MK-7902 | [Alanine aminotransferase
CMUH107- 2002USAO0 |Followup )
81. 2020/1/31 Study (Code not increased] 23 | A
REC1-188 02339 28 o o
broken) Diabetic ketoacidosis
[Diabetic ketoacidosis]
Increase worsening ALT
[Alanine aminotransferase
increased]
109 # 09 * 16 p % 62 % T3




) A
PRPESTARFAELARAT4E-FRARY
TRLERF R4 € REE(L piR)
B X 2 PAR (R L
A€ S| F 4 P Vo E R A S
g |6 4 | w N
Acute confusional
syndrome [Confusional
state]
Acute confusional
#1) MK-7902 | syndrome [Confusional
CMUH107- 2004MEXO|Followup
82. 2020/3/30 Study (Code not state] 23 | A
REC1-188 00562 19
broken) Muscular weakness
[Muscular weakness]
Hypertensive crisis
worsening [Hypertensive
crisis]
#1) MK-7902 ] ]
CMUH107- 2007CHLO |Followup Sepsis [Sepsis]
83. 2020/7/13 Study (Code not ] ) 23 | A
REC1-188 08666 2 sepsis [Sepsis]
broken)
#1) MK-7902
Study (Code not
broken)
#2) Thrombocytopenia
CMUH107- 2005USAO |Followup| indomethacin [Thrombocytopenia]
84. 2020/5/18 ) ) ) 23 | A
REC1-188 07205 14 (indomethacin) Thrombocytopenia
Capsule [Thrombocytopenia]
#3) Cannabis
sativa (Cannabis
sativa)
Acute confusional
syndrome [Confusional
state]
Acute confusional
#1) MK-7902 | syndrome [Confusional
CMUH107- 2004MEXO|Followup
8b. 2020/3/30 Study (Code not state] 23 | A
REC1-188 00562 20
broken) Muscular weakness
[Muscular weakness]
Hypertensive crisis
worsening [Hypertensive
crisis]
109 # 09 * 16 p % 63 x 73T
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TRLERF R4 € REE(L piR)
B % AR 3R
*EMELBE AP G F ORE X3
g |6 2y | ul N
#1) MK-7902 | gastrointestinal bleeding
CMUH107- 2006CHNO » ) )
86. 2020/6/9 Initial | Study (Code not [Gastrointestinal 1.3 | A
REC1-188 05041
broken) haemorrhage]
#1) MK-7902 | stroke [Cerebrovascular
CMUH107- 2001RUSO |Followup )
87. 2020/1/15 Study (Code not accident] 1.2.3| A
REC1-188 06729 1 » »
broken) paraproctitis [Proctitis]
#1) MK-7902
Study (Code not|
bilirubin increase [Blood
broken) o
bilirubin increased]
CMUH107- 2004POL00 #2 ) BLINDED
88. 2020/4/22 Initial malignant neoplasm 1| A
REC1-188 7314 THERAPY ) ]
) progression [Malignant
(pembrolizumab ]
) neoplasm progression]
) Solution for
injection
#1) MK-7902 | gastrointestinal bleeding
CMUH107- 2006CHNO |Followup ) )
89. 2020/6/9 Study (Code not [Gastrointestinal 13 | A
REC1-188 05041 1
broken) haemorrhage]
Hypertensive crisis
worsening [Hypertensive
crisis]
Acute confusional
#1) MK-7902 | syndrome [Confusional
CMUH107- 2004MEXO|Followup
90. 2020/3/30 Study (Code not state] 23 | A
REC1-188 00562 21 ]
broken) Acute confusional
syndrome [Confusional
state]
Muscular weakness
[Muscular weakness]
#1) MK-7902
CMUH107- 2007CHLO |Followup ] )
91. 2020/5/7 Study (Code not sepsis [Sepsis] 23 | A
REC1-188 08666 3
broken)
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) A
ﬂm?# CEEHRFREIRELIRAF-FALRE
TRLERF R4 € REE(L piR)
B X 2 PAR (R L
A€ S| F 4 P Vo E R A S
g |6 4 | w N
Increase ALT worsening
[Alanine aminotransferase
increased]
Increase worsening ALT
#1) MK-7902 | [Alanine aminotransferase
CMUH107- 2002USAO0 |Followup )
92. 2020/1/31 Study (Code not increased] 23 | A
REC1-188 02339 29
broken) Increase worsening ALT
[Alanine aminotransferase
increased]
Diabetic ketoacidosis
[Diabetic ketoacidosis]
#1) MK-7902
Study (Code not|
bilirubin increase [Blood
broken) o
bilirubin increased]
CMUH107- 2004POL00|Followup| #2 ) BLINDED ]
93. 2020/4/22 malignant neoplasm 1| A
REC1-188 7314 1 THERAPY ) ]
) progression [Malignant
(pembrolizumab ]
) neoplasm progression]
) Solution for
injection
#1) MK-7902
CMUH107- 2007CHLO |Followup ) )
94, 2020/5/7 Study (Code not sepsis [Sepsis] 23 | A
REC1-188 08666 4
broken)
Increase ALT worsening
[Alanine aminotransferase
increased]
Increase worsening ALT
#1) MK-7902 | [Alanine aminotransferase
CMUH107- 2002USAO0 |Followup )
95. 2020/1/31 Study (Code not increased] 23 | A
REC1-188 02339 30 )
broken) Increase worsening ALT
[Alanine aminotransferase
increased]
Diabetic ketoacidosis
[Diabetic ketoacidosis]
109 # 09 * 16 p % 65 F > x 73|




) A
ﬂm?# CEEHRFRAIRRLAAF-FRLR 4
TRLERF R4 € REE(L piR)
B % AR 3R
e B |FA P R E ?AEE BE|FER
g |6 2y | ul N
#1) MK-7902
CMUH107- 2007CHLO |Followup ) )
96. 2020/7/20 Study (Code not sepsis [Sepsis] 23 | A
REC1-188 08666 5
broken)
Hypertensive crisis
worsening [Hypertensive
crisis]
Acute confusional
#1) MK-7902 | syndrome [Confusional
CMUH107- 2004MEXO0 [Followup
97. 2020/3/30 Study (Code not state] 23 | A
REC1-188 00562 22 )
broken) Acute confusional
syndrome [Confusional
state]
Muscular weakness
[Muscular weakness]
intestinal occlusion
#1) MK-7902 [Intestinal obstruction]
CMUH107- 2003MEXO0|Followup ) )
98. 2020/2/24 Study (Code not| Diarrhea [Diarrhoea] 23 | A
REC1-188 01284 13
broken) ABDOMINAL SEPSIS
[Abdominal sepsis]
Increase ALT worsening
[Alanine aminotransferase
increased]
Increase worsening ALT
#1) MK-7902 | [Alanine aminotransferase
CMUH107- 2002USAO0 |Followup )
99. 2020/1/31 Study (Code not increased] 23 | A
REC1-188 02339 31 )
broken) Increase worsening ALT
[Alanine aminotransferase
increased]
Diabetic ketoacidosis
[Diabetic ketoacidosis]
109 # 09 * 16 p % 66 R x 73|
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CMUH107-
REC1-188

2020/1/31

2002USA0
02339

Followup
32

#1) MK-7902
Study (Code not
broken)

Increase ALT worsening
[Alanine aminotransferase
increased]
Increase worsening ALT
[Alanine aminotransferase
increased]
Increase worsening ALT
[Alanine aminotransferase
increased]
Diabetic ketoacidosis

[Diabetic ketoacidosis]

2.3

101

CMUH108-
REC1-036

2020/8/13

2008TWNO
12922

Followup
1

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

Pneumonia
Pleural effusion
Myocardial infarction
Myasthenia gravis
Immune-mediated hepatic

disorder

2,3

102

CMUH107-
REC1-189

2020/6/26

202006394
77(2)

follow

up 2

Niraparib

1.HEART FAILURE
2.EDEMA LOWER
EXTREMITIES
3.ATRIAL
FIBRILLATION
4.DYSPNEA ON
EXERTION
5.HYPOKALEMIA

2,34

103

CMUH107-
REC1-189

2020/6/26

202006394
77(3)

follow

up 3

Niraparib

1.HEART FAILURE
2.EDEMA LOWER
EXTREMITIES
3.ATRIAL
FIBRILLATION
4.DYSPNEA ON
EXERTION
5.HYPOKALEMIA

2,34

109 # 09 * 16 p




PRPFLTTARFRE] AR
FRLERS X2 263

LREF-FHLAE

& (1 K

k& S

L P

X >R
2 S

34

&

3 AFE

£

CMUH107-

REC1-189

2020/6/8

202006139
52(1)

follow

up 1l

1.HOSPITALIZATION
FOR INTRACRANIAL
BLEEDING

Niraparib 2,3

R\

[

#]

FR

FRE -

Hue¥RE%S

BB

> § St

o
i

FEPNF

CMUH108-REC1-024

(g

(2]

*PF - RSB S HATL SR 4 (COVID-19)4 i
BOELG S frdp sl 3 FRAF A RN ABHRPGIPME
%2 Bgzkﬁ P & { e

1. AZ Guidance for AZ Sponsored Clinical Trials (version 1.0. —
18 March 2020)

(1) &-$HiFE #Tensg 3%t o # & COVID-19 Fosk fr/2 3 #
sk ae S R @#“f A3 IR e g R ﬁﬁ?
(F 22 U EFFRERER L) FIM o 2 B~ R
WH e WAL BRI OR FH L T oA
17802 3L F Ry Pt TIE S UG @ 3 S RSk I fhdE R
B

(2) #fidmd PR E e BREVFFE L EL D
BEX2EFR Aok RBEFE 2T 0 PR B
K o v 5% 17 COVID-19 % ;f:ﬂﬁ
& JF ¢ g7 % durvalumab - FE - B4R Y 2 2 Pt T
R EIR>EAR AT HE ZERX durvalumab - ¢ COVID-19
R T AL IMAE AR i 0 iR E S oA p mdpalie
FEN L ET R G IMAE & R % o F /Y & s 2 COVID-19
£ H A IMAE R0 o Rk B A I g5 4
LR e 3 0 F TR

2. Investigator letter: COVID-19 specific data entry instructions
for Investigational Sites (Version 1.0, 30 March 2020)
(1) 2 2 EFHCERMBAETH £33
COVID-19 i B & % 453t CRF ©

(2) #&i=7 B 71 COVID-19 @ 8258385 i 0 CRF & 4

EIRFE 2MEER 0 L

+ M

109 & 09
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(B) L Mir IF R B> doFlE P FlR &2 PIFiED > E K

I RBPE O PFEEFERE R 2 v Py

R RIY IR AT g R FE B X 2R o

M= A 3 R s CRF slichi » 9]

3. Investigator letter: Trastuzumab deruxtecan (T-DXd;

DS-8201a) dose modification recommendation for COVID-19

(09 April 2020)

d 3t 2E 5k & $ trastuzumab deruxtecan (T-DXd; DS-8201a) %+

N & A b e (B F A s [ILD]) o Bk &

COVID-19 j % P¥ e e 5 i 85k 1 4 4 oot 463 £ 38

T-DXd z = £ jj < 3# —«p\@ £7 COVID-19 » # 45 # &

N BLEFEEE T-DXd.

o F % COVID-19 stz » Rl it 4 %4 T-DXd -

o EF x4t i COVID-19 s Féi‘ PR B OEL B

pFie R EL TE R EEMK(D P LA RT-PCRG % & e

W(MCT B % A BT AR 28 R) RRT S 3R EHL

o Grade 1: ‘@4 4p e &£ T-DXd -

o Grade 2:

o FRFCT &

o FRFCT &

o Grade 3:

o ZMINCT % 52282 R#'%% 1H T-DXd-

o HARFRT izt B BHRES IR -

O Grade 4: %1k X B%EH 0 R -

LB T-DXAd P> R ERIZFEH R IR - &
R X T-DXd 9% - & %43%14”,_4%%—:«’1

feFE- o FF6E -

FREPEGPCRR ZFF 7 AP 68 CT i

BEZI 2% A NMEREREK -

i

Lz 2% Bk p e A E T-DXd -
AR BB E S 14 T-DX -

o

i

3
PR F T e LD/ 4 51 17 AT

7 ALY & 5 1 COVID-19 en% i# & Jf e85 & eCRF » Js 4
3 CTCAE 5 £ eh % B} K975 AR o 975 @ 0% A HE
BEL Fesh AE 2 eCRF -3t * CTCAE i * 3= 1%
B % 2E 2 COVID-19 -
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4. Investigator letter: Prohibited use of
chloroquine/hydroxychloroquine in AstraZeneca trials of
trastuzumab deruxtecan (T-DXd; DS-8201a) (17 April 2020)
%%%i%ﬁ#@4@OWD1%ﬁﬁ%ﬁ’avﬂmmema
# r£(hydroxychloroquine)eig * F # ip 3 4c o o 3t 7
«%‘*{5{ 2 R EEAE € P T-DXA % 22 R F
BEWLATEY EL o “f«*k—fﬁﬁﬁ Rl Sl
R AR R L A G R R R TR
B E ke ottt ERRLEE RN I R PR R
F o R R T-DXdis 25 k2 > 14 % :rﬁ;‘%“,f # -
;‘;&5@@])‘3&%—?&%%3‘% FFNFEIRL - RA o d N AE
PP FE OFEINF A RERKRERAL AR A
PERZEIRNFETRL - ARFFFTET LA A
FEREF4 -
=~ S A% Troponin R B IR T &0 3R
B L dF Ao ff b deT 0 BREE H T o Troponin & 4 > 7 R
PP L F%zp A EFd ARz ERA -
Troponin 1 %8 ez & pF 4z 1 ﬁ e P BATRY E 2
(Version 4.0, 20 December 2019) 2 % ;&4 I & 3 77| 2 8
PARL T N EEY T EPF LR R HELE XY
FA NS MO EF S SVl A E B AR stim e 3 5 en
ﬁ%ﬁoiﬁ&kﬁﬁw%%%gé%i%’%g@%jg
& Troponin 88 % d ¥+ %2 f +
AIEIF = E4oT o
1. #73] % s 4 (COVID-19)i# i & & frdy 5]
e AZ Guidance for AZ Sponsored Clinical Trials : version 1.0. —
18 March 2020
e Investigator letter: COVID-19 specific data entry instructions
for Investigational Sites : Version 1.0, 30 March 2020
o Investigator letter: Trastuzumab deruxtecan (T-DXd;
DS-8201a) dose modification recommendation for COVID-19 :
09 April 2020
e Investigator letter: Prohibited use of
chloroquine/hydroxychloroquine in AstraZeneca trials of
trastuzumab deruxtecan (T-DXd; DS-8201a) : 17 April 2020
2. kA 4F 4 12 S (Troponin & 48 e &)
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TRFEAREHRFRIIRELAE Y- FELR ¢
-~ FTRLERY LB A LR EL( RK)

AN T A 1IN
e Additional troponin sample for central laboratory testing is
not necessary: Jun 02, 2020
[F73 <= 23R ]
*3x & ¢ INVESTIGATOR NOTIFICATION OF Periodic
2. CMUH106-REC1-094 | +k4=iR | SUSAR Line Listing (reporting period: 04-JAN-2020 to
03-JUL-2020)
*p #p 109 & Q7 * 28 p
[DSMB -3 )
3. CMUH108-REC1-059 R )
*Azk s ik p g 0 2020 & 07 * 28 p (eDMC2, 30Jun2020)
[2= 2142 ]
4. | CMUHI03-REC1-123 | Litt5 | *:#% 4 -4 1 MK3475
*% > MR 8 R 04-SEP-2019 to 03-MAR-2020
[2= 2142 ]
(Periodic Safety Report ) :
1. FILGOTINIB (GS-6034, GLPG0634) BLINDED
5 CMUHL06-REC1.042 . SIX-MONTHLY LINE LISTING,
PERIOD COVERED: 01 JULY 2019-31 DECEMBER 2019
2. FILGOTINIB (GS-6034, GLPG0634) BLINDED
SIX-MONTHLY LINE LISTING,
PERIOD COVERED: 01 JANUARY 2020-30 JUNE 2020
(2= 24dp4 ]
6. CMUH108-REC1-050 ARSI | *ERs% %4 L4 TRC101
*g pMApL @R 109# 012 01 p % 109 & 07 * 30 P
(2= 24dp4 ]
*ik5% ¥ +4 : FILGOTINIB
*E 2MEFELHF
1.FILGOTINIB (GS-6034, GLPG0634)BLINDED
SIX-MONTHLY LINE LISTING, PERIOD COVERED: 01
JANUARY 2018 - 30 JUNE 2018
7. CMUH106-REC1-041 ¥ izig | 2.FILGOTINIB (GS-6034, GLPG0634)BLINDED

SIX-MONTHLY LINE LISTING, PERIOD COVERED: 01
JULY 2018 - 31 DECEMBER 2018

3.FILGOTINIB (GS-6034, GLPG0634)BLINDED
SIX-MONTHLY LINE LISTING, PERIOD COVERED: 01
JANUARY 2019 - 30 JUNE 2019

4.FILGOTINIB (GS-6034, GLPG0634) BLINDED
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SIX-MONTHLY LINE LISTING, PERIOD COVERED: 01
JULY 2019-31 DECEMBER 2019
5.FILGOTINIB (GS-6034, GLPG0634) BLINDED
SIX-MONTHLY LINE LISTING, PERIOD COVERED: 01
JANUARY 2020-30 JUNE 2020
(2]
8. CMUH106-REC1-113 | =R & =
*hF AR AT M E 2
Ll 2i44]
*ES%RE S LA Saxagliptin
9. CMUH106-REC1-093 | 2 ® & | *% > 3pL H A 12020 1" 09 p 1 2020 # 07 * 11 p
2. Safety Summary_Saxagliptin_09Jan2020 to
11Jul2020_24Jul2020
10 CMUH107-REC1-156 | #%|24F SR
' i *p % SUSAR Batch 2 AND Batch 3, + 28 4 CIOMS
[ % 2444 ]
*E% E 4 AL ¢ Zolbetuximab
*E rMIRLYPRF 201852 7p 32020257 6
o WEH B RHRE R PR ERESL T 2PEEFL
11. | CMUHI107-REC1-101 | ¢ 4% | x ASP8951 IMAB326 DSUR 07May2018-06May2019
* ASP8951_IMAB326 DSUR 07May2019-06May2020
* Zolbetuximab SUSAR LL 07MAY2018-06NOV2018
* Zolbetuximab SUSAR LL 07MAY2019-06NOV2019
* Zolbetuximab SUSAR LL 07NOV2019-06 MAY 2020
[5° il sz o]
*fZ S p #2020 037 12 p
DCC-2618-03-002 Clinical Study Guidance: COVID-19
*FZ S p #2020 & 04 % 01 p
DCC-2618-03-002_Patient Visit Guidance during COVID-19
pandemic
*f2 S p #p 12020 037 31 p
DCC-2618-03-002 Screening and Randomization Guidance
12. | CMUH108-REC1-064 @ &k | during COVID-19 pandemic
*f2 S p #p 12020 % 03 7 18 p
DCC-2618-03-002 Study Drug Shipment to Patients:
COVID-19
*f2 S p #p 12020 % 03 7 18 p
DCC-2618-03-002 Study Enrollment Guidance: COVID-19
*fZ S p #p 12020 057 01 p
DCC-2618-03-002 - Guidance for Study Patients if Suspected
or Confirmed COVID-19
. [#]
- - R g
13. | CMUHI03-REC1-104 27 *PF IIRA4F A 5 30 Dear Investigator Letter - 07August2020
(e 2idr ]
14. | CMUH105-REC1-009 | ¥& & | "% % &4 Anifrolumab
*F >MHIRLHEF 2018 F 77 18 p % 2020 # 7 2 18 p
FHT P
15. | CMUH109-REC1-039 | & # # L= 2z ]

*E %k E 4 L4 - Remdesivir
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*T rMEARL YR 2018 F 112 5p F 202028 2 p
[ =% 2244 ]
16. | CMUH109-REC1-040 | & &1 | *@#=% &4 4L : Remdesivir
*% dHARL G 2018 # 11 » 5p % 2020& 8" 2 p
[z 214E2]
17. CMUH107-REC1-115 ¥ ioiy | %3k E 4 LA Mirikizumab
*H rMARL YR 2019 £ 9 14p 3 2020 3% 13 p
[ =% 2244 ]
18. CMUH107-REC1-116 ¥ iziy | *3E%k 4 LA Mirikizumab
*E rMEARL YR 12019 F 9% 14 p % 2020 & 37 13 p
[ =% 2244 ]
*R % F 3 4 © MOR00208 tafasitamab
* rMEARL YR 2018 107 19p I 2019 & 04 * 18
P (6 i * SUSAR Line-Listing)
e *E rMEARL G 2019047 19p 3 2019 & 10 * 18
19. | CMUH106-REC1-147 | ¥ iR 7 (6 " SUSAR Line-Listing)
*E rMARL PR 2019 100 19p 3 2020 F 04 ¢ 18
p (6 i * SUSAR Line-Listing)
* rMEARL YR 2020 047 19p 3 2020 & 07 * 18
P (3 i * SUSAR Line-Listing)
(2]
*NOE o ZhERA E D4R L > 4K A& p ¥ Nonclinical Safety
Report—A 2-Year Oral Carcinogenicity Study of LY2835219
20. | CMUH103-REC1-097 S (Cc?mpound 2835219) inRats, gpprovill DatZ: 03-Aug-2020
*MOE i A o 4K A p Hp: Dear Investigator Letter dated
06Aug2020
[ % 242 ]
*E % ¥4 4L © Bosutinib
*3x A~ @ Bosutinib_SUSAR LL_CTSUR_20-FEB-2020_Period
16Aug2019 to 15Feb2020
21, | CMUH103-REC1-080 | %4 % *H MMARLYEF 2019280 16p 1 20202 15

[(#%&]

NEF O EEEP

*E% ¥ 4 ¢4 © Bosutinib

*5 4 1 2900-0300000114-18

iR H R 120202 17 1p 3202110 1p

(k] FRPA -

FR-REPEFALR (%)

E8E - WEER (%)

BT - Hcg (2005 4)
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