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BEL| Mg | EFHA R FEAH pd A3 P
bR R g LR
R - RF A ES
8 i Bk b e R h X
LR MR ? > # 3t Nivolumab Jwi 2017/07/21
CMUH106- P . )
6. ATk FARIE R Ipilimumab # Nivolumab I
RECI1-094 iisFEr *  Fluorouracil ~ 4c | 2018/07/20
Cisplatin » ¥ 2 Fluorouracil
sv b Cisplatin ‘b g g8 %
R I
DMR101-1 | 3% 4§ 2% | & & "6 5 oo+ o2b iz 5f [2017/7/10
RBl-148(C %% %,l. ;‘&_“ 1 % (carfilzomib) fg‘ﬁay % F 12
R-5) u;“%ﬁéﬁ > (Dexamethasone) % #= | 2018/8/14
. - #1234 (Bortezomib) # e
' # & X (dexamethasone)
SR K e e i e
A - JEREHE A e~ B %
B % 3 9y
- Bl - L A 2017/7/12
CMUHI03- | # & 3# | #F 4 PE * v [ i LRI R |
8. | REC1-056( | % % HE 4R I
CR-3) Liig i R 2018/5/25
CMUH104- | # 4 & | & & & i ASC16 (Ravidasvir) & | 2017/7/7
REC1-086( | % % ST & d  Ritonavir s it 2 |z
CR-2) ? ASCO08  (Danoprevir) % | 2018/9/7
9 Ribavirin #* »> & ¥ &% /5
' R TR e 5 R
CaAP+XARFA% 1 g
B2 Jpre~k 22 B
4 %éélgg' °
CMUH104- | 4 8 3# | w5 p AL 2017/7/25
: PEFR ¢ b ¥ B B
10. | REC1-100( | % % i po z
CR-2) v ¥ i ’ 2018/10/15
CMUH105- | # § 2 |k B L % - R B~ T4 | 2017/6/28
REC1-101( | % % BEE R B X FArELES S
CR-1) LinF e~ ?6‘“%1:”?$%’¢L 2018/8/22
B P IERFHEHR
11. B Fﬁ@ C RN S
methotrexate % i ¥4 7 &
I I S
olokizumab = »c % % >
2
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BE | AE%iE |l Raas|’ 1;? 2 e 422z p
CMUHI105- | # § 32 |[f* 5 & | R B & |- BEWA e~ 57 w1 2017/7/15
REC1-109( | % % AW | vty | P FERHERDOE WY |3

ey X B ) 7
CR-1 io S EF ¢ +1 | 2018/9/9
) e TRASTUZUMAB
EMTANSINE & &
ATEZOLIZUMAB Y

12. ATEZOLIZUMAB — % &
I S S A TR
TRASTUZUMAB Hr % 47
AR E S L 2 R
HER2 15 14 b 3880 Hp & &
GEER AR BN Npy i b

Eyia

S B2 % 10 B %% 3 ¢ Hek 1P Arcked 12 15 o

21 s 2,
BEL | » g | B3 Faise Pigﬁ ok LEP Y
V

- 38 g %t $& Fulvestrant
(FASLODEXTM )500mg £
Anastrozole( ARIMIDEXTM
DMR101-I I PO ijj“g 51;7;’:3 f*ji;;
T I Pl R RLIAE R XHE
1. | RB1-165(A ?Je’;i—' 2 1B 2R R A SR
R-4) wEF S I L R
Pt NES ~ R
Tizhe ~ 59wk 2 Bk
(FALCON)

2017/07/13

S
=
Rl

S A B
BT EAE s EEERY
CMUH103- cmp | g [EIER S EEHOR RS
. (NYHA class 1I-IV) & < %

2. | REC1-119( N OR o
P D 2 B xﬁ:@,&mgyﬁ

AR_S) 7‘5’Pgﬁﬂ: 7‘:;?553: &Koo = >p oL

Fgry= ko2 LCZ696
AP #*t valsartan =Ry sck %

Eallca

2017/07/18

A
=
W
b
T
=
f=-
=
bl
=
f=-

~EE NP BEEER
3. | REC1-035( | i ' 1y FiRek ot A& # 6 1 Ak 36| 2017/07/03
AR-6) ¥ BY i w2 MG W

&
=
W
<l
RS
-
ol
=
Y

e

% 2 . ¥ 7 ASO3 74 2
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21 P
AR FL AN LTS EE e Rt AEP Y
H5N1 % % (GSK
Biologicals’
AS03-adjuvanted
A/Indonesia/05/2005 ( H5N1
vaccine )
GSK Biologicals HZ/su # &~
GSK1437173A %
CMUH105- A F TR (110390/113073 )
, FeT B % | w5 & i+ (ZOSTER-006/022)3% 5 14 2
4. | REC1-057( | 1 % @ﬁii *Sﬁ' b 8 ~ [ oeps £ gy | 2017/07/23
AR-5) i F g i (ZOE-LTFU) 7% -
F rPArA AL A, Uz
£ £ Flﬁ'?ljg /,I s praait
R TR W P& 1445 34 X § (doripenem)
CMUH105- - :,LF,F‘/' Bl AT N PEN R I R
5. | REC1-083( | & % g Mf ;Zﬂf;‘ 7 ET ek 5 ¢ 6 B R | 2017/07/18
AR-2) ;%ff VR G b L TRA TR 2
g {8
CMUH105- IR L | N ~ B}
6. | REC1-091( | 1 % ﬁﬁfa ;iifﬂ?:ﬁf;?ﬁlkﬁﬁ 2017/07/17
AR-3) REE T S A
Lo SRR TR X S Y ENET 2k
CMUH105- PR RIS £ 2 I
R AL | BifE & 1% Pembrolizumab (MK-3475)_%5?
7. | REC1-102( | 2 & % Py g &%i%ﬁ%%ﬁé$:ﬁzmmm%
AR-3) e F b Bk - Nz Wk
(KEYNOTE-240)
CERLIRE
FERS
%o &
CMURLOS> AN GM L g g EQBDBL 2 &
8. | RECI1-111( | 2 & % 37 alx EEET | ]’5;[ N = 2017/07/06
AR-1) # age |0t
(EuroQol
Research
Fundation)
- 78 3= % dupilumab £ # %
CMUH105- AL A - E e =) »;: wﬁi id
9. |REC1-126( | B2 % | ##is |WF =" ham s wa 28 %92 5[ 2017/07/03
AR-3) ¥ P dupilumab # =3 Eﬁ%b‘}: E g
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B | k& M ok R “%;ﬁ O B WP
Lo S AL LRy
(PCI) 2 %k 4 2 jis - 4 3%
= z Edoxaban £ 7 s ¢
CMUH105- pALR K dafud chfis a2 & 3
, WER R A E gt (BHAT e S
10. | REC1-142( | 81 % fi g ”i $ (AF) r Db ﬁ; PCPI 2017/07/11
AR-3) i (ENTRUST-AF PCI) 35 £
%% it * EDOXABAN ¥
a3 F K s g2 %
B i
CMUH103- | %% FRASE | BB L | HR o REEE S E | 2017/7/12
11 | REC1-009( LS ST S ERIREY ERE. X |
FR) AipFE WA b R T
-
CMUH103- | &% RIS [ RpE | T &SR E R R | 2017/7/12
12. | REC1-156( IR s | MY
FR) i o
CMUH105- | %% EREF | hEE | RRPEGHLL LM | 2017/7/3
13. | REC1-110( RE | 2% | o pE e
FR) v a
- FEHE G FURRE S T
+ (TNF o )% 4 7 42 i35
CMUH105- BB R R PR Fo |4 3 BB s ) A B
14. | REC1-061( pEer LETT ldugey e 2017/7/16
#0) EREE 34 FE Ustekinumab 7 »cfc% 2 {4
PSS 5P REMA
fo B % BRI R
CESE N 2 ADAMO & 8L¥ & i B

EFF

£

# >

(3R] FRPHE -

SN Y SRS T

BE7 At ezt 2pps

AR R (AE AL
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" FRAEREAAF R EREE( RR)
AL xBTR%
FE. 1
™€ YL CMUH103-REC1-059 FH P | L AR
RIS R REBEPHRRL CFF | RER MR | RE 6 TR
rF K3 sA|(Yervoy® , Ipilimumab)is i o e B2 4 B
VR B BAE/ACIAPFLpEREAIHEREZ60B " % > F AR
‘;J-E
P }?5 L F12 ¢ # wre >t 2017/01/19 St A LB M ESE X 0 PR

E ST

3

#

2017/01/19 * 2017/02/15 ;i i * 32 % j.% % 4 (Ipilimumab) » 2_ {5 %)
R AR & & H S BT EH 0 2 2017/03/21 FF B IR E e #
B A% B 5 0 2 2017/03/23 s o Fl Ao & 10 5 iRk R B
BowE A F AR L= o

J—f# zg’ 4F 2 ,i' oA ifig\‘}” i’l«bpﬂ%\ 7 A it
5 ::_ FT - = . 1= g R X
SRS 3 HAET S ' .
iy Py || P - SERM G| B
I 4P
101 2017/3/23 | 2017/6/20 | initial | 2017/6/23 Tp 4y 7 4p B A

(F2PE2fi3Ln]

— N

o k0101 F1R 4 F m
2017/01/19 z 2017/02/15 ;2

% >t 2017/01/19 %4 AR 2 > B
1 b A RS K ELE % P (Ipilimumab) > 2 {8 FIR I A s

L &M 3 BT EH > 0 2017/03/21 3 £ BHER LB R LLEL B/ 5 0 3

2017/03/23 5 i

2 SAE BApdp e ¥ A ApE o

AFTPELA4FAR]

-~ i o

(353 B3 F 23k ]
PREELREY T aApM I S Hr g e REg AR A (<G d e (L WT

BE 2.
€ S5l CMUH103-REC1-092 EFE | RE 2E P
FHAFEA BE MY 'Gﬁﬁfifé?fiié%gﬁ FREF KRR | R EITYA
- LY 24 “‘iif#%\ﬁ"o%ﬁ@éﬁ%’fﬂifé JE R 412 everolimus 4c

PR AH R E 20 tacrolimus v 4p >t R R £ 20 tacrolimus o S R8RS
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This 56 year old male (subject #4073059) with past history of HCC and
liver cirrhosis, expired due to cancer progression at National Taiwan

106 & 7% 26 p ¥ 20 B 0% 64 |
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University Yunlin branch. He has been admitted to NTUH since
11Jan2017. Site was notified of this event on 26Jan2017 by a patient's
family member.
N EAEE L s S
);», ’:L /‘ 4 - o N ‘:B ,—v‘— 7‘ 2, [
. 53 A | A Iz | WRT S A sFi& ”iil
2 2 ] 2 ZFEMR 8%
g P
4073059 2017/1/26 | 2017/1/26 | initial | 2017/6/29 | Z-AE4) * Ap B A
[(FEpgLRi322]
- ~ Subject died because of disease progression, HCC.
[(AFTpELErF22])
- ~ i o
[ EHFIETE 2R ]
PERIE T AR S Hr s R g AR A (<G rs L BT

= Y RA RS 2 4R

5% (R 1-7)
1= 252 2 & 3 ERp A Dl at L op 4 GIRpF 438 4 % A A& A disability
5. X M43dA5 6.F (FRLE MR A i 7.8 (?ﬁ‘#ﬁi)

6 1 (%A AD)

AP RFFZIEFBERH T 22 RECTEFFISRFATIDER TR L
FoRYRY Lk
B X AR (R L
ey A P E Vot R 7 ALE 2 R
%ﬁ, gﬁn%‘; é,_B F %%%{' F,lj ¥t {54 il = e
end stage non ischaemic
. . cardiomyopathy,
CMUH102- 2017SA06| Follow | C.Diff Toxoid ] ]
1. 2017/4/6 ] Non-ischemic 1 A
REC1-061 4197 up 1 Vaccine .
cardiomyopathy
(Cardiomyopathy)
end stage non ischaemic
. . cardiomyopathy,
CMUH102- 2017SA06| Follow | C.Diff Toxoid . )
2. 2017/4/6 . Non-ischemic 1 A
REC1-061 4197 up 2 Vaccine .
cardiomyopathy
(Cardiomyopathy)
106 # 7% 26 p ¥ 21 % 64 |
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B X 2 PAR (R L
: o, - -2 g.,’ /i 55 > L
% * g%%{ a4 p 4 s ) Pt A FORE BE T
#1) Anaphylactic reaction to
paclitaxel [Anaphylactic
PACLITAXEL )
CMUH103- 1604BRA | follow reaction]
3. 2016/3/22 #2) ) . 23 | A
REC1-123 009868 | up 07 Anaphylactic reaction to
CARBOPLATI ) .
N paclitaxel [Anaphylactic
reaction]
Possible hospital
acquired pneumonia
[Pneumonia]
#1) Oliguric renal failure
CARBOPLATI| [Acute kidney injury]
CMUH103- 1509MYS| follow N Possible cardiac
4, 2015/8/3 . 123 A
REC1-123 010743 | upO01 #2) arrhythmias
PEMETREXE [Arrhythmia]
D Febrile Neutropenia
[Febrile neutropenia]
hypotension
[Hypotension]
1)
ENZALUTAM .. .
CMUH102-| 2017/XX/ | 20172147 = . Hepatic insufficiency
5. initial | IDE;PLACEB o o 1 A
REC1-068 XX 91 [Hepatic insufficiency]
O (Code not
broken)
1)
ENZALUTAM o o
CMUH102-| 2017/XX/ | 20172147 | follow Hepatic insufficiency
6. IDE;PLACEB o o 1| A
REC1-068 XX 91 upl [Hepatic insufficiency]
O (Code not
broken)
1)
ENZALUTAM . .
CMUH102-| 2017/XX/ | 20172147 | follow Hepatic insufficiency
7. IDE;PLACEB o . 1 A
REC1-068 XX 91 up 2 [Hepatic insufficiency]
O (Code not
broken)
106 # 7% 26 p ¥ 2 F % 64 |
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CMUH105-
REC1-072

2017/1/4

7567

E2B_8005

FUG6

OXALIPLATI
N;CAPECITA
BINE

PATIENT

DIED;INVOLVED OR

PROLONGED
INPATIENT

HOSPITALIZATION

1,3

CMUH104
" | REC1-039

2017/2/20

1702HUN
009462

F7

(5-Fluorouracil

MK-3475
(pembrolizuma
b) Solution for
injection,
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin),CA
RBOPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(carboplatin)
Intravenous
infusion,5-FL
UOROURACI
L (3475
SOLUTION
FOR
INJECTION
STUDY)

) Intravenous

infusion,

Thrombocytopenia
[Thrombocytopenia]

2,3

106 & 7 *

26 p
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B % AR 3R
. 35 T osg g PRSI I 3
%};u j‘g%ﬂ%ﬁa );?__.ng %?ﬁ)%};u ‘;'J p#”t#\g‘:" 2 \i] p‘at PJ;lp
CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion, |pneumonia [Pneumonia]
5-FLUOROU Respiratory
CMUH104- 1701BRA ) .
10. 2017/1/24 F11 | RACIL (3475 insufficiency 1,23 A
REC1-039 012807 i )
SOLUTION [Respiratory failure]
FOR sepsis [Sepsis]
INJECTION
STUDY),
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY)
pleural effusion - grade
2 [Pleural effusion]
MK-3475 .
) pneumonitis
CMUH104- 1606USA [ INITIA |(pembrolizuma .
11. 2016/6/13 ) [Pneumonitis] 23| A
REC1-039 007982 L b) Solution for )
o thrombolytic event-
injection )
pulmonary embolism
[Pulmonary embolism]
106 # 7% 26 p ¥ 24 7 > £ 64 F
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CMUH104-
REC1-039

2016/8/24

1608BRA
015042

F9

MK-3475
(pembrolizuma
b) Solution for

injection,
CARBOPLATI

N (3475
SOLUTION
FOR
INJECTION

STUDY),
5-FLUOROU
RACIL (3475

SOLUTION
FOR
INJECTION
STUDY)

sepsis [Sepsis]

2,3

13.

CMUH104-
REC1-039

2017/1/6

1701TUR
004794

F15

MK-3475
(pembrolizuma
b) Solution for

injection,
CARBOPLATI

N (3475
SOLUTION
FOR
INJECTION

STUDY),
5-FLUOROU
RACIL (3475

SOLUTION
FOR
INJECTION
STUDY)

Bleeding on tumor
[Tumour haemorrhage]
Patient's PEG hose out

[Complication
associated with device]

1,3

106 # 7 % 26 p
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B X 2 PAR (R L
. 35 T osg g SHE I Syl
% R LA SR 4 s ) PRt B R A 5% [
MK-3475
(pembrolizuma
b) Solution for
injection,
CARBOPLATI
N (3475 .
Bleeding on tumor
SOLUTION
[Tumour haemorrhage]
CMUH104- 1701TUR FOR .
14, 2017/1/6 F16 Patient's PEG hose out | 1,3 | A
REC1-039 004794 INJECTION oo
[Complication
STUDY), i ) .
associated with device]
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY)
MK-3475
) laryngeal edema
CMUH104- 1704HUN (pembrolizuma
15. 2017/3/17 F4 ) [Laryngeal oedema] 13 A
REC1-039 004782 b) Solution for
o abscess [Abscess]
injection
106 # 7% 26 p ¥ 26 F > x 64 |
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CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
CMUH104- 1609AUS CARBOPLATI | |
‘| rRec1-030 | 2222 | 012000 | PO N (3475 sepsis [Sepsis] 13| A

SOLUTION

FOR
INJECTION
STUDY),
5-FLUOROU
RACIL (3475
SOLUTION

FOR
INJECTION
STUDY)

106 & 7% 26 p ¥ 27T 7> % 64 F
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~FRAERT ARG D EREE(L PR

B % AR 3R
1 ¢ ) —_ -2 2, 7 2N e
% * g%%{ a4 p 4 s ) Pt A FORE & 2T
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY) . o
. Other Serious Criteria:
(carboplatin) ] o
Medically Significant
Intravenous . .
. ) pneumonia [Pneumonia]
infusion, o
mucositis oral
5-FLUOROU .
[Stomatitis]
RACIL (3475 )
Neutrophil decreased
CMUH104- 1701MEX SOLUTION .
17. 2017/1/18 F11 [Neutrophil count 131 A
REC1-039 012708 FOR
decreased]
INJECTION i
White blood cells
STUDY),CET .
decreased [White blood
UXIMAB
cell count decreased]
(3475 )
dehydration
SOLUTION )
[Dehydration]
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion
MK-3475
) laryngeal edema
CMUH104- 1704HUN (pembrolizuma
18. 2017/3/17 F5 ) [Laryngeal oedema] 13 A
REC1-039 004782 b) Solution for
o abscess [Abscess]
injection
106 # 7% 26 p
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B

MK-3475
(pembrolizuma
b) Solution for

injection,

CISPLATIN
(3475

SOLUTION
FOR

INJECTION

STUDY)
(cisplatin),CA
RBOPLATIN

CMUH104- 1702HUN (3475
2017/2/20 F8

| REC1-039 009462 SOLUTION
FOR
INJECTION
STUDY)
(carboplatin)

Thrombocytopenia

. 23| A
[Thrombocytopenia]

Intravenous
infusion,
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY)

106 # 7 % 26 p
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g

s

B3 =0

MK-3475
(pembrolizuma
b) Solution for

injection,

CISPLATIN
(3475
SOLUTION | Interstitial Pneumonia

FOR [Interstitial lung disease]

CMUH104- 1612JPNO ]

) 2016/12/17 F4 INJECTION [ALT Increased [Alanine| 1,3 [ A
REC1-039 09584 .
STUDY) aminotransferase
(cisplatin), increased]

5-FLUOROU

RACIL (3475
SOLUTION

FOR

INJECTION

STUDY)

106 & 7% 26 p ¥ 30 F % 64 F
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CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY),),CA ) i
CMUH104- 1701BRA pneumonia [Pneumonia]
: 2017/1/24 F12 | RBOPLATIN i . 123 A

REC1-039 012807 sepsis [Sepsis]
(3475
SOLUTION
FOR
INJECTION
STUDY)
(carboplatin)
Intravenous
infusion,
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)

106 & 7% 26 p ¥ 317 % 64 F
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B3 =0

CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY),CAR ) i
CMUH104- 1701BRA pneumonia [Pneumonia]
: 2017/1/24 F13 BOPLATIN i . 123 A

REC1-039 012807 sepsis [Sepsis]
(3475
SOLUTION
FOR
INJECTION
STUDY)
(carboplatin)
Intravenous
infusion,
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin)

106 & 7% 26 p ¥ 327 x 64 F
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B X 2 PAR (R L
. 35 T osg g PRSI I 3
% * g%%{ a4 p 4 s ) Pt A FORE & 2T
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY) . o
. Other Serious Criteria:
(carboplatin) ] o
Medically Significant
Intravenous . .
. . pneumonia [Pneumonia]
infusion, o
mucositis oral
5-FLUOROU .
[Stomatitis]
RACIL (3475 )
Neutrophil decreased
CMUH104- 1701MEX SOLUTION .
23. 2017/1/18 F12 [Neutrophil count A
REC1-039 012708 FOR
decreased]
INJECTION i
White blood cells
STUDY),CET .
decreased [White blood
UXIMAB
cell count decreased]
(3475 i
dehydration
SOLUTION )
[Dehydration]
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion
MK-3475
CMUH104- 16111TAO (pembrolizuma Internal Bleeding
24, 2016/11/9 F6 ) A
REC1-039 06264 b) Solution for| [Internal haemorrhage]
injection
106 # 7% 26 p
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s

B3 =0

MK-3475
(pembrolizuma
b) Solution for

injection,
CARBOPLATI

N (3475

SOLUTION
CMUH104- 1608BRA FOR i .
: 2016/8/24 F10 sepsis [Sepsis] 23| A

REC1-039 015042 INJECTION

STUDY),
5-FLUOROU
RACIL (3475
SOLUTION

FOR

INJECTION

STUDY)

106 & 7% 26 p ¥ 34 F % 64 F
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CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY) . o
i Other Serious Criteria:
(carboplatin) ] o
Medically Significant
Intravenous . .
. ) pneumonia [Pneumonia]
infusion, o
mucositis oral
5-FLUOROU .
[Stomatitis]
RACIL (3475 )
Neutrophil decreased
CMUH104- 1701MEX SOLUTION .
26. 2017/1/18 F13 [Neutrophil count 131 A
REC1-039 012708 FOR
decreased]
INJECTION i
White blood cells
STUDY),CET i
decreased [White blood
UXIMAB
cell count decreased]
(3475 )
dehydration
SOLUTION )
[Dehydration]
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion
106 & 7 * 26 p
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CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY) . o
. Other Serious Criteria:
(carboplatin) ] o
Medically Significant
Intravenous . .
. ) pneumonia [Pneumonia]
infusion, o
mucositis oral
5-FLUOROU .
[Stomatitis]
RACIL (3475 )
Neutrophil decreased
CMUH104- 1701MEX SOLUTION .
217. 2017/1/18 F14 [Neutrophil count 131 A
REC1-039 012708 FOR
decreased]
INJECTION i
White blood cells
STUDY),CET i
decreased [White blood
UXIMAB
cell count decreased]
(3475 )
dehydration
SOLUTION )
[Dehydration]
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion
106 & 7 * 26 p
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28.

CMUH104-
REC1-039

2016/8/24

1608BRA
015042

F11

MK-3475
(pembrolizuma
b) Solution for

injection,
CARBOPLATI

N (3475
SOLUTION
FOR
INJECTION

STUDY),
5-FLUOROU
RACIL (3475

SOLUTION
FOR
INJECTION
STUDY)

sepsis [Sepsis]

2,3

29.

CMUH104-
REC1-039

2017/3/17

1704HUN
004782

F6

MK-3475
(pembrolizuma
b) Solution for

injection

laryngeal edema

[Laryngeal oedema]

abscess [Abscess]

1,3

106 # 7 % 26 p
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CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY) . o
. Other Serious Criteria:
(carboplatin) ] o
Medically Significant
Intravenous . .
. ) pneumonia [Pneumonia]
infusion, o
mucositis oral
5-FLUOROU .
[Stomatitis]
RACIL (3475 )
Neutrophil decreased
CMUH104- 1701MEX SOLUTION .
30. 2017/1/18 F15 [Neutrophil count 131 A
REC1-039 012708 FOR
decreased]
INJECTION i
White blood cells
STUDY),CET i
decreased [White blood
UXIMAB
cell count decreased]
(3475 )
dehydration
SOLUTION )
[Dehydration]
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion
immune related reaction
[Immune system
MK-3475 .
i disorder]
CMUH104- 1701USA (pembrolizuma -
31. 2016/12/31 F22 ) encephalitis 123 A
REC1-039 004870 b) Solution for .
L [Encephalitis]
injection )
Hypercalcemia
[Hypercalcaemia]
106 # 7% 26 p
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immune related reaction
[Immune system
MK-3475 .
) disorder]
CMUH104- 1701USA (pembrolizuma .
32. 2016/12/31 F23 ] encephalitis 1,2,3] A
REC1-039 004870 b) Solution for .
L [Encephalitis]
injection )
Hypercalcemia
[Hypercalcaemia]
MK-3475
(pembrolizuma
b) Solution for
injection,
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION [Laryngeal edema (Grade
CMUH104- 1605USA
33. 2016/5/4 F15 |[STUDY),CAR| 4) [Laryngeal oedema] | 2,3 | A
REC1-039 005123 ) )
BOPLATIN Sepsis [Sepsis]
(3475
SOLUTION
FOR
INJECTION
STUDY)
(carboplatin)
Intravenous
infusion
106 # 7% 26 p % 39 F % 64 |
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MK-3475
(pembrolizuma
b) Solution for

injection,
CARBOPLATI

N (3475
SOLUTION
CMUH104- 1701TUR FOR [Turnour haemorrhage]
: 2017/1/6 F17 Patient's PEG hose out | 1,3 | A
REC1-039 004794 INJECTION
STUDY),
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION

STUDY)

Bleeding on tumor

[Complication
associated with device]

106 & 7% 26 p ¥ 40 F > x 64 |
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CMUH104-
REC1-039

35.

2017/3/21

002589

1704USA

F2

ade

Downgr

MK-3475
(pembrolizuma
b) Solution for

injection,

CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin),
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY),,CA
RBOPLATIN

(3475

SOLUTION
FOR
INJECTION

STUDY)

death [Death]

106 # 7 % 26 p
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36.

CMUH104-
REC1-039

2017/4/5

1704CHL
003273

F5

MK-3475
(pembrolizuma
b) Solution for

injection,
CARBOPLATI

N (3475
SOLUTION
FOR
INJECTION

STUDY),
5-FLUOROU
RACIL (3475

SOLUTION
FOR
INJECTION
STUDY)

pneumonia [Pneumonia]

2,3

106 # 7 % 26 p
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MK-3475
(pembrolizuma
b) Solution for

injection,

CISPLATIN
(3475

SOLUTION
FOR

INJECTION

STUDY)

(cisplatin), .
CMUH104- 1702HUN Thrombocytopenia
: 2017/2/20 F9 |CARBOPLATI . 23| A

REC1-039 009462 [Thrombocytopenia]

N (3475
SOLUTION

FOR
INJECTION
STUDY),
5-FLUOROU
RACIL (3475
SOLUTION

FOR
INJECTION

STUDY)

106 & 7% 26 p ¥ 43 F > x 64 |
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38.

CMUH104-
REC1-039

2017/2/16

1702HUN
008114

F11

CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
CISPLATIN
(3475
SOLUTION
FOR
INJECTION
STUDY)
(cisplatin),
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY)

Hypokalemia
[Hypokalaemia]

106 # 7 % 26 p
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39.

CMUH104-
REC1-039

2016/11/11

16111SR0O
07474

F19

CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY),
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY)

osteomyelitis (bone

infection)
[Osteomyelitis]

1,3

106 # 7 % 26 p
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MK-3475
(pembrolizuma
b) Solution for
injection,
CARBOPLATI
N (3475
SOLUTION
CMUH104- 1704CHL FOR . .
40. 2017/415 F6 pneumonia [Pneumonia]| 2,3 | A
REC1-039 003273 INJECTION
STUDY),
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY)
non-malignant pleural
effusion - grade 2
MK-3475 [Pleural effusion]
CMUH104- 1606USA (pembrolizuma pneumonitis
41. 2016/6/10 F1 . . 23| A
REC1-039 007982 b) Solution for [Pneumonitis]
injection thrombolytic event-
pulmonary embolism
[Pulmonary embolism]
106 & 7 1 26 p $ 46 F 2 64 T
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42.

CMUH104-
REC1-039

2017/4/5

1704CHL
003273

F7

MK-3475
(pembrolizuma
b) Solution for

injection,
CARBOPLATI

N (3475
SOLUTION
FOR
INJECTION

STUDY),
5-FLUOROU
RACIL (3475

SOLUTION
FOR
INJECTION
STUDY)

pneumonia [Pneumonia]

2,3

106 # 7 % 26 p
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B % AR 3R
1 ¢ ) —_ -2 2, 7 2N e
% j\gﬁﬁn%{. a4 p 4 s ) Pt A FORE BE T
CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
CARBOPLATI| osteomyelitis (bone
CMUH104- 16111SR0O ) .
43. 2016/11/11 F20 N (3475 infection) 131 A
REC1-039 07474 .
SOLUTION [Osteomyelitis]
FOR
INJECTION
STUDY),
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY)
immune related reaction
[Immune system
MK-3475 .
i disorder]
CMUH104- 1701USA (pembrolizuma -
44, 2016/12/31 F24 ] encephalitis 1,23 A
REC1-039 004870 b) Solution for o
L [Encephalitis]
injection )
Hypercalcemia
[Hypercalcaemia]
106 # 7% 26p ¥ 48 7 > £ 64 |
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MK-3475
(pembrolizuma
b) Solution for

injection,

CISPLATIN
(3475

SOLUTION
FOR

INJECTION

STUDY)

(cisplatin), .
CMUH104- 1702HUN Thrombocytopenia
: 2017/2/20 F10 [(CARBOPLATI . 23| A

REC1-039 009462 [Thrombocytopenia]

N (3475
SOLUTION

FOR
INJECTION
STUDY),
5-FLUOROU
RACIL (3475
SOLUTION

FOR
INJECTION

STUDY)

106 & 7% 26 p ¥ 49 F > x 64 F
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46.

CMUH104-
REC1-039

2016/11/11

16111SR0O
07474

F21

CETUXIMAB
(3475
SOLUTION
FOR
INJECTION
STUDY)
(Cetuximab)
Intravenous
infusion,
CARBOPLATI
N (3475
SOLUTION
FOR
INJECTION
STUDY),
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY)

osteomyelitis (bone

infection)
[Osteomyelitis]

1,3

106 # 7 % 26 p
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MK-3475
(pembrolizuma
b) Solution for
injection,
CARBOPLATI
N (3475
SOLUTION
CMUH104- 1704CHL FOR i i
47, 2017/415 F8 pneumonia [Pneumonia]| 2,3 | A
REC1-039 003273 INJECTION
STUDY),
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY)
MK-3475
(pembrolizuma o
) pulmonary fibrosis
b) Solution for ) )
L [Pulmonary fibrosis]
injection, . . .
septicemia [Sepsis]
CARBOPLATI _ )
Anemia [Anaemia]
N (3475 ) i
asthenia [Asthenia]
SOLUTION )
Back pain per to bone
CMUH104- 1605BRA FOR . .
48. 2016/5/1 F17 lesion [Bone lesion] | 2,3 | A
REC1-039 007069 INJECTION ) ]
Spinal cord compression
STUDY), _
[Spinal cord
5-FLUOROU .
compression]
RACIL (3475 _
Symptomatic
SOLUTION hvoothvroidi
othyroidism
FOR [HyIO thy idism]
othyroidism
INJECTION ypPorny
STUDY)
106 # 7% 26 p % 51 F »x 64 |
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MK-3475
(pembrolizuma
b) Solution for
injection,
CISPLATIN
(3475
SOLUTION | Interstitial Pneumonia
FOR [Interstitial lung disease]
49, CMUH104- 2016/12/17 1612JPNO F5 INJECTION [ALT Increased [Alanine| 1,3 [ A
REC1-039 09584 .
STUDY) aminotransferase
(cisplatin), increased]
5-FLUOROU
RACIL (3475
SOLUTION
FOR
INJECTION
STUDY)
MK-3475 laryngeal edema
CMUH104- 1704HUN (pembrolizuma| [Laryngeal oedema]
50. 2017/3/17 F7 ] ] . 123 A
REC1-039 004782 b) Solution for sepsis [Sepsis]
injection abscess [Abscess]
106 # 7% 26 p % 52 F % 64 |
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51.

CMUH104-
REC1-039

2016/2/2

1602BRA
003029

F8

MK-3475
(pembrolizuma
b) Solution for

injection,

CISPLATIN
(3475

SOLUTION
FOR

INJECTION

STUDY)

(cisplatin),
5-FLUOROU
RACIL (3475

SOLUTION
FOR
INJECTION
STUDY)

Febrile neutropenia
[Febrile neutropenia]

2,3

52.

CMUH104-
REC1-039

2017/4/5

1704CHL
003273

F9

MK-3475
(pembrolizuma
b) Solution for

injection,
CARBOPLATI

N (3475
SOLUTION
FOR
INJECTION

STUDY),
5-FLUOROU
RACIL (3475

SOLUTION
FOR
INJECTION
STUDY)

pneumonia [Pneumonia]

2,3

106 # 7 % 26 p
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Fg MK-3475 laryngeal edema
CMUH104- 1704HUN (pembrolizuma| [Laryngeal oedema]
53. 2017/3/17 Downgr ] i . 123 A
REC1-039 004782 ade b) Solution for sepsis [Sepsis]
injection abscess [Abscess]
3.hos
2017CG00 pitali
1526 zatio
CMUH105- (PXL SIS | follow ) n
54, 2017/4/10 CHF 5993 Liver damage | D
REC1-088 No. up 4 initia
2017CNO0O | or
4606) prolo
nged
3.hos
2017CG00 pitali
1526 zatio
CMUH105- (PXL SIS | follow ) n
55. 2017/4/10 CHF 5993 Liver damage | D
REC1-088 No. up5 initia
2017CNO0O | or
4606) prolo
nged
3.hos
2017CG00 pitali
1526 zatio
CMUH105- (PXL SIS | follow ) n
56. 2017/4/10 CHF 5993 Liver damage | D
REC1-088 No. up 6 initia
2017CNO0O | or
4606) prolo
nged
106 # 7% 26 p % 54 F > % 64 |
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B X 2 PAR (R L
: o, - -2 g.,’ /i 3N > L
% R LA SR 4 s ) PRt B R A 5 & [
PACLITAXEL
(3475
SOLUTION
FOR
INJECTION L
ketoacidosis
STUDY) L
) [Ketoacidosis]
(paclitaxel) ) )
CMUH103- 1612CHN | follow pneumonia [Pneumonia]
57. 2016/11/29 Intravenous ] 1 A
REC1-123 007819 | up21 ) ) high blood glucose
infusion
[Blood glucose
CARBOPLATI )
increased]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
Adrenal insufficiency
MK-3475 | [Adrenal insufficiency]
CMUH103- 1608JPNO| follow [(pembrolizuma| Interstitial pneumonia
58. 2016/7/30 ) . ) 23 | A
REC1-123 01781 up 24 |[b) Solution for |[Interstitial lung disease]
injection Hypothyroidism
[Hypothyroidism]
Adrenal insufficiency
MK-3475 | [Adrenal insufficiency]
CMUH103- 1608JPNO| follow [(pembrolizuma| Interstitial pneumonia
59. 2016/7/30 ) . ) 23 | A
REC1-123 01781 up 25 |[b) Solution for |[Interstitial lung disease]
injection Hypothyroidism
[Hypothyroidism]
106 # 7% 26 p ¥ 55 F > &£ 64 F
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PACLITAXEL | infectious shock [Septic
(3475 shock]
SOLUTION respiratory failure
FOR [Respiratory failure]
INJECTION | anorexia [Decreased
STUDY) appetite]
(paclitaxel) vomit [Vomiting]
CMUH103- 1704CHN | follow
60. 2017/4/18 Intravenous nausea [Nausea] 13| A
REC1-123 013017 | up11 . . .
infusion Intermittent diarrhea
CARBOPLATI [Diarrhoea]
N (3475 level 4
SOLUTION [myelosuppression [Bone
FOR marrow failure]
INJECTION | pulmonary infection
STUDY) [Lung infection]
follow MK-3475
CMUH103- 1706CHN| up1 [(pembrolizuma| Respiratory failure
61. 2017/6/3 ) ) i 1 A
REC1-123 001835 ([(downgr|b) Solution for| [Respiratory failure]
ade) injection
pneumonitis
[Pneumonitis]
MK-3475 Respiratory infection
CMUH103- 1610BRA | follow [(pembrolizuma [Respiratory tract
62. 2016/10/1 ) . i 123 A
REC1-123 001391 | up 10 |b) Solution for infection]
injection Respiratory
insufficiency
[Respiratory failure]
MK-3475
CMUH103- 1706CHN| . .. [(pembrolizuma
63. 2017/6/6 initial . dyspnea [Dyspnoea] | 2.3 [ A
REC1-123 003986 b) Solution for
injection
#1) MK-3475
CMUH103- 1701BRA | follow [(pembrolizuma| Acute kidney failure
64. 2017/1/5 ) i . 23 | A
REC1-123 004273 | up 12 |b) Solution for| [Acute kidney injury]
injection
106 # 7% 26 p ¥ 56 F > % 64 F
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#1) MK-3475
CMUH103- 1706CHN | follow |(pembrolizuma
65. 2017/6/6 . dyspnea [Dyspnoea] | 2.3 | A
REC1-123 003986 up 1l |b) Solution for
injection
#1 ) MK-3475 | Pleural effusion [Pleural
CMUH103- 1612BRA | follow |(pembrolizuma effusion]
66. 2016/12/5 ) . 23| A
REC1-123 005536 | up 14 |b) Solution for |Pleural effusion [Pleural
injection effusion]
#1)
PACLITAXEL
(3475
SOLUTION
FOR ) .
Worsening of anemia
INJECTION .
[Anaemia]
STUDY)
) platelet count decreased
(paclitaxel)
CMUH103- 1701CHN| follow [Platelet count
67. 2017/1/12 Intravenous 23 | A
REC1-123 011993 | up 22 ) ) decreased]
infusion
#2) platelet count decreased
[Platelet count
CARBOPLATI
decreased]
N (3475
SOLUTION
FOR
INJECTION
STUDY)
pneumonitis
[Pneumonitis]
#1) MK-3475| Respiratory infection
CMUH103- 1610BRA | follow [(pembrolizuma [Respiratory tract
68. 2016/10/1 i . i 123 A
REC1-123 001391 | up 11 |b) Solution for infection]
injection Respiratory
insufficiency
[Respiratory failure]
106 # 7% 26 p % 57 % 64 |
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#1)
PACLITAXEL | infectious shock [Septic
(3475 shock]
SOLUTION respiratory failure
FOR [Respiratory failure]
INJECTION | anorexia [Decreased
STUDY) appetite]
(paclitaxel) vomit [Vomiting]
69. CMURLO3- 2017/4/18 1704CHN | Tollow Intravenous nausea [Nausea] 13 A
REC1-123 013017 | up12 . . .
infusion Intermittent diarrhea
#2) [Diarrhoea]
CARBOPLATI level 4
N (3475 |myelosuppression [Bone
SOLUTION marrow failure]
FOR pulmonary infection
INJECTION [Lung infection]
STUDY)
#1)
PACLITAXEL | infectious shock [Septic
(3475 shock]
SOLUTION respiratory failure
FOR [Respiratory failure]
INJECTION | anorexia [Decreased
STUDY) appetite]
(paclitaxel) vomit [Vomiting]
70. CMURLOS- 2017/4/18 1704CHN | Tollow Intravenous nausea [Nausea] 13 A
REC1-123 013017 | up13 L ] .
infusion Intermittent diarrhea
#2) [Diarrhoea]
CARBOPLATI level 4
N (3475  |myelosuppression [Bone
SOLUTION marrow failure]
FOR pulmonary infection
INJECTION [Lung infection]
STUDY)
106 # 7% 26 p ¥ 58 7> &£ 64 F
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#1) MK-3475
CMUH103- 1701BRA | follow [(pembrolizuma| Acute kidney failure
71. 2017/6/5 . . . 23 | A
REC1-123 004273 | up 13 |b) Solution for| [Acute kidney injury]
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