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TR wF L |VAEBRRFAFALAELRNE 5 _LRewgilT
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FgL 49,
~ ¢ % 5. | DMR101-IRB1-280(FR) EF A pEREL
: I e s e . B FAR a1 EER S
VR OLE A ARPESALRER [P RET ME zk%t §
o 3 MR N i o2 (SIRT) ¥ % 228 = (Sorafenib) ¥ 375 % & 3+
T OFE R | AESY I Rt § Y s s BRSO fean s
8P 3# %
LR wFh | VEPBPRFAFALAELR L _LRewt s B
[? L 2 k]
- W It {4 i i
F 5. 50.
>~ ¢ Y% 5| CMUH104-REC1-018(FR) EEEEA | BEEL
s SN = S ) BRI I B o 7 TR N = FEET RR | RE E TR
24 n oA - AR ETL PRk MU TR F RS H I RELEYF B
' i B APF LR B Rk o P NATHE RS
TR @Fh | EBRFLEALGAELIA O _ L i s lT
[+ & 2 43k]
— S ﬁ@ o
F%. 51
& ¢ % % |CMUHL104-REC1-086(FR) |# %~ i## 3 | %%
FoE L L R R ARER | PRER AR | RE S TP
S oL H iz ASC16 (Ravidasvir) & & ¢ Ritonavir 3 i* 2. ASCO08 (Danoprevir)
¥ iz 8 v
% Ribavirin # % &8 22 5%k T & VA i a5 R C AP AL T
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F 5. 53
A € % %.|CMUHI05-REC1-017(FR) |# %~ 2#gd] | B%#2
PR L L F R R KR PEEY KRR RpEEFTE
POE R O PEEFOORS DV RRREREZAAMEFY
TR @d b | VEMARAEALAELARA 0L _L w2 lT
[ % 2 48]
-~ 3@@ o
F 5. 54,
& ¢ % % |CMUH105-REC1-136(FR) |# % < ##7) | %%
E SENE R R SLL S A R VREFRAE | RP ERFALVE
E L A RO FAESHIPPAWE RS SERES SN
TR @Fh | VEBRFLEALSAELIA O L i s lT
(3% 2 431
—_— ~ 313‘5 o
B85 55,
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o ERPIFLLETR

- S RTER T S EFHEsk%x 8 x 15 2o

=1L @ 2,
BE.| A% |83 aaiss]’ f;ﬁ PTE LA rcdpAeiz p
4
CMUH106- A+ FF | RIS | 4733 PD-L1 2 N-pp v i®
3o g e a1 v 4oy 2 sy 4 g | 2017/12/18
REC1-145 A - g ARBREG R A P
1 5’5“;55 T 7 ES x
LN © 2018/12/17
@i
CMUH106- xfEd | mp k| FHE S ARRREE Y | 2017/12/18
2. | REC1-148 3% Biik | WY | EREABELBIES 3
9§ Fos 2 GERER Y 2018/12/17
CMUH106- R | RBEE | T AARFEFESR | 2017/12/15
3. | REC1-151 & PEALT | T | A IV B R i
ERp %5 EF ek R 2018/12/14
CMUH106- R | RFE | PSR AR L
REC1-153 PELR | Fid | FABRIEY-ATHE
EIPES- 3 Poit e & pris o i
Pembrolizumab (MK-3475)
# * Epacadostat
Pembrolizumab (MK-3475) 2017/12/22
4 ATk N DR x
AT RRAERRE L | o018/10/21
WA A R ¥ =
B~ SRR A e B TSR
2
(KEYNOTE-698/ECHO-30
3)
CMUH106- PRI | RFE |- RS e
REC1-154 W g k| TP E | B RBES RS
. . o mdn 2018/1/1
; o | EHEL $HR R B °
TR . , , 2 Y -
a LS LK OLF R | 01710031
LCZ696 #p#+>* valsartan
[EREC I S i = - T
CMUH106- PR | Pt | RS FRER &Y 2018/1/5
6. | REC1-156 itk Eieiip ) ML & e 4 e 2 %
¥ % 2018/1/4
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21 P
BE | *g%% |Esaldass|’ M;F‘ VE L s Az
CMUH106- FH0E | | 8 AR LS A% | 2017/12/8
" | RECL-160 ATR | AR | PR | LR LR RE 3
_ B%2 M 2018/12/27
SRR I o B
. A 4PE~ % 3 #F brentuximab
DMR101-| T _
o | reraanc | FHFE [0 ;’f’”i #f £ i vedotin 2 CHP (A+CHP) 4p| 2017/12/12
' ( % % e 4 %3 CHOP * »: CD30 1 |4 2019701/07
R-5) P SET ek Ry 4D
By T g
CMUHLOZ- |y g [RLRFH o A 2018/01/09
9. | RECI-L14( | * "7 [fhadf i) 7 % iR G g Lt i
CR-4) - F i ' ;rm.,mpgzae 2018/12/15
N Tk M b 3 7% o1
CMUH103- ‘ BILAGLE AT EEF | 501711910
10, | RECI-160( | TN | HR AR IRE & 1 ?E BRI R L S 3
' BE | H¥rim | LTRSS F N FE
CR-3) ’ e 2019/02/10
EREY SR
- + iEJi_'—HI-'F",;’,,J—f",i;
CMUH105 . R Gp A R = 2R R | 2018/01/03
11. | REC1-095( P 5 Fg T G Bfes 3 B ET2 3
CR-1) Kt LR g 2018/08/22
2 4SN-55 23 f 2 #§ L
CMUH105- 4 s L R 2
SE LR ST AN Wf e W;IP A7 2017712125
12. | REC1-138( PO -}“%gy_éﬂi PESRNN BomME 23 HAERAG P T a
CR-1) " - LE R giag e %M BER, v ¥ ¢ .L 2018/12/05
JE o F v AR B AT T AR R
F - 3
(Jakavi® /Ruxolitinib) 757
. BR%-2 &% b %RE N
CMUHI05- |, ooy | BB L o o H‘f oy HEF,Mf N fj: 2018/01/03
13. | RECL-140( | TN g o g ME BT REELE (M)~ 5 -
. g,_}l‘__/r' R , NETY RPN 4% el 4 c| =L
,55}‘;%. 5 Eﬂ’_ F] Jl.i]‘i}ha ?«&]9%%{%.;&1 2019/01/03
CR-1) ¥ (PPV-MF) # i | 455 5 5
4 pp e (PET-MF)
B2 BT
-5 Y \uigfiﬁﬁ/,}ﬁa\ 24
x5V~ 3 w3 B Es%k
CMUH105- o < : .
14. | REC1-152 AR J;S f ;}%ﬁ B 7 & 1% |12 Encorafenib + Cetuximab 2017112/18
' -152( x| - Tlo3% (@ A K Binimetinib - 2019701/07
CR-1) PRF 22 Irinotecan/Cetuximab  #
LS 5-Fluorouracil
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21 s 2

BE | AE%iE |l Raas|’ 1;? 2 e 422z p
(5-FU)/Folinic
Acid(FA)/Irinotecan
(FOLFIRI)/Cetuximab #p +*
# > ¥ 4+ Encorafenib
+Binimetinib + Cetuximab 7
SIE Y E T Y SN AE
BRAF V600E % % i 45 {4
G E SRRk
CMUH106- e |2 - F g e AT A F T B 4 RE R 2017/12/22
15. | REC1-001( o LRk % FOTRIM2L g ie B ¥ hi 3
CR-1) - gy 4 2019/01/10
- 32 % 16 * R 2 %, x 18 i o
21 ) &,
AN EUAES Lo B My % LA q P B
ERER Pz A IR R
- Sk 2l £l 22 +
1 FE)BM(IJQGEZZII? T i:f i @k PR | AR R R 2018/1/5
. - DL HLoe = L
-5) iﬁm + FEF AR WrL e
F ;
YR XFEHER PR
CMUH102- EEHE FPs SRR A e B R
) PSERIE | R 6 % ¢ K-333
2. | REC1-127( | B2 % | . _ - o e 2017/12/25
AR-9) R T2t 4 | (peretinoin) # * &7 4
3 EESEE S R et
3 Yl
- ¥ = P EP TR R
CMUH103- o Fdn 8 TR FRESC R
FO B A ﬁ?,ifﬁ}liﬂf’ﬁji’é
3. | RECL-135( | B3 % | ki | " ° % ; FL A YT
AR-10) % 7 Tt F A ® v+ # pembrolizumab
Pg (MK-3475) ¥ paclitaxel ~
docetaxel # vinflunine
CMUHL04 Wik ks FRELE Riups B
BE ol 32 A B L B AL S B R P
4 | REC1002( | w2z | 01° | REE T ATEUREBE B 1712120
AR-3) A T2t 3 | METeR BT _F)E -
FF 7o pE A feRgeiisk o
5. | CMUH104- | &+ % | # G3% | R & |- s s e B &% 0 | 2017/12/22
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BEL| g mEL | EFHI PHaiss "Li;% PR WiE P
REC1-006( AL | TP F Vo T PR i e R
AR-7) ¥ dabigatran
etexilate (110 mg 2 150
mg-rCPR- X3 =) &2
acetylsalicylic acid ( ¢
Ak 972 100mg ~ - = -
= ONIE R FIAP 24
EEYRREELFHE
v oo & IR
(RESPECT ESUS)
B P 4 TR A TP
CMUH104- ok I gL R P
. . L RMFE | BaE i RERER D
6. | REC1-078( | ¥ % |s&¥ i | " . .| 2017/12/20
e T2+ 4 | & E 2 Rostafuroxin 4p #
AR-4) " ?5 i >+ Losartan s g n R At
LI
- TR X AR R
e sE o o aE R
CMUH104- FEH | L t “;;"ai fﬁi;fg;éf
7. | RECL-001( | B2 | #Rupes | ) #* b Iiro;in i f 2017112123
AR-6) EREE 1 | e bexag S
» ¢ % (hemoglobin Alc)
HIEH o
— FRELE A e B R Y
BB LB R
CMUH104- R PN (MNTBC) * ¢ * ¥ -
8. REC1-118( | # % FLER 5 feal g #Z 4 Pembrolizumab ;% | 2017/12/29
AR-6) ERES " BF g end - g
Kot 2o % = B Ik Rk
(Keynote -119)
S RN ST ER Gp T ER A
CMUH105- hORAE A
) ) B & | 655066/ABBV-066/risankiz
9. | RECL-0S8( | B3 | #3 7F T3+ d |umab eE C BR R 2018714
AR-2) ERTS 3 2 I TR
HER PR AL P
5%
10. | CMUH105- | & & % LR | PR 0 3-D p| B & B i ehgg 3N 2018/1/8
¥ 2 F 0% 45 F
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0
REC1-062( mEHEE | i WE 2 FAY-E LR A
AR-1) SR LR ) R
CMUH105- THAM | Bep B | L AR R
11. | REC1-095( | # fefmiie | Y | BEOEB{os T L ET2 2018/1/3
AR-1) ¥ | v € BT
7 B SP-02L (darinaparsin
CMUH106- S e P EEA) T LR A B
12. | REC1-061( | & pELE | i s AP AT e T B | 2017/12/26
AR-2) ERES ' P
Boendy ¥ 5 W% 2 8%
— Iﬁ“ﬁﬁﬁ/}]ﬁa\ %"ﬁ ~ER
BHE S Tk
, ok 4 H T B R I
CMUH106- o InE N - R _% "
) D | MBE | R - RFEIEFER
13. | REC1-067( | %1 % | dsdbdiis | 0 e e | 2017112021
AR-2) % i TEE | AL Ry (o
4 3016 2 80 fh)i=fp
Brivaracetam #f B4 2 ¢
Roed® 2
ALXNI1210 #++ A 43 %
CMUH106- T P R CELE T PR S P A
14. | REC1-081( | B2 % | #éhiis | 5 7% A4 g (@HUS) & | 2018/1/8
l =
AR-2) ¥ i ' S F s E g enE w g
2
- BN M RREE
CMUH106- £ REE | P,F* ‘
15. | RECI413( | B2 % | pisep = B & Oraxol 4 % = 2017112129
' AR) co 7 - ;E&_ 2+ % | KX-ORAX-007 2%5 e
- dp
i
] HAIVE | Fp &
CMUH106 / &wa’. P f P £ Ak
16. | REC1-138( | 21 % | iz iis | 4F 3 e $h e & 2017/12/25
AR-1) A R T
-3 F -~ BoRT 2y
CMUH105 £RRR o R MR AR Bk
17. | REC1-073( gLwaas "N T ke L F ¢ 0 | 20180001
$%) F i ' OPB-111077 ¢ > % 4
P tse
18. | CMUH106- W T | BN | R & s ¢ e e > | 2018/01/04
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FE 1
€ ¥t CMUH103-REC1-039(SAE-8) FHe P | L A% H
FRALL SHRR FRE S A e F VRET KRR | RFE YR
R "C«?fﬁ; ORI R 2 TR LAY
¥R
)’;L- =
#
B2 oS NPT T
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g Hp
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M600300026 |2017/11/24|2017/11/24|initial |2017/12/4| 2-3¢ #F A
(unrelated)

CETTEYEX T ED

— ~ Patient's death is not related to study according to PI.

= ~ il o

ST AARALIALED

-~ A2 AFR t‘*é;Féi‘ M600300026 >+ 2017 # 11 * 24 p Flpam g & & %
TRBF G #fm~2017ﬁ 117 24 p jEdry S dF o A2 AL 2
T2 B AP AIA AR 2L -

Z ~ g oo

‘S»*\m%

S
2

(A9 BT 2 Rk]
PERIIFH T A s g ERFg AR A G E e LIS WT

B2
, L A )
€ SadL CMUH103-REC1-075(SAE-38) A E AE
=+

107# 1% 10 p % 24 F > x 45 F




AR EERRFRFLRRLR G- FRLR§
_ﬁ?;.&)}*‘,%“:ﬁ%ﬁgﬁﬁﬁr

. - EEE R ,
PRI 2 REBEAEL R ‘rfﬁ - VR I
Y.
Ea i B S I+ PRl I 3 e O ¢ gﬁ—‘ﬁ v i Daratumumab & *
VR Lenalidomide 4= Dexamethasone (DRd) £ Lenalidomide & *
Dexamethasone (Rd) =% = #p 55
FEAREL . .
- Disease progression
ia
< 4 £ 47 2 1 ifiéw‘:agi—\,ya LA
25 = p . BARIR AT L
Won| L g r = e e fe! LT G -t %/z L |
p g p = p Z TR 6%
TR
Y
EE TR
A i
I * 4P B
886020 2017/12/8 | 2017/12/8 | initial | 2017/12/15 H A
o . . | (unrelated)
Y X
W =
=
=)

(FEPELFigLa]

[€

~ £ 886020+ 2016 £ 10 7 17 p FR R L kL F 02016 & 111 28 p
4% Daratumumab 75 © 2017 # 10 * 16 p = 3#-F 886020 F14f ¥& » Frinf o
2017 # 10 " 18 p GAPM R AFRR S F B ABHE S - XEH A REM
2017 & 12 * 08 p }i%ﬂir

N 1&’@

SFEPELRAFALL]

% Fﬁ—%‘ 886020 & 7 # 1+ ¥ ?;fﬁ'glﬁaé, ) x;é—*ﬂ““ 2014 £ 12 * 24 P & %4 X &
Eﬁzéﬁf‘g F R 3% -2015 % 01 * 12 p X #5% Z 1 Lenalidomide 2 Dexamethasone
e 02017 & 10 * 16 % 3 H 886020 Fla o » Frip B 0 2017 #1077 18 p &
#B&é%ﬁﬁﬁﬁ’é&é BES R 1]%',\,’ @B 32017 & 10 P 26 P X FEKZ L >
B & T FEEAPM ARG > T N RBR 5 i BRI i B R f‘:-ﬁ 886020 *+ 2017
# 10 ® 27 PRLHELES LR - X 3#F 886020 F1 1;1- (R 2017& 12 * 08
B'fﬁvij‘%-&j“lxm’ f}»pi’“’&f\ffﬁ.{g“)‘rm BERPHRZ T IMEHR A2 0 ¥
BHEELITS fﬁ#;fgé—gii Feim JE R 2 SAE °

RN

[ ”Fg}' [is i{i ?Lpi]

PEESAFH T aAAM Y s g tRFEr e LA G T e LT

I P TR RS DR

B3 (8RB 17)
L7 252 4 b SRR A LA WL A IRP I 434 A 4 124 5 disability
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5. A i) 6.7 (Tl MR AMG T TH B (Grakid)
iz (N5 A-D)
AFBFPHEF BRI 2ERACRU P E AR L DABFrEL L
o RA e R
B X AR (AR L
*E LB AP GEsE P 7 AE R R N e
=3 g o | % 2 —":i Py 5 K v 5 ole
CMUH106- 2017CTR-4 KHK4827
1. 2017/10/28 Initial L Ramsay-Hung syndrome | 3 A
REC1-030 82700002 injection
CMUH106- 2017CTR-4(follow up] KHK4827
2. 2017/10/28 S Ramsay-Hung syndrome | 3 A
REC1-030 82700002 1 injection
#1) MK-3475 o
) pulmonary fibrosis
(pembrolizumab o
| [Pulmonary fibrosis]
42) septicemia [Sepsis]
CMUH104- 1605BRA0 [Followup Anemia [Anaemia]
3. 2016/5/10 CARBOPLATI ] ] 23 | A
REC1-039 07069 32 N Metastatic bone lesions
[Metastases to bone]
#3) _ .
Spinal cord compression
5-FLUOROUR ) ]
[Spinal cord compression]
ACIL
TR-JNJFO
CMUH102- follow up
4, 2014/6/23 | C-2014061 IBRUTINIB 1.LEUKOPENIA 2,3 A
REC1-067 3
6436(3)
#1)
PEMETREXED
CMUH103- 1710ESTO0|Followup PNEUMONIA
5. 2017/10/3 #2) ) 123 A
REC1-123 2739 6 [Pneumonia]
CARBOPLATI
N
#1) MK-3475 _
CMUH103- 1701SWEO |Followup ) ileus [lleus]
6. 2017/1/2 (pembrolizumab N N 134 A
REC1-123 05839 16 ) vomiting [Vomiting]
107& 1% 10¢p % 26 F > x 45 F
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AE S (F AP G 1 *AE R N
g |6 2 | ul N
hospital acquired
pneumonia [Pneumonia]
#1) . .
Possible cardiac
CARBOPLATI
CMUH103- 1509MY SO | Followup arrhythmias [Arrhythmia]
1. 2015/9/16 N ) 11231 A
REC1-123 10743 6 42) Neutropenia [Neutropenia]
Oliguric renal failure
PEMETREXED ] o
[Acute kidney injury]
septic shock [Septic shock]
hospital acquired
pneumonia [Pneumonia]
#1)
Possible cardiac
CARBOPLATI _ _
CMUH103- 1509MY SO | Followup arrhythmias [Arrhythmia]
8. 2015/9/16 N ) {123 A
REC1-123 10743 7 4) Neutropenia [Neutropenia]
Oliguric renal failure
PEMETREXED _ B
[Acute kidney injury]
septic shock [Septic shock]
hospital acquired
pneumonia [Pneumonia]
#1)
Possible cardiac
CARBOPLATI _ _
CMUH103- 1509MY SO | Followup arrhythmias [Arrhythmia]
9. 2015/9/16 N ) {123 A
REC1-123 10743 8 4) Neutropenia [Neutropenia]
Oliguric renal failure
PEMETREXED _ B
[Acute kidney injury]
septic shock [Septic shock]
Pulmonary embolism
#1) MK-3475 )
CMUH103- 1709CHNO |Followup ) [Pulmonary embolism]
10. 2017/9/25 (pembrolizumab _ ) 1.3 A
REC1-123 14591 11 | Cerebral infarction
[Cerebral infarction]
107# 1% 10 p % 27 %> % 45 |
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11.

CMUH103-
REC1-123

2017/7/10

1707CHNO
01955

Followup
34

#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

12.

CMUH102-
REC1-087

2016/9/27

MX-JNJFO
C-2016092
3834(5)

follow up
5

sirukumab

1. DEATH
2. SEPTIC SHOCK
3. NEPHROLITHIASIS

1,2,3
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5L % 2 ML |
PL-JNJFO 1. BONE MARROW
CMUH102-
13. 2017/1/25 [C-2017012 | initial sirukumab APLASIA 13 ] A
REC1-087
6883(0) 2. SEPSIS
1. SUDDEN CARDIAC
RS-JNJFO
CMUH102- follow up ARREST
14, 2016/10/29 | C-2016102 sirukumab 12,3 A
REC1-087 7 2. PANCYTOPENIA
3310(7)
3. SEPSIS
PL-JNJFO 1. BONE MARROW
CMUH102- follow up
15. 2017/1/25 |C-2017012 sirukumab APLASIA 13 ] A
REC1-087 1
6883(1) 2. SEPSIS
PL-JNJFO 1.BONE MARROW
CMUH102- follow up
16. 2017/1/25 |C-2017012 sirukumab APLASIA 13 ] A
REC1-087 2
6883(2) 2.SEPSIS
1. SUDDEN CARDIAC
RS-INJFO
CMUH102- follow up ARRES
17. 2016/10/29 | C-2016102 sirukumab 1,2,3] A
REC1-087 10 2.PANCYTOPENIA
3310(10)
3.SEPSIS
1. BONE MARROW
PL-JNJFO
CMUH102- follow up APLASIA
18. 2017/1/25 |C-2017012 sirukumab 13 ] A
REC1-087 3 2. WARFARIN
6883(3)
OVERDOSE
1. BONE MARROW
PL-JNJFO
CMUH102- follow up APLASIA
19. 2017/1/25 |C-2017012 sirukumab 13 ] A
REC1-087 4 2. WARFARIN
6883(4)
OVERDOSE
1. SUDDEN CARDIAC
RS-IJNJFO
CMUH102- follow up ] ARREST
20. 2016/10/29 | C-2016102 sirukumab 123 A
REC1-087 12 2. PANCYTOPENIA
3310(12)
3. SEPSIS
MX-JNJFO
CMUH102- follow up 1. SEPTIC SHOCK
21. 2016/9/11 | C-2016092 sirukumab 1,23 A
REC1-087 6 2. NEPHROLITHIASIS
3834(6)
107& 1% 10¢p % 29 F > x 45 F
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1. DISSEMINATED
INTRAVASCULAR
JP-JNJFOC
CMUH102- o ) COAGULATION
22. 2017/3/14 |-201703137| initial sirukumab 23 [ A
REC1-087 2. SEPTICEMIA
81(0)
3.ACUTE
PYELONEPHRITIS
1 .METASTASES TO
AXILLARY LYMPH
RS-INJFO NODES
CMUH102- follow up )
23. 2016/12/21 | C-2016120 sirukumab 2. ACUTE 23 [ A
REC1-087 6
9411(6) APPENDICITIS
3. GENERALIZED
PERITONITIS
1. DISSEMINATED
INTRAVASCULAR
JP-JNJFOC
CMUH102- follow up COAGULATION
24, 2017/3/14 (-201703137 sirukumab 23| A
REC1-087 2 2. ACUTE
81(2)
PYELONEPHRITIS
3. MRSA SEPTICEMIA
1 .METASTASES TO
AXILLARY LYMPH
RS-INJFO NODES
CMUH102- follow up )
25. 2016/12/21 | C-2016120 sirukumab 2. ACUTE 23 [ A
REC1-087 7
9411(7) APPENDICITIS
3. GENERALIZED
PERITONITIS
1. BONE MARROW
PL-JNJFO
CMUH102- follow up APLASIA
26. 2017/1/25 |C-2017012 sirukumab 131 A
REC1-087 5 2. WARFARIN
6883(5)
OVERDOSE
107& 1% 10¢p % 30 F > x 45 F
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1 .METASTASES TO
AXILLARY LYMPH
RS-JNJFO NODES
CMUH102- follow up
27. 2016/12/21 | C-2016120 sirukumab 2. ACUTE 2,3 A
REC1-087 8
9411(8) APPENDICITIS
3. GENERALIZED
PERITONITIS
1. MALIGNANT TUMOR
RIGHT BREAST
RS-JNJFO
CMUH102- follow up ) 2. ACUTE
28. 2016/12/21 | C-2016120 sirukumab 123 A
REC1-087 9 APPENDICITIS
9411(9)
3. GENERALIZED
PERITONITIS
1. MALIGNANT TUMOR
RIGHT BREAST
RS-JNJFO
CMUH102- follow up 2. ACUTE
29. 2016/12/21 | C-2016120 sirukumab 1,23 A
REC1-087 10 APPENDICITIS
9411(10)
3. GENERALIZED
PERITONITIS
US-IJNJFO 1. CELLULITIS OF THE
CMUH102- o _
30. 2017/5/9 |C-2017052 | initial sirukumab RIGHT LOWER 2341 A
REC1-087
0773(1) EXTREMITY
US-IJNJFO 1. CELLULITIS OF THE
CMUH102- follow up
31. 2017/5/9 |C-2017052 sirukumab RIGHT LOWER 234 A
REC1-087 2
0773(2) EXTREMITY
US-IJNJFO 1. CELLULITIS OF THE
CMUH102- follow up
32. 2017/5/9 |C-2017052 sirukumab RIGHT LOWER 234 A
REC1-087 4
0773(4) EXTREMITY
107 &1 10 p $ 31 F % 45 F
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1. CELLULITIS OF THE
RIGHT LOWER
EXTREMITY
2. ACUTE DVT
US-IJNJFO
CMUH102- follow up ) 3. ACUTE HYPOXIC
33. 2017/5/9 |C-2017052 sirukumab 2341 A
REC1-087 5 RESPIRATORY FAILURE
0773(5)
4. MYXEDEMA COMA
5. HYPOTHYROIDISM
6. RENAL FAILURE
ACUTE
1. BONE MARROW
PL-JNJFO
CMUH102- follow up APLASIA
34. 2017/1/25 |C-2017012 sirukumab 13| A
REC1-087 6 2. WARFARIN
6883(6)
OVERDOSE
1. SUDDEN CARDIAC
RS-JNJFO
CMUH102- follow up ] ARREST
35. 2016/10/29 | C-2016102 sirukumab 123 A
REC1-087 15 2. PANCYTOPENIA
3310(15)
3. SEPSIS
1. SUDDEN CARDIAC
RS-JNJFO
CMUH102- follow up ] ARREST
36. 2016/10/29 | C-2016102 sirukumab 123] A
REC1-087 16 2. PANCYTOPENIA
3310(16)
3. SEPSIS
1. BONE MARROW
PL-JNJFO
CMUH102- follow up ) APLASIA
37. 2017/1/25 | C-2017012 sirukumab 1,3 A
REC1-087 8 2. WARFARIN
6883(8)
OVERDOSE
1. SUDDEN CARDIAC
RS-JNJFO
CMUH102- follow up ] ARREST
38. 2016/10/29 | C-2016102 sirukumab 123 A
REC1-087 17 2. PANCYTOPENIA
3310(17)
3. SEPSIS
107 #1 % 10 p % 32 F £ 45 F
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1. MALIGNANT TUMOR
RIGHT BREAST
RS-JNJFO
CMUH102- follow up ) 2. ACUTE
39. 2016/12/21 | C-2016120 sirukumab 1,231 A
REC1-087 11 APPENDICITIS
9411(11)
3. GENERALIZED
PERITONITIS
DE-JNJFO
CMUH102- follow up ) 1. PERFORATED
40. 2015/12/28 | C-2015122 sirukumab 2,3 A
REC1-087 13 DIVERTICULITIS
5059(13)
UA-IJNJFO
CMUH102- o ] 1. PROSTHETIC JOINT
41. 2017/7/17 [C-2017081] initial sirukumab 1,3 A
REC1-087 INFECTION
2220(1)
US-JNJFO 1. LEFT LOWER
CMUH102- o )
42. 2017/8/15 [C-2017082 | initial sirukumab EXTREMITY 2341 A
REC1-087
1674(0) INFECTION
US-JNJFO 1. LEFT LOWER
CMUH102- follow up
43. 2017/8/15 [ C-2017082 sirukumab EXTREMITY 2341 A
REC1-087 1
1674(1) INFECTION
UA-IJNJFO
CMUH102- follow up 1.PROSTHETIC JOINT
44, 2017/7/17 | C-2017081 sirukumab 13 A
REC1-087 2 INFECTION
2220(2)
US-JNJFO
CMUH102- follow up ] 1.NECROTIZING
45, 2017/8/15 |C-2017082 sirukumab 2341 A
REC1-087 2 FASCIITIS
1674(2)
US-JNJFO 1.NECROTIZING
CMUH102- follow up )
46. 2017/8/15 |C-2017082 sirukumab FASCIITIS 2341 A
REC1-087 3
1674(3) 2.CELLULITIS
US-JNJFO 1.NECROTIZING
CMUH102- follow up ]
47. 2017/8/15 |C-2017082 sirukumab FASCIITIS 234 A
REC1-087 4
1674(4) 2.CELLULITIS
107# 1% 10 p % 33 F > 45 F
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1. CELLULITIS OF THE
RIGHT LOWER
EXTREMITY
2. ACUTE DVT
US-INJFO
CMUH102- follow up ] 3. ACUTE HYPOXIC
48. 2017/5/9 |C-2017052 sirukumab 2341 A
REC1-087 8 RESPIRATORY FAILURE
0773(8)
4. MYXEDEMA COMA
5. HYPOTHYROIDISM
6. RENAL FAILURE
ACUTE
1.SEPSIS
2.PROSTHETIC JOINT
INFECTION
UA-IJNJFO
CMUH102- follow up 3.ABSCESS OF ILIAC
49, 2017/7/17 |C-2017081 sirukumab 1,23 A
REC1-087 8 MUSCLE
2220(8)
4 PHLEGMON OF HIP
5.TROPHIC ULCER ON
THE LEFT LEG
US-INJFO 1.NECROTIZING
CMUH102- follow up
50. 2017/8/15 [C-2017082 sirukumab FASCIITIS 2341 A
REC1-087 5
1674(5) 2.CELLULITIS
#1) MK-3475 ]
CMUH103- 1701SWEQO |Followup ) ileus [lleus]
51. 2017/1/2 (pembrolizumab N N 134 A
REC1-123 05839 17 ) vomiting [Vomiting]
UA-IJNJFO
CMUH102- follow up 1.PROSTHETIC JOINT
52. 2017/7/17 |C-2017081 sirukumab 13 A
REC1-087 3 INFECTION
2220(3)
UA-INJFO
CMUH102- follow up 1.PROSTHETIC JOINT
53. 2017/7/17 |C-2017081 sirukumab 13 A
REC1-087 4 INFECTION
2220(4)
UA-INJFO
CMUH102- follow up 1.PROSTHETIC JOINT
54, 2017/7/17 |C-2017081 sirukumab 13| A
REC1-087 5 INFECTION
2220(5)
107# 17" 10 % 34 F % 45 F
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1.PROSTHETIC JOINT
INFECTION
2.ABSCESS OF ILIAC
UA-IJNJFO
CMUH102- follow up ) MUSCLE
55. 2017/7/17 |C-2017081 sirukumab 1231 A
REC1-087 6 3.PHLEGMON OF HIP
2220(6)
4. TROPHIC ULCER ON
THE LEFT LEG
5.SEPSIS
1.PROSTHETIC JOINT
INFECTION
2.ABSCESS OF ILIAC
UA-IJNJFO
CMUH102- follow up ] MUSCLE
56. 2017/7/17 |C-2017081 sirukumab 1,23 A
REC1-087 7 3.PHLEGMON OF HIP
2220(7)
4. TROPHIC ULCER ON
THE LEFT LEG
5.SEPSIS
1.Acute coronary
FINERENONE
syndrome [Acute coronary
CMUH105- 2017-23501 - or PLACEBO
57. 2017/12/4 Initial syndrome] 23| A
REC1-094 3 (Code not .
2.hyperpotassemia
broken) Tablet )
[Hyperkalaemia]
Other Serious Criteria:
Medically Significant
#1)
pneumonia [Pneumonia]
CARBOPLATI )
N Neutrophil decreased
[Neutrophil count
CMUH104- 1701MEXO|Followup #2)
58. 2017/1/18 decreased] 13| A
REC1-039 12708 20 5-FLUOROUR )
White blood cell decreased
ACIL _
[White blood cell count
#3)
decreased]
CETUXIMAB N N
mucositis oral [Stomatitis]
dehydration [Dehydration]
107# 1% 10 p % 35 F > x 45 F
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Other Serious Criteria:
Medically Significant
#1) : .
pneumonia [Pneumonia]
CARBOPLATI )
\ Neutrophil decreased
[Neutrophil count
CMUH104- 1701MEXO0 |Followup #2)
59. 2017/1/18 decreased] 13| A
REC1-039 12708 21 5-FLUOROUR ]
White blood cell decreased
ACIL ]
[White blood cell count
#3)
decreased]
CETUXIMAB . .
mucositis oral [Stomatitis]
dehydration [Dehydration]
#1) MK-3475
(pembrolizumab . )
) septic shock [Septic shock]
42) Bleeding on tumor
CMUH104- 1701TURO |Followup [Tumour haemorrhage]
60. 2017/1/6 CARBOPLATI ) 1.23] A
REC1-039 04794 32 N Patient's PEG hose out
[Complication associated
#3) . .
with device]
5-FLUOROUR
ACIL
#1) MK-3475 ]
CMUH103- 1701SWEQO |Followup ) ileus [lleus]
61. 2017/1/2 (pembrolizumab N N 134 A
REC1-123 05839 18 ) vomiting [Vomiting]
bilateral lung pneumonia
[Pneumonia]
#1) MK-3475 ) )
CMUH103- 1706CHNO | Followup ) worsening AST increased
62. 2017/6/6 (pembrolizumab 1.23] A
REC1-123 03986 19 | [Aspartate
aminotransferase
increased]
107# 1% 10 p % 36 F % 45 |
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63.

CMUH103-
REC1-123

2017/7/10

1707CHNO
01955

Followup
35

#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

64.

CMUH103-
REC1-123

2017/9/25

1709CHNO
14591

Followup
12

#1) MK-3475

(pembrolizumab

)

Pulmonary embolism
[Pulmonary embolism]
Cerebral infarction

[Cerebral infarction]

1.3

107# 1% 10 p
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#1) MK-3475 ]
CMUH103- 1701SWEO |Followup ) ileus [lleus]
65. 2017/1/2 (pembrolizumab N N 134 A
REC1-123 05839 19 | vomiting [Vomiting]
bilateral lung pneumonia
#1) MK-3475 [Pneumonia]
CMUH103- 1706CHNO [Followup ) .
66. 2017/6/6 (pembrolizumab | AST increased [Aspartate |1.2.3]| A
REC1-123 03986 20 )
) aminotransferase
increased]
hospital acquired
pneumonia [Pneumonia]
#1)
Possible cardiac
CARBOPLATI _ _
CMUH103- 1509MY SO | Followup arrhythmias [Arrhythmia]
67. 2015/9/16 N ) {123 A
REC1-123 10743 9 4) Neutropenia [Neutropenia]
Oliguric renal failure
PEMETREXED o
[Acute kidney injury]
septic shock [Septic shock]
#1) .
upper digestive tract
PEMETREXED
CMUH103- 1707COLO |Followup hemorrhage [Upper
68. 2017/6/21 #2) ] ] 23 [ A
REC1-123 01000 7 gastrointestinal
CARBOPLATI
haemorrhage]
N
infectious shock [Septic
shock]
respiratory failure
[Respiratory failure]
#1) anorexia [Decreased
PACLITAXEL appetite]
CMUH103- 1704CHNO [Followup
69. 2017/4/18 #2) vomit [Vomiting] 13| A
REC1-123 13017 25
CARBOPLATI nausea [Nausea]
N Intermittent diarrhea
[Diarrhoea]
level 4 myelosuppression
[Bone marrow failure]
pneumonia [Pneumonia]

107# 1% 10 p
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MK-3475
CMUH104- 1712DEU0 (pembrolizumab| unknown cause of death
70. 2017/6/3 INITIAL ) 1 A
REC1-118 01088 ) Solution for [Death]
injection,
MK-3475
CMUH104- 1712DEUO0 (pembrolizumab | unknown cause of death
71. 2017/6/3 FU 01 ) 1 A
REC1-118 01088 ) Solution for [Death]
injection,
ERIBULIN
MESYLATE
(3475 septic shock [Septic shock]
SOLUTION Febrile Neutropenia
FOR [Febrile neutropenia]
CMUH104- 1606PHLO1 )
72. 2016/6/24 FU11 [ INJECTION Worsening of pleural 2,3 A
REC1-118 3514 _ _
STUDY) effusion [Pleural effusion]
(eribulin Community acquired
mesylate) pneumonia [Pneumonia]
Solution for
injection,
Immune-related
CMUH105- 1710FRAO |follow up MK-3475 Thrombocvtonenia
73. 2017/10/24 23 [ A
REC1-102 13484 9 study [Immune
thrombocytopenic purpura]
17P-153-20
CMUH105- Follow ABT-494 Pneumocystis jiroveci
74. 2017/7/9 133517-00(3 o ] 1,3 A
REC1-043 0 up 2 (Upadacitinib) pneumonia
17P-153-20 - .
CMUH105- Follow ABT-494 Pneumocystis jiroveci
75. 2017/7/9 |33517-00(4 o ] 1,3 A
REC1-043 0 up 3 (Upadacitinib) pneumonia
17P-153-20 - .
CMUH105- Follow ABT-494 Pneumocystis jiroveci
76. 2017/7/9 |33517-00(4 o ] 1,3 A
REC1-043 0 up 4 (Upadacitinib) pneumonia
17P-153-20
CMUH105- Follow ABT-494 Pneumocystis jiroveci
17. 2017/7/9 |33517-00(5 o ) 1,3 A
REC1-043 0 up 5 (Upadacitinib) pneumonia
107# 1% 10 p % 39 % 45 |
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17P-153-20
CMUH105- Follow ABT-494 Pneumocystis jiroveci
78. 2017/7/9 133517-00(6 o i 1,3 A
REC1-043 0 up 6 (Upadacitinib) pneumonia
17P-153-20
CMUH105- Follow ABT-494 Pneumocystis jiroveci
79. 2017/7/9 133517-00(9 o i 1,3 A
REC1-043 0 up 7 (Upadacitinib) pneumonia
107# 1% 10 p ¥ 40 F - ¥ 45 F
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80.

CMUH103-
REC1-123

2017/7/10

1707CHNO
01955

Followup
36

#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

81.

CMUH103-
REC1-123

2017/10/3

1710ESTO00
2739

Followup
7

#1)

PEMETREXED

#2)

CARBOPLATI

N

PNEUMONIA

[Pneumonia]

1.2.3

107# 1% 10 p




RAFFAREARFRALGRLREE - FRLR ¢
- FR-ER¥-XFRERES
B X 2 PAR(RL
g S| A p TR E R R R N
3 g o |% 2B 3 5 5] FE K v = e
Pulmonary embolism
#1) MK-3475
CMUH103- 1709CHNO |Followup ) [Pulmonary embolism]
82. 2017/9/25 (pembrolizumab 13| A
REC1-123 14591 13 ) Cerebral infarction
[Cerebral infarction]
#1) MK-3475
CMUH103- 1701SWEQO |Followup ) ileus [lleus]
83. 2017/112 (pembrolizumab 1.34] A
REC1-123 05839 20 ) vomiting [Vomiting]
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DMR94-IRB-055

(x5 24 4]
*1 & @ Clinical Study Report: Date 1 June 2017
*p #p 12017 & 06 * 01

CMUH102-REC1-033

[LATa#4 2]
*1x A ¢ Baricitinib LY3009104 Investigator’s

Brochure, Approval Date: 27-Oct-2017
*p g 27-Oct-2017

CMUH102-REC1-068

I8 &

[ =4 % > 42 ] SUSAR 6-monthly line
listing-CT

*E % & AL 1 Enzalutamide

*E rMARLYPEF 106#03% 01p 3
#0877 30¢p

[ =4 % > 42 ] SUSAR 6-monthly line
listing-Interval Blinded
*E % & AL 1 Enzalutamide
*E rMARLYPREF 106032 01p 3 106
£ 08&F 30F

[ <+ 21244 ] DSUR
*R % & AL 1 Enzalutamide
*E rMARLYPEF 105082 31p 3
#0877 30¢p

[ =4 % > 4% ] DSUR_Regional

106

106

107# 1% 10 p
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Appendices

*:x2% ¥ ¢ 4L Enzalutamide

*F rMARLYF 105082 31 p 1 106
£08* 3007

CMUH106-REC1-081

F 4k

[LATa454 2]
wA6.0
p #p:12 Sep 2017

CMUH103-REC1-009

PRGBS

[Fx=>5%F2 4 4]

CMUH106-REC1-050

A L

[z % 21402 ]

*ik% & 248 NBTXR3/PEP503

% MHAR2 T 11052082 22p % 106
£087 21p

CMUH106-REC1-030

wht
ojv
=

(2% 24404 ]

*:R%% & ¢ 4L 1 Brodalumab (KHK4827)

*x rMIFLEHF2016£ 107 01p 3 2017
#0977 30p

CMUH102-REC1-053

CR

1% 3% 5% % 49F £ 3 £ (CSR synopsis, Date of
Report:24May2017)

CMUH105-REC1-058

wht
ojv
=

[ 24dp4 ]

*:E% % ¢4 * Risankizumab (BI 655066)
*E rMARLYPRF 106042 01 p 3 106
#0977 30p

10.

DMR101-IRB-1-177

W
11_
I

(EE IR LS

*Eo% ¥4 LAL © denosumab

(XGEVA® ,Prolia® )

*Z pMHAFLPHPFI2016 £09 % 27 p 3 2017
#0977 26 p

[{A7a4 4 2]

A 4.2

*p g 12017 # 11 7 10 p

11.

CMUH106-REC1-081

w A4

[H]
R R >HEFESE 125

12.

DMR100-IRB-064

[z % 242 ]
*X 5 3 4 ACZ885
*p #p 12017 # 04 * 01 p % 2017 # 09 * 30
P

107# 1% 10 p
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13.

CMUH102-REC1-079

it

e

PI notification letter for study closure

14.

CMUH102-REC1-087

L

¢
Ju

[ =4# % >4+ ] Blinded Line Listing of
Suspected Unexpected Serious Adverse
Reactions (SUSARsS)

*EBE L LA 1 CNTO 136 (sirukumab)
* rMARLPREF 105# 100 24p 3
40 23p

106

15.

CMUH105-REC1-014

L

13
ok

[ 2idp4 ]
Blinded Line Listing of Suspected Unexpected
Serious
Adverse Reactions (SUSARs) JNJ-55920839
(CNTO 6358) PERIOD COVERED BY THIS
REPORT: 19 November 2016 to 18 May 2017.
*ESRE P LA 0 INJ-55920839 (CNTO 6358)
*g pMARL W 01054 117 19p 3 106
#5172 18p

16.

CMUH105-REC1-126

FkR

[z % 21402 ]

*E % L4 Dupilumab

* MM ARLH 2017100 12p X
#£11 % 20 p

[ 28 % >4 % SASR#9, SASR#10]
*E %% E S 4L Dupilumab

* MM ARLH 2016107 01p X
#0477 01p%2017#04*01p =
#£10% 01 p

2017

2017
2017

17.

CMUH104-REC1-069

e

[ 3% > 1482 SASR#9, SASR#10]
*25% ¥4 AL Dupilumab

* MM ARLHFI2016£10% 01p X
#£047" 01p% 2017047 01p =
#£10%* 01 p

[#w ]

* o2
F\

2017
2017

4 #F A £ p Editionll 8 &F P A
@3;3;,?;1_071\@ FIEA G Tl P £
JRAFEAIPFI0RZEF PR
15Nov2016 -

k=N

T
T

w— w
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18.

CMUH102-REC1-016

wht
aof+
=

[DMC /&% )

107# 1% 10 p




AR EERRFRFLRRLR G- FRLR§
_ﬁ?;.&)}*‘,%‘:ﬁ%ﬁgﬁﬁﬁr

BB

* § St

&
344

I

*Data Monitoring Committee Recommendation,
12Dec2017

19.

CMUH105-REC1-109

(EE TR

*E%R & AL T Tecentrig® / atezolizumab

*E MR LH 2017 #0500 11 p 1 2017
#1117 17 p

20.

CMUH105-REC1-043

[z % 202 ]

*HR% E P L4 0 ABT-494(UPADACITINIB)
*g pMARLHREF 106 £ 057 01 p I 106
#£11 7 30 p

21.

CMUH105-REC1-109

[5°¢ il iz &)

* o p #p 12017 & 12 7 Q7 p

22.

DMR101-IRB-1-029

(GE L ES

*Eo%k ¥ LAL © Trastuzumab

*E PMAFLHE 106 03" 25 p 1 106
2097 24 p

23.

CMUH105-REC1-035

(2% 2144 ]

*E % E S LA © Flu Pandemic
H5N1Quebec(Flu Q-PAN)

*g rMIFA R 106057 01p 2 106
#1107 30 p

(3R] FRHE -

i3

REPEFLR

R

87 > ff (050 4)

107# 1% 10 p

¥
N
ol
i
|+
N
(31
b




