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18. | RECL-046( | * "7 [he maip| MEE T exa e i g pas) 2
CR-1) * P ' 2 {8 4 % CBW-511 * »+: &| 2019/04/21
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19. |RECLOSA( | 0 |y n Ty T iR d i EeEn| 3
CR-1) o .L“%g ;| |hisk (X-PRESS) 2019/04/25
B
PR R 02 (54 B RS
LR R RIEE T
Am e R 0 vt B Rk
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TRASHE S 59w T
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0
CMUH103- JRA SR RPEF| - B PF R
REC1-108( ¥EEaiis ¥ BRI
AR-3) F v PREGABALIN #5 # 24 5
» Tl SRR (Fehs 2R
2 1% ’ p
1. g% (- 7 142 f)s a o | 201813120
£ LSRR (Fhs e
IYELE(ET AL LT
R)E 2R AR
CMUH103- MUEELRE|RE AT o 2 8 % 0k 0
REC1-123 ARMBL PR ] N o % 53
) (] yas :‘é%ﬁéé PD-LL B e 468 | oo
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Pembrolizumab (MK-3475)
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0
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RS G EY 2T
A B R T hE Z 8
Tk w% (Keynote 042)
CMUH103- EYSAEE AR I R R e d A
REC1-135( EEREL HRF RS ECHES
) PR A Ryt s 0w
3. | AR-11 3 % e i 2018/3/12
) e #i pembrolizumab( MK-3475
¥ paclitaxel ~ docetaxel &
vinflunine
CMUH104- BRI pEF | FRRES LT
4. |RECL-012( | Br% |LfLind st 2018/3/8
AR-4) P
CMUH104- LR R ETE |- A e~ B AR 0
REC1-118( L R B 1 wEHEZ EIEE R
AR-7) ¥ i (MNTBC) 't faie * 8 — &
5. gk ¥ Pembrolizumab ;5% &2 %5 2018/3/27
BFATiE 8 enB - (Y B 2
¥ = # 7%4 32 % (Keynote
-119)
CMUH104- R PR R B TF |5 P s SRR ey B
REC1-129( FHrmiic P& ¥ = W IRA R IR
AR-5) FE Gemcitabine & * Carboplatin
is £ & * Epstein-Barr % 3 3%
T i -}1 l ﬁ
6. g% B A A AT 4 2018/3/30
"z 2 ¥7 Gemcitabine & #
Carboplatin % — ;58 *
R J TR L 2R
CMUH105- SHEEN PR E [ ATRIZR R M RS e iy
7. |REC1-003( | % [failiny 25 WAL RS AR DS R | 2018/3/26
CMUH106- EFV LR BB I ATA B A AP A E R
8. |RECL1-017( | Br% |[RLiinp i (PR ERAREAN sE Y| 2018/3/20
AR-1) EF 2_% MU E Ak
CMUH106- SRR R AR ETE PR T F LB R
7k 3+ B B i i in #
0. |RECL0I9( | g |®FEL| FE BHLET Dapagliflozin &) oy g
AR'l) FFF ‘“‘E\.‘:Es:gl E‘“—“’—'Fz”‘c 5?
4 5 okk R
10. | CMUH106- | 21 % |“%a 77 |RF & 1 [ JR* L L0 ik H 2 4 | 2018/3/4
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) 5%
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13. |REC1-102( | s % [PFAMLL) 3% 0 2018/3/8
AR-1) v F E
CMUH106- W FEag| P E O |TARERIEREGE LA
14. | REC1-105( | #12 % |AFGAL T 8RB B BRI 2018/3/20
AR-1) v F T 1
CMUH106- T T A R F !
REC1-110( LA s 3+ A AR Fé‘*’k » b ﬁiﬁ;
15. | AR-1) i % ¥ Ao m o 2018/2/26
Daratumumab % 3 # ~ %%
WA 5P R
CMUH106- SRR A R AT |- SR AR S Al Ein ) §
REC1-110( AR5 3+ A AR R ;é'ﬂ LS 8l
16. | AR-2) i3 % ¥ LT %w« o 2018/4/2
Daratumumab % 3 # ~ %%
Wape s 50 %
CMUH106- WL R\ RMPET |- 2% E - 0 %
REC1-135( e i) PE O BHEERE S e 2 Y
o4 BE b 4 - 28 kL AR 0 A
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% ¢ 3= CC-90001 f %
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107 # 04 * 03 p % 18 7 % 45 T




6ngkggﬁaggpi%ﬁiﬁgﬁ‘%ﬁiﬁg

- FR-ERFrFHEREH

-~ RPREF AF U ERE

=1 P
BEL| &6 S E%Kyﬁéi%AFigF 23 4 TEp B
0
AR-2) * 2 JL
CMUH107- WAL R LT | - AT P R
20. |REC1-018( | o2 |[Mbu>iis| +F |WHRIALAREAFTIH 2018326
AR-1) i ASP8374 % 1 HpiEsk
Tk ¥ 5 d A FA £ 1 1A+ﬂéﬁi
DMR101-1 T S 2R
21. RB1-306 41;1 ;EJI%- ;: B g X %*:/,i % "l‘i% ¥ DNA *» u,% ,} Wd' K A 4T g}i 2018/04/03
D Foi Ty 1 B AR G ek
G WLE A
#Hs EEFPLEERZZPHEL

FRF R (R AL

A7x= ~Bpid & CHXpBAAR D+ RABAAE EELp L DRPFR -

FgiTi P XAMET GALAMEA - H2ARE?T LFE 2 E K éﬂz

[CEENS P .,; ;gj b "

BE. L
€ b CMUH103-REC1-039(SAE-9) | # % < 4] | pef 7 2 ¥ &

PRAFL SR AAREZ A e F R FRER KR | RP EIFVR
PE | AR gy
TN L -
R 2
H
o PO e T AR TOARIER AT e
B 3 = 1= 1= v AR 23 17
] - . wezs |~
p i p i K| piy B 2 F SRR A| 8%
g Hp
I * p B
M600300024 | 2018/3/5 | 2018/3/5 |initial [2018/3/15| 2-3¢ £y C
(unrelated)

[(FErgLR+3Ln]

-~ AXHIFILFE x;é—‘;]“* 2018/03/05 FlE M T B Gfeiof > H i tdla
AHE BE A LER% > B3 Wi -
[(AFEPELE+3LR])

-~ xpﬁ—‘g M600300024 *+ 2018/03/05 FlE M T B ek ® o« W F g4 a2 p
TREFUR P FIFA LT ALERET LE 2 G2IEY - 2E% M 0 R
¥ U “Léé-‘fg“*i 7 o sZZR iR o

[

LR R
PPERLSAFH T AR 2 E R R A

k]

107 # 04 * 03 p

» £ 45

AL BEEE k

¥ 19 | ¥




AR EERRFRFLRRLR G- FRLR§
-~ PRE-ERFrXFAERES

B2
€ Bt CMUH103-REC1-039(SAE-10) | i# % < #&pdl | fkE 2 2% i
PEAE SRR PREZ 2R F R FRER KR | RS
TE LM ORI 2 ALY
FEARL .
[ENE
#
4 F AR 4 4
FAgR! kS = Tt £ g R B a9 3% 2
u) B %= i R IR PN A
p p Rl p B ZZFEMR 8%
I 4P
follow o * 4p B
M600300024 | 2018/3/5 | 2018/3/12 2018/3/16| Z:-3f £y C
up 1 (unrelated)

(FEPELRigLL]
-~ AXHEFRFLE G i;é—fﬁ FlEMT %5 2018/3/4 4 £ ’2018/3/5$§,-’i-‘])’§5 50

B 0 2018/03/12 £ 1 § ¢ & ik ecd NIk PBEBLSR 0 A L ARBEIRI AL

[(AFEPFLEFLR]
3% MB00300024 + 2018/03/05 F14& 1% % % » 2018/03/12 #1Fx o 3+ % 2 4%
#m i SAE BATEH A ARM AP E A K 3 s R

[ ?E;E B %Ei % l;_ﬁ ]
EEAE LG Te %k (LM

LERLIAEIFH TP LY SR R

<
— A<

e 3.
& 5 CMUH104-REC1-076(SAE-1) | # %= 23] | & 2% 2
VRASEA | SFESHPRAFLSFR | RS R | RPBEFTVR
VEH EH& AR TR ROE A SR R TR R e 2w T
AR
IE{’F"‘%\L” 11%7‘%_'?]}]‘;‘57[?3_3@5:3@1:‘
H
P! JE = 3R 2 o AR EARCIE ML ol S - A S
G 35 = = = ] 23 =
e g ¥ < SRR g [T PR AR
P g pE e | P - 2 FRM A 5%
3 4P
R12 2017/12/27| 2018/2/22 |initial | 2018/3/6 | 2:5f # * 4p B A
[FEFPELEFFTLR]
‘ FR T B RREES IR

-~ FEFEHNILEEFZIEBERFETL AR
W 4 kAR Fhp 7 AR R EAPR L 0 B E

Zi AR

)
N
o
R
|+
N
[
b

107 # 04 * 03 p



AR EERRFRFLRRLR G- FRLR§
- PER-ERYrXFAERES

FEpEirsin]

- *'Fé‘—“‘ R12 &

v 2016/12/21 = = B 18 -

SR B S

s Y
:;’\‘07/‘

“~

;ngw;\a: ’j—%ﬁgﬂ?fwﬁﬁﬁi}ﬁa}ﬁ?«}"fﬁ'rrzﬁ%iwn]‘mﬁpf"* ¢LERBE

,",:.Bs‘]%

Hor 2017/12027 FHEB E e o AR BEE D AP T TR EERT #p
E};g o

(A8 F g 2 k]

PRESAFY T A AAM Y s Hr e tRgs e {2 gT e (L WT

By 4
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HEF A w R A e AR ié%ﬁ* VRS KR | R ATV R
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H
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B (unlikely)
(FEpedhigin]
Féﬁ-‘*‘ 2018/03/01 4 »~ »2018/03/02 C1DO0-2018/03/06 :# ER,F, wr{septlc shock -
B WBC 2100,CRP 29.32, liver function and ammonia £ % 3% C1D0 7 & &%
W% O SAE BHRHRESF LT MY
AFERFLEFLL])
—_— ~ iiﬁ o
CETX ENE T TRD
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FEAREE |
#
w4 £ & ap ok FEAK FEARFER AT
S 5 w2 &4 s Y it TR i8R 5/\ \ =
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E7404504 2018/2/26 | 2018/2/27 |initial [2018/3/13| & /2 4F 4 A
ipypH (unrelated)
|

[F¥EPELR+FL2]
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#1) MK-3475 hemodynamic failure
CMUH104- 1611FRAO (pembrolizumab| [Circulatory collapse]
1. 2016/11/10 FU 09 ) ) . - 1,3 A
REC1-118 07397 ) Solution for interstitial pneumonitis
injection, [Interstitial lung disease]
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#1) ERIBULIN
MESYLATE
(3475 septic shock [Septic shock]
SOLUTION Febrile Neutropenia
FOR [Febrile neutropenia]
CMUH104- 1606PHLO1
2. 2016/6/24 FU 13 INJECTION Worsening of pleural 2,3 A
REC1-118 3514 ) ]
STUDY) effusion [Pleural effusion]
(eribulin Community acquired
mesylate) pneumonia [Pneumonia]
Solution for
injection,
JNJ-56021927/P
PL-JNJFO
CMUH104- followup[ LACEBO 1.SUSPECT OF ACUTE
3. 2017/12/3 [ C-2017120 23 [ A
REC1-116 4 BICALUTAMI PANCREATITIS
3300(4)
DE/PLACEBO
pneumonia [Pneumonia]
Thrombocytopenia
[Thrombocytopenia]
Anemia [Anaemia]
gastrointestinal bleeding
[Gastrointestinal
#1) haemorrhage]
PEMETREXED | Leukopenia [Leukopenia]
CMUH103- 1604TURO |Followup ) ) )
2015/9/28 #2) febril neutropenia [Febrile | 1.2.3] A
REC1-123 02203 14 )
CARBOPLATI neutropenia]
N hyperuricemia
[Hyperuricaemia]
Elevated AST [Aspartate
aminotransferase
increased]
blood bilirubin increase
[Blood bilirubin increased]
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#1)
PEMETREXED ) )
CMUH103- 1603PHLO1|Followup Acute Respiratory Distress
5. 2016/3/1 #2) ) ] 1231 A
REC1-123 0410 8 [Respiratory distress]
CARBOPLATI
N
#1) MK-3475 | toxic hepatic disease with
CMUH103- 1610POL01|Followup ) . o
6. 2016/10/19 (pembrolizumab | acute hepatitis [Hepatitis | 2.3 | A
REC1-123 2201 12 )
) toxic]
pneumonia [Pneumonia]
Thrombocytopenia
[Thrombocytopenia]
Anemia [Anaemia]
gastrointestinal bleeding
[Gastrointestinal
#1) haemorrhage]
PEMETREXED | Leukopenia [Leukopenia]
CMUH103- 1604TURO |Followup ) ) )
7. 2015/9/28 #2) febril neutropenia [Febrile | 1.2.3] A
REC1-123 02203 15 )
CARBOPLATI neutropenia]
N hyperuricemia
[Hyperuricaemia]
Elevated AST [Aspartate
aminotransferase
increased]
blood bilirubin increase
[Blood bilirubin increased]
Pulmonary fistula
#1) [Pulmonary fistula]
PACLITAXEL pulmonary sepsis
CMUH103- 1611BRAO [follow up )
8. 2016/10/19 #2) [Pulmonary sepsis] 123 A
REC1-123 00279 13 ) ] )
CARBOPLATI respiratory infection
N [Respiratory tract
infection]
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#1)
PEMETREXED | pulmonary infection [Lung
CMUH103- 1712CHNO (follow up ] ]
9. 2017/12/1 #2) infection] 23 | A
REC1-123 11215 9
CARBOPLATI cough [Cough]
N
pneumonia [Pneumonia]
Thrombocytopenia
[Thrombocytopenia]
Anemia [Anaemia]
gastrointestinal bleeding
[Gastrointestinal
#1) haemorrhage]
PEMETREXED | Leukopenia [Leukopenia]
CMUH103- 1604TURO |follow up ) ) )
10. 2015/9/28 #2) febril neutropenia [Febrile [ 1.2.3| A
REC1-123 02203 16 )
CARBOPLATI neutropenia]
N hyperuricemia
[Hyperuricaemia]
Elevated AST [Aspartate
aminotransferase
increased]
blood bilirubin increase
[Blood bilirubin increased]
dehydration [Dehydration]
pulmonary embolism
#1) [Pulmonary embolism]
PEMETREXED| increased ALT [Alanine
CMUH103- 1507CANO [follow up )
11. 2015/6/28 #2) aminotransferase 1.23] A
REC1-123 02349 6 )
CARBOPLATI increased]
N increased AST [Aspartate
aminotransferase
increased]
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#1)
PEMETREXED ) )
CMUH103- 1603PHLO1|follow up Acute Respiratory Distress
12. 2016/3/1 #2) ) ] 1231 A
REC1-123 0410 9 [Respiratory distress]
CARBOPLATI
N
#1)
PACLITAXEL ] ]
CMUH103- 1606POLO00|follow up infection after
13. 2016/6/9 #2) ] 13 A
REC1-123 6518 8 chemotherapy [Infection]
CARBOPLATI
N
#1) MK-3475
CMUH104- 1802JPNOO - ) unknown cause of death
14, 2017/5/17 Initial |(pembrolizumab 1 A
REC1-039 3642 ) [Death]
#1) MK-3475 Pancytopenia
(pembrolizumab [Pancytopenia]
) anemia [Anaemia]
#2) febrile neutropenia [Febrile
CMUH104- 1610MYS0| Follow )
15. 2016/10/5 CARBOPLATI neutropenia] 23| A
REC1-039 03085 up 20 )
N Hypotension
#3) [Hypotension]
5-FLUOROUR aspiration pneumonia
ACIL [Pneumonia aspiration]
#1) MK-3475 Hypotension
(pembrolizumab [Hypotension]
) Pancytopenia
#2) [Pancytopenia]
CMUH104- 1610MYSO0| Follow
16. 2016/10/5 CARBOPLATI anemia [Anaemia] 23 | A
REC1-039 03085 up 21 ) ) )
N febrile neutropenia [Febrile
#3) neutropenia]
5-FLUOROUR | aspiration pneumonia
ACIL [Pneumonia aspiration]
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sepsis [Sepsis]
#1) MK-3475 | worsening hemorrhoids
CMUH104- 1608USA0 | Follow _ )
17. 2016/7/30 (pembrolizumab [Haemorrhoids] 23| A
REC1-039 10273 up 6 _
) acute renal failure [Acute
kidney injury]
JNJ-56021927/P
RO-JNJFO 1.CARDIAC
CMUH104- followup| LACEBO
18. 2017/11/7 | C-2017111 CONGESTIVE 12,3 A
REC1-116 1 BICALUTAMI
0242(1) INSUFFICIENCY
DE/PLACEBO
JNJ-56021927/P
RO-JNJFO 1.ACUTE
CMUH104- LACEBO
19. 2018/1/19 |C-2018012| initial MYELOBLASTIC 23 | A
REC1-116 BICALUTAMI
3314(2) LEUKAEMIA
DE/PLACEBO
JNJ-56021927/P
MX-INJFO
CMUH104- LACEBO
20. 2018/2/11 | C-2018021 | initial 1.ACUTE ABDOMEN 2,3 A
REC1-116 BICALUTAMI
9891(0)
DE/PLACEBO
bilateral lung pneumonia
#1) MK-3475 [Pneumonia]
CMUH103- 1706CHNO [Followup _ )
21. 2017/6/6 (pembrolizumab | AST increased [Aspartate [1.2.3| A
REC1-123 03986 21 )
) aminotransferase
increased]
#1)
PEMETREXED _ _
CMUH103- 1603PHLO1|Followup Acute Respiratory Distress
22. 2016/3/1 #2) ) ] 1231 A
REC1-123 0410 10 [Respiratory distress]
CARBOPLATI
N
Febrile neutropenia
#1) _ .
[Febrile neutropenia]
PEMETREXED ) _
CMUH103- 1702BRAO [Followup sepsis [Sepsis]
23. 2017/1/31 #2) ) _ 23 | A
REC1-123 02534 23 sepsis [Sepsis]
CARBOPLATI o
N Esophageal moniliasis

[Oesophageal candidiasis]

107 # 04 * 03 p




PRFRCFERRFIRAL RE
- FR-ER¥rX

& M3

L P

R e
2 5o

SIS )
&

*AFE R

i
4o

24,

CMUH103-
REC1-123

2017/7/10

1707CHNO
01955

Followup
41

#1) MK-3475

(pembrolizumab

)

Other Serious Criteria:
Medically Significant
Acute left ventricular
failure [Acute left
ventricular failure]
Thrombocytopenia
[Thrombocytopenia]
pneumonia [Pneumonia]
lower gastrointestinal
bleeding [Lower
gastrointestinal
haemorrhage]
ALT increased [Alanine
aminotransferase
increased]

AST increased [Aspartate
aminotransferase
increased]
Thrombocytopenia
[Thrombocytopenia]
hypocalcemia
[Hypocalcaemia]
hyponatremia
[Hyponatraemia]
direct bilirubin increase
[Bilirubin conjugated
increased]
eGFR decreased

[Glomerular filtration rate

decreased]

1.2.3
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Lung infection (klebsiella
pneumoniae) [Klebsiella
infection]
#1) MK-3475 ]
CMUH103- 1509TURO |Followup ) thrombocytopenia
25. 2015/8/31 (pembrolizumab ) 1.23] A
REC1-123 01265 28 ) [Thrombocytopenia]
Pneumonitis [Pneumonitis]
Pulmonary embolism
[Pulmonary embolism]
#1)
PEMETREXED malignant neoplasm
CMUH103- 1609MEXO0 |Followup ) )
26. 2016/9/13 #2) progression [Malignant | 1.3 | A
REC1-123 10327 18 ]
CARBOPLATI | neoplasm progression]
N
infectious shock [Septic
shock]
respiratory failure
[Respiratory failure]
#1) anorexia [Decreased
PACLITAXEL appetite]
CMUH103- 1704CHNO |Followup ) N
27. 2017/4/18 #2) vomit [Vomiting] 1.23] A
REC1-123 13017 26
CARBOPLATI nausea [Nausea]
N Intermittent diarrhea
[Diarrhoea]
level 4 myelosuppression
[Bone marrow failure]
pneumonia [Pneumonia]
#1)
PACLITAXEL ) )
CMUH103- 1707CHNO |Followup Septic shock [Septic
28. 2017/7/8 #2) 1231 A
REC1-123 01403 16 shock]
CARBOPLATI
N
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Suspected myocardial
infarction [Myocardial
infarction]
#1) MK-3475 ) )
CMUH103- 1711CHNO [Followup ) Coagulation disorders
29. 2017/11/1 (pembrolizumab 13| A
REC1-123 04846 15 ) [Coagulopathy]
upper respiratory infection
[Upper respiratory tract
infection]
pneumonia [Pneumonia]
Thrombocytopenia
[Thrombocytopenia]
Anemia [Anaemia]
gastrointestinal bleeding
[Gastrointestinal
#1) haemorrhage]
PEMETREXED | Leukopenia [Leukopenia]
CMUH103- 1604TURO |Followup ) ) )
30. 2015/9/28 #2) febril neutropenia [Febrile [ 1.2.3| A
REC1-123 02203 13 )
CARBOPLATI neutropenia]
N hyperuricemia
[Hyperuricaemia]
Elevated AST [Aspartate
aminotransferase
increased]
blood bilirubin increase
[Blood bilirubin increased]
#1)
PACLITAXEL ) ]
CMUH103- 1707CHNO |Followup Septic shock [Septic
31. 2017/7/8 #2) 1231 A
REC1-123 01403 15 shock]
CARBOPLATI
N
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dehydration [Dehydration]
pulmonary embolism
#1) [Pulmonary embolism]
PEMETREXED| increased ALT [Alanine
CMUH103- 1507CANO |Followup ]
32. 2015/6/28 #2) aminotransferase 13| A
REC1-123 02349 4 ]
CARBOPLATI increased]
N increased AST [Aspartate
aminotransferase
increased]
#1)
PACLITAXEL ) )
CMUH103- 1801CHNO |Followup Anaphylactic reaction
33. #2) ) ] 2 A
REC1-123 02087 7 [Anaphylactic reaction]
CARBOPLATI
N
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34.

CMUH103-
REC1-123

2017/7/10

1707CHNO
01955

Followup
40

#1) MK-3475

(pembrolizumab

)

Other Serious Criteria:
Medically Significant
Acute left ventricular
failure [Acute left
ventricular failure]
Thrombocytopenia
[Thrombocytopenia]
pneumonia [Pneumonia]
lower gastrointestinal
bleeding [Lower
gastrointestinal
haemorrhage]

ALT increased [Alanine
aminotransferase
increased]

AST increased [Aspartate
aminotransferase
increased]
Thrombocytopenia
[Thrombocytopenia]
hypocalcemia
[Hypocalcaemia]
hyponatremia
[Hyponatraemia]
direct bilirubin increase
[Bilirubin conjugated
increased]
eGFR decreased
[Glomerular filtration rate

decreased]

1.2.3

35.

CMUH103-
REC1-123

2016/3/1

1603PHLO1
0410

Followup
5

#1)

PEMETREXED

#2)

CARBOPLATI

N

Acute Respiratory Distress

[Respiratory distress]

1.3
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Febrile neutropenia
#1) : .
[Febrile neutropenia]
PEMETREXED ] ]
CMUH103- 1702BRAO [Followup sepsis [Sepsis]
36. 2017/1/31 #2) ] ] 23 [ A
REC1-123 02534 22 sepsis [Sepsis]
CARBOPLATI
N Esophageal moniliasis
[Oesophageal candidiasis]
#1)
PEMETREXED
CMUH103- 1707CHNO |Followup platelet count decreased
37. 2017/7/8 #2) 23 [ A
REC1-123 01583 19 [Platelet count decreased]
CARBOPLATI
N
Suspected myocardial
infarction [Myocardial
infarction]
#1) MK-3475 o
CMUH103- 1711CHNO |Followup ) Coagulation disorders
38. 2017/11/1 (pembrolizumab 13| A
REC1-123 04846 13 ) [Coagulopathy]
upper respiratory infection
[Upper respiratory tract
infection]
Suspected myocardial
infarction [Myocardial
infarction]
#1) MK-3475 o
CMUH103- 1711CHNO [Followup ) Coagulation disorders
39. 2017/11/1 (pembrolizumab 13| A
REC1-123 04846 14 | [Coagulopathy]
upper respiratory infection
[Upper respiratory tract
infection]
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dehydration [Dehydration]
pulmonary embolism
#1) [Pulmonary embolism]
PEMETREXED| increased ALT [Alanine
CMUH103- 1507CANO |Followup ]
40. 2015/6/28 #2) aminotransferase 1231 A
REC1-123 02349 5
CARBOPLATI increased]
N increased AST [Aspartate
aminotransferase
increased]
#1)
PEMETREXED ] ]
CMUH103- 1603PHLO1|Followup Acute Respiratory Distress
41. 2016/3/1 #2) ) ] 1231 A
REC1-123 0410 7 [Respiratory distress]
CARBOPLATI
N
#1) MK-3475 | toxic hepatic disease with
CMUH103- 1610POL01|Followup ) . o
42, 2016/10/19 (pembrolizumab| acute hepatitis [Hepatitis | 2.3 | A
REC1-123 2201 11 )
) toxic]
pneumonia [Pneumonia]
Thrombocytopenia
[Thrombocytopenia]
Anemia [Anaemia]
gastrointestinal bleeding
[Gastrointestinal
#1) haemorrhage]
PEMETREXED | Leukopenia [Leukopenia]
CMUH103- 1604TURO |Followup ) ) )
43, 2015/9/28 #2) febril neutropenia [Febrile [ 1.2.3| A
REC1-123 02203 17 )
CARBOPLATI neutropenia]
N hyperuricemia
[Hyperuricaemia]
Elevated AST [Aspartate
aminotransferase
increased]
blood bilirubin increase
[Blood bilirubin increased]
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#1)
PACLITAXEL ) )
CMUH103- 1801CHNO |Followup Anaphylactic reaction
44, 2018/1/5 #2) ) ) 2 A
REC1-123 02087 8 [Anaphylactic reaction]
CARBOPLATI
N
#1)
PEMETREXED ] ]
CMUH103- 1603PHLO1|Followup Acute Respiratory Distress
45, 2016/3/1 #2) ) ] 1231 A
REC1-123 0410 11 [Respiratory distress]
CARBOPLATI
N
dehydration [Dehydration]
pulmonary embolism
#1) [Pulmonary embolism]
PEMETREXED| increased ALT [Alanine
CMUH103- 1507CANO [Followup )
46. 2015/6/28 #2) aminotransferase 1.23] A
REC1-123 02349 7 )
CARBOPLATI increased]
N increased AST [Aspartate
aminotransferase
increased]
#1)
PEMETREXED |pulmonary infection [Lung
CMUH103- 1712CHNO |Followup ) )
47, 2017/12/1 #2) infection] 23| A
REC1-123 11215 10
CARBOPLATI cough [Cough]
N
Suspected myocardial
infarction [Myocardial
infarction]
#1) MK-3475 o
CMUH103- 1711CHNO [Followup ) Coagulation disorders
48. 2017/11/1 (pembrolizumab 1.3
REC1-123 04846 ) [Coagulopathy]
upper respiratory infection
[Upper respiratory tract
infection]
% 3B F % 45 |
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#1) _ .
Septic shock [Septic
CARBOPLATI
shock]
CMUH103- 1610ARGO |Followup N )
49, 2016/10/23 Accute renal failure [Acute| 1.2.3] A
REC1-123 14393 9 #2) ) o
kidney injury]
PEMETREXED ) ]
] ) neutropenia [Neutropenia]
#3) filgrastim
LSKBP-18-
50. [ CMUH105- | 2018/2/12 | UKR-0002 | Initial Apatinib GASTRIC BLEEDING 1 A
REC1-156 1
LSKBP-18-
follow o
51. | CMUH105- | 2018/2/12 | UKR-0002 . Apatinib GASTRIC BLEEDING 1 A
u
REC1-156 1 P
1. PD-332,991; Pneumonia
CMUH104- 201516949 ) )
52. 2015/5/15 FU1 PLACEBO Respiratory failure 13 A
REC1-015 7 _
2.Letrozole Anemia
1.Pneumonia [Pneumonia]
2.AGGRAVATION OF
FINERENONE DIABETIC KIDNEY
CMUH105- 2017-16984| Follow | or PLACEBO DISEASE [Diabetic
53. 2017/8/31 13| A
REC1-094 3 up 2 (PLACEBO nephropathy]
(16244)) 3.Leukocytosis
[Leukocytosis]
4.Vasculitis [Vasculitis]
Upper Gastrointestinal
LSKBP-18-
CMUH105- follow up o Hemorrhage,
54. 2018/1/11 | TWN-0000 Apatinib ) ] 1,3 A
REC1-156 3 3 Gastrointestinal
haemorrhage
CMUH105- LSKBP-18- - o o
55. 2018/3/6 Initial Apatinib Intestinal infarct 1,3 A
REC1-156 ITA-00042
LSKBP-18-
CMUH105- follow up o GENERAL WEAKNESS,
56. 2018/2/24 | TWN-0002 Apatinib 1,3 A
REC1-156 o 1 Asthenia
LSKBP-18- ) )
CMUH105- follow up o Upper gastrointestinal | 1, 2,
57. 2018/2/27 | TWN-0004 Apatinib A
REC1-156 ) 1 haemorrhage 3
107 # 04 » 03 p % 36 F % 45 |




¢ R A ﬁmwxgmpiﬁ LREF-FBRLA 4
- FER-ERYr B AERES
:,a X AT *j;f iﬁ;f v RE S 3 A G
LSKBP-18-
CMUH105- follow up o GENERAL WEAKNESS,
58. 2018/2/24 | TWN-0002 Apatinib 1,3 A
REC1-156 o 2 Asthenia
CMUH105- LSKBP-18- follow up o Upper gastrointestinal 1,2,
59. 2018/2/27 | TWN-0004 Apatinib A
REC1-156 ) 2 haemorrhage 3
(A& B R4H -
s FRECFAFR
Ek 1 .
B g > € % 3 g A FHPF
[$%=%%F4 4 4]
1. | CMUH103-REC1-072 | & % # | Clinical Study Report
Date of Report: 22 June 2017
2. | CMUH104-REC1-135 | @ # ik LA 3352 2
*p #p:2017 & 11 * 01 p
[H]
o | MF I RBER SRR Y F
3. | DMR100-IRB-091 R PR P
p ¥ :22Jan2018
4. | DMR100-IRB-091 FLRE | [BF52%F24% 5]
[z = 2132 ])
*iR5% % LA - C.Diff Toxoid Vaccine #fy#ts
BT I R Ef:]&“"i‘ 25w
*T rMHIFLYPRF 105017 01 p 2 105
#1272 31 p
*Tek :25% SAE/SUSAR i 3% 4 : CIOMS
5. | CMUH102-REC1-061 | * i %~ | 2014SA168045-2
*Tek 32 5% SAE/SUSAR i 3% 4 : CIOMS
2016SA073118-1
*Tek :25% SAE/SUSAR i 3% 4 : CIOMS
2016SA075820-1
*Tek :25% SAE/SUSAR i 3% 4 : CIOMS
2016SA075820-4
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21
B * ¢ S 1‘2;4 FEPNF
*gek 2% SAE/SUSAR i 38 £ : CIOMS
2016SA222860-1
*gsk 2% SAE/SUSAR i 38 £ : CIOMS
2016SA225934-0
*gk 2% SAE/SUSAR i 38 £ : CIOMS
2016SA225934-1
*gek 2% SAE/SUSAR i 38 £ : CIOMS
2016SA222860-3
*gesk 2% SAE/SUSAR i 48 & : CIOMS
2016SA225934-2
*gesk 2% SAE/SUSAR i 48 & : CIOMS
2016SA222860-5
*gesk 2% SAE/SUSAR i 48 & : CIOMS
2016SA225934-4
*gesk 2% SAE/SUSAR i 48 & : CIOMS
2017SA110290-initial and FU1
6. | CMUHI103-REC1-076 | £#1 7% | [BEx %4524 4]
[ 244 ]
*&ok &4 ¢4 C.Diff Toxoid Vaccine ¥
7. | CMUH102-REC1-061 | 2 & g | 7 ¥ H A A AR5
*% pMHARLHEF 2016 F 12 2 22 p 3 2017
#1272 21 p
¥ i% Quizartinib 4p B e > AR 2
(1)DEVELOPMENT SAFETY UPDATE
+. . .. | REPORT (DSUR) from 29 Oct 2016 to 28 Oct
8. | CMUH105-REC1-069 | 2 =
2017
(2)Six-Mothly Line Listing from 29-Apr-2017 to
28-0Oct-2017
[{a7id8t<p]
*u &~ Edition-8
*p #p 1 2017-12-06
9. | CMUH104-REC1-056 | #°& ¥ | -TAK-438 Investigator Brochure Note to File,

250ct2017
-TAK-438 Investigator Brochure Note to File,
12Jan2018
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10.

CMUH102-REC1-127

HE

i 3% k-333 Tk sk E o p A (7 k333-06
study 35 2% 222 F 2T

11.

DMR100-IRB-207

LI

&KL ES

*R%RE A AL - Pemetrexed

* rMAFLEHEF 2014 82 5p 3 2015
&2 40p

12.

CMUH103-REC1-075

[ 244 ]

VR Y ER U I

1. Development Safety Update Report No. 7
Executive Summary JNJ-54767414
(daratumumab)

Wk E S AL daratumumab

T rMEFELHEF L0511 16 1 106 &
11 % 15 p

2. Blinded Line Listing of Suspected Unexpected
Serious Adverse Reactions (SUSARS)
JNJ-54767414 (daratumumab)

Wk E S AL daratumumab

T rMFLYPF 10657 16 p T 106 &
11 % 15 p

13.

CMUH105-REC1-152

\;‘\
haiel
#

[{araiFc2p])
*ix & INVESTIGATOR’S BROCHURE
ENCORAFENIB (LGX818), Edition 9
*p # : 03Aug2017

[T 2L R §F 73]
« DMC Recommendation Memo Form, 18 Dec
2017

14.

DMR101-IRB1-284

T
\1_
t

[ 242 ]

*:k5% ¥ 4 ¢ 4L * Brentuximab vedotin

*x pMAFLWHF 2017 £ 07 % 01 p 3 2017
&£ 127 31 p

15.

CMUH106-REC1-030

h
e
=

[ % 21482 ]
*if% % LA Brodalumab (KHK4827)
*E MR LR
1. 2017CTR-482700002-FU2 (Date of report:
11-Dec-2017)
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2. 2017CTR-482700002-FU3 (Date of report:
10-Jan-2018)
3. 2017CTR-482700002-FU4 (Date of report:
23-Jan-2018)

16.

CMUH103-REC1-048

[#]
*n % ¢ CSR; Date: 21-Dec-2017

17.

CMUH103-REC1-080

ki
| =
Bt

[e5k Fsk% 2 AT 2 ]
*15x A& Bosutinib_ SUSAR Line
Listing CTSUR_20Feb17_Period 16Augl6 to
15Feb17
*p #p : 20Febl17
[Tk skt 2L #7402 ]
*5x A& Bosutinib_ SUSAR Line
Listing CTSUR_20Augl17_Period 16Febl7 to
15Aug17
*p 4 @ 20Augl?

18.

CMUH105-REC1-156

v A8 R

[z % 2pd4p2]

*RSE S LA Apatinib

*E rMHEARLHEF 105 128 07 & 106 &
12 7 06 p

19.

CMUH106-REC1-110

ki
| .
Bt

[ 28 % 21244 ]
1. Development Safety Update Report No. 7
Executive Summary JNJ-54767414
(daratumumab)
Wk AL ¢ daratumumab
X rMFLYPEF 105+ 117 16 p 1 106 &
11 7 15 p
2. Blinded Line Listing of Suspected Unexpected
Serious Adverse Reactions (SUSARS)
JNJ-54767414 (daratumumab)
ok ¥4 LAL © daratumumab
ErMAFELHEF 10657 16p 3 106 &
11 * 15 p

20.

CMUH103-REC1-097

-
(a
&

[z = 2442 ]
*iksk 4 ¢4 0 Abemaciclib (LY2835219)
* rMAFLHEF 2017 £ 04 2 15 p 3 2017
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21.

CMUH102-REC1-089

=

S
&
M

[z#=% >14% ] BLL
*k 5% e 4 AL Vemlidy
*% »MEARL P F 1 17Decl6-16Junl?
[z#=% >14% ] BLL
*k 5% e 4 AL Vemlidy
* MMARZ H 7 0 17Junl17-09Novl7
[=#=% >14F% ] BLL

*R% % LA TENOFOVIR ALAFENAMIDE

(TAF)

*g 2R A B 17Decl5-16Junl6
[ % 2444 ] BLL

*RERE Y LA Viread

*% >R 2 B EF 0 01May13-310ct13
[ % 2444 ] BLL

*RERE Y LA Viread

*% >R 2 B EF  01Nov13-30Aprld
[ % 2444 ] BLL

*E%E 5 LA T Viread

*% 2 MR A B EF 0 01Mayl14-310ct14
(8<% 24294 ] BLL

*E%E 5 LA Viread

*% >R 2 B 0 01Nov14-30Aprl5
(8<% 24294 ] BLL

*E%E 5 LA T Viread

*% >R A B 0 01May15-310ct15
(8<% 24294 ] BLL

*E%E 5 LA Viread

*% » 3R B D 01Nov15-30Aprl6
[=# =% 2>MH44 ] BLL

*E%E S LA T Viread

*% p MR HEF D 01Mayl17-310ctl7
[ 4% >4+ ] DSUR#S

EmE S LA Vemlidy

*g >R g R L 17Decl5 to 16Decl6
[ % > 1438+ ] DSUR#6
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M 3F 2 ] DSUR#4

*RERE S LA Viread

~

P >

*E
[ P >
&
*% 3R
[ P >

*% » 44 9 F 1 01Nov13-310ct14
[

14.4% 2 ] DSUR#5

4 ¢4 ¢ Viread
3R 2 Hp ¥ ¢ 01Nov14-310ct15

1445 2 ] DSUR#6

P+ & # © Viread
3%+ #p & : 01Nov15-310ct16

1445 2 ] DSUR#7

¥ L4 Viread
4% 4 #p BF © 01Nov16-310ctl7

22. | DMR101-IRB1-165

T_Hp
T_Hp
T_Hp
*Z
[ =8

R
Ex
B
Eis
B
Eis
535N
* IR B g
% 3
£27 11 p

oF
BARAZHEF 1052087 12p % 106

HaF 2 ]
Fulvestrant / Anastrozole

23. | CMUH104-REC1-015

T

[z =% >

t4r 2 ]

*&2k &4 ¢4 - Palbociclib

¥ rPFLHPF 10670 10p 2

1% 9p

107 #

24. | CMUH105-REC1-113

=
e

i 3F F h SUSAR < i

25. | CMUH105-REC1-058

wht
ojv
=

[2% 5
AR AR L

FEE 4]
£ (Clinical Study Report Synopsis:

Risankizumab M16-002 Clinical Study Report,

report date 03 Jan 2018)
[ s Fi‘] lE» ‘ff / °
iR FEPEFALR
Fi. 1
A€ SnF CMUH104-REC1-097 Frapd 2018 # 3" 19 p
PRAEA R REE o S L
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