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CMUH107- REBLS | ooy : i‘i,f &ﬁ; Bj
REC3-03L(A | Bt % | ~#Kyi ,*;; f‘i; ke . M , | 110/10/07
R-5) wps | . fu
Nivolumab ¥ = &
Aeh- 8% 3 -
" e R R
CMUH107- BEBES | | . mVOIlim?b%,
REC3-095(A | 30 % |wafayi | ) f’;’“ 'p"':;‘gfbf “ 7| 110000130
R-3) SR ? L A 2
( neoadjuvant J 75
PONENTE : - 5 % ¢
s BAiRis s % 3b
B Aok &R 3 A
A T Emps
0 e b Eea] 2 1K
CMUH107- ) PRI | RP & ?i@]]; iw‘% 74 7
REC3-121(A | # & SIEES 3 I pRE e B | 110/10/02
R-8) - "4?% ¥ Bt w3k f ovd S 4
L B D SRS )
Benralizumab 30 % i
#0010 R T
FIEE B otk X
S
CMUH108- | . AEFE 0 | RFE | SoReRE %5 E%
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Pembrolizumab
(MK-3475) 5
ggﬂcgﬁolgosgs(}x goa | AR RE &) Enzalutamide RS 0000
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Enzalutamide » * %4
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% (KEYNOTE-641)
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Bk - SR
CMUH108- sugaqz |, [Pembrolizumab. 3 %
REC3-151(A | 1% | &% iis¥ Ii ﬁ; T‘%}gl"iﬁ.” DR 110110002
R-6) i 3 aparlb o
Pembrolizumab ¥2 - 7
& * Pembrolizumab 7
- R R A
Ao~ ¥ 203 B sk
(KEYLYNK-009)
- B % b~ B
S H Rk o T
CMUH109- Fem b e P TIRAGOLUMAB & *
REC3-081(A | 2% | awfain® | I ™ | ATEZOLIZUMAB % | 110/10/07
R-3) - TR gz msom
BoenE 2 oo
g4 5
CMUH109- oper e | s L .
| REC3-089(A | & | FTHE ‘Tﬁﬁ PRERESRRLLA 00007
R-2) ﬁﬁi«rfﬁ E 1 P R R
CMUH109- R Z:ié ) i%;’;
] e | O B ¢
' S_El():?’ 139(A | B 5% | i “%;;F—' w | PE ey PEFR 5 1T 2 4P B 110/09/23
BT
— % Naf ~ B~
CMUH109- o s7an | 2% 57 SRR
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F-PLAZR $08 1 145
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(KUNLUN)
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BEEFH LR E LN
Trastuzumab
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| RECa 1924 | 2 % o | (tlg | £ g | 1100930
WA HER2 MA
RIALT R B %
ESERN T RTR 378 8
4 F for R
(DESTINY-Breast08)
CMUH109- B S/ A P BE AN AR
{ REC3-156(A | & % | §R4fiRaie | 1 17 |42 5 $4a%R% | 110/09/23
R-2) ¥ P % h
34 % 48 Erdafitinib
el ARSI
CMUH110-R & R TR R A B “K%ﬁﬂ /’“’T\ PR
{EC3-001(AR | 2% | FL5cais |0 %L% ié k2 % 2% | 110/09/30
2) ¥ir ’ ﬁb¥%$4§%%%
sefipts 4 B % 1b-2
¥ %
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P LR R
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- EEHES e
WA R
Pembrolizumab
(MK-3475) ~
CMUH110-R i R A P Lenvatinib
20| EC3-102(AR | # 2 % | thiEmaip | I = | (E7080/MK-7902) 14| 110/10/07
1) gir | VR gtk
BRioRk s -
A~ IR 2 fy e
A sE I TR
e
CMUH109- A F 20 P ODM;EA;( Eﬁﬁ?ﬁg 3
21| REC3-129(A | & % | s @i ass | %l; B HE L o | 110/10/11
R-2) Fiv : AR
Wi Ep Ry
$4¢ LY3471851
NKTR-358) * *+ &, 3
CMUH109- PRAAE e ;Eﬁﬁgﬁﬂ;;
22) REC3-153(A | B2 % | Faaijs |00 2| s aa e gy | 110110114
R-3) ¥ a xR T R A
A~ B A
B 2 sk
—IEE 28 gL
fie ~ B iRsk o
Relatlimab 22
CMUH1009- [ AT . : o s
23| REC3-185(A | 1 % | f b - g £ Tvolumab e & g 10110r14
R-4) e | TR RIRBIOE RS
8- F- T OFEY. 1
B b g el
LI A ok
- EHET KRB
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FiR#E 234 (HRR)
CMUH109- s o . | ARTFIRE A D
24| REC3-145(A | 1 % ;‘F“ o ;4;; P g AU | 110/10/15
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Niraparib & #*
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(unrelated)

[(F¥pELR+FRR]

S AP RELERE AT PURR L TAREE TR R
ﬁipiiﬁﬁ%ﬁﬁﬁ%ﬁ°

[(AFETPELE+FAL])

R S L 1T LR Tt RN ST
AEAARTI AT A AFHRMAFALY P LAFIELFTELFH 0 2
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- B -

(2FERELRHFFARL]

SN AP RFALAM MM DI 2 2 R E

[23F8 T 23R )
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[

ﬁ(’ J15% 2
€ S5t CMUH109-REC3-084(SAE-2) |# %= #57] | kE? 2% &
Too & B i B P Rl i T fap B4 %
ppape L0 FHRFRIEFEL g | B RN R
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3 LH TR R AR R A R E b g2 Ak
FESRAEE |
P
H
w4 Bare |47 | i *ESE FEARER TR
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] g o LT : S
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258 2021/3/8 | 2021/3/8 |initial | 2021/8/19 | 2:4f & A
(unrelated)
CETEENET T ED
- AR R AR E A o ST R L T2 R T R R
EEFG O BAFEY 2 T HE RARM L
[AFEpELHEFFAR]
- CAFAREREF AT EZ ARG EEFELAY ¥ UFJEP TR LY o et
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LT ES R EE S ES W

F-TE2RY - XFhEREE(L PIK)
- AP RFARLAMARP DB 2 2 2RI E -
[ EH R IF 23]
PEESATFH T M s Hr g tRFE AR (2G5 ee L WT
C 5 TR R AR
2% (78 17)
L= 2.6 % 4 f 3R A et £ 4 LR 43¢ 3 A 4 st disability
5.4 % fhada) 6.F (EALE MR ARG 7.8 B (At
=6 1 (#5 A-D)
A?BFFHEEBRH =X 2 RECTB G ET AR AT DER P ELE
7 ﬁ y ),"EE"L ak pé‘%;
B B EEY
*EMELBF AP Vst & LE =R S N
g |6 EX T N
Diarrhea [Diarrhoea]
Death related to rectal
#1) ASP1951 adenocarcinoma
CMUH109- 2019US033 . (ASP1951) [Malignant neoplasm 1.&
L REC3-124 2019/8/18 754 Initial Solution for progression] 3. A
Infusion Blood bilirubin increased
[Blood bilirubin increased]
Ascites [Ascites]
CMUH107- 2021A5793 .
2. REC3-175 2021/6/25 35 FU1 Durvalumab Pneumonitis 2 A
ABBV-155(MIR
CMUH109- 21P-163-38|Follow-u| ZOTAMAB .
3. REC3-001 2021/3/8 11747-00 05 |CLEZUTOCLA Neutrophil count decreased| 2 A
X)
CMUH109- BMS-2021-[follow up|RELATLIMAB,; o i,
4, REC3-185 20217717 067049 3 NIVOLUMAR Myocarditis; Myositis 1 C
LEFT
Gantenerumab | FRONTO-TEMPORAL
5. | DUHIOT | 2021772 | 2864848 | TNV IFLUTEMETAM SUBDURAL 23| A
P oL HEMATOMA (Subdural
hematoma)
Gantenerumab LEFT
CMUH107- Follow FRONTO-TEMPORAL
6. REC3-078 2021/7/2 | 2864848 up 2 FLUT%I\I/I_ETAM SUBDURAL 131 A
HEMATOMA
#1) MK-3475 Myocardial infarction
CMUH105- 2107USAO |Followup [ (pembrolizumab : ;
7. REC3-093 2021/5/18 01726 2 ) Car(:;]z?((:)r\]/qebr:)t;;:ular 2 A
#2 ) AXITINIB
#1) MK-3475 Myocardial infarction
CMUH105- 2107USAO |Followup [ (pembrolizumab . ;
8. REC3-093 2021/5/18 01726 3 ) Car(:rl]e;(é%%rg;:gular 23| A
#2 ) AXITINIB
110 # 10 » 21 p % 21 7% 27T |
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#1) MK-3475 Myocardial infarction
CMUH105- 2107USAO |Followup [ (pembrolizumab . ;
9. REC3-003 2021/5/18 01726 4 Carcti;]e;(c:)r\r/]%r;tggular 23 [ A
#2 ) AXITINIB
#1) MK-3475
Study . .
CMUH108- 2105TWNO|follow up Respiratory failure
10. 2021/5/23 #2) . . 23 | A
REC3-098 05880 13 ENZALUTAMI [Respiratory failure]
DE
CMUH109- BMS-2021-[follow up| NIVOLUMAB/ Republic of Korea,
1| Reca-o68 | 2%2Y419 | 038176 | 5 | DOCETAXEL Pneumonitis 2| A
CMUH109- BMS-2021-follow up| NIVOLUMAB/ Korea
12| Rec3-068 | 202Y419 | 38176 4 | DOCETAXEL | Republic Pneumonitis | 2 | 2
Argentina_Intestinal
CMUH109- BMS-2021-| . .. NIVOLUMAB/ = .
13. REC3-068 2021/7/17 070640 initial DOCETAXEL perforation, F«_abrlle 1 A
neutropenia
Argentina_lIntestinal
CMUH109- BMS-2021-[follow up| NIVOLUMAB/ L= .
14. REC3-068 2021/7/17 070640 1 DOCETAXEL perforation, F«_abrlle 1 A
neutropenia
Argentina_Intestinal
CMUH109- BMS-2021-[follow up| NIVOLUMAB/ L= .
15. REC3-068 2021/7/17 070640 5 DOCETAXEL perforation, F«_abrlle 1 A
neutropenia
L6 | CMUH100-| o [BMS-2021-[follow up| NIVOLUMABY | ¢ S””;\‘jolaemic , | A
* | REC3-068 078513 1 | DOCETAXEL iAo
Mexico_Lower
gastrointestinal
CMUH109- BMS-2021-| . .. NIVOLUMAB/
17. REC3-068 2021/9/25 097909 initial DOCETAXEL haemorrr_]age, _Upper 2 A
gastrointestinal
haemorrhage
United
18 | CMUH100-| o [BMS-2021-|follow up| NIVOLUMAB/ K'“gde%mrﬁ'g‘gfd”ifi'smed'at Ll oa
" | REC3-068 011889 8 DOCETAXEL yocaraitis,
Hyperbilirubinaemia,
Thrombocytopenia
CMUH109- BMS-2021-[follow up| NIVOLUMAB/ Republic of
19| Rec3-068 | 202Y419 | 438176 6 | DOCETAXEL | Korea Pneumonitis | 2 | 2
United
CMUH109- BMS-2021-| . .. NIVOLUMAB/ .
20. REC3-068 2021/8/5 078513 initial DOCETAXEL States_l—;%/gg\k/olaemlc 2 A
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21,

CMUH108-
REC3-058

2020/6/24

2006ESPO1
0893

Followup
8

#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)
#3)
CLAVULANIC
ACID
(CLAVULANIC
ACID)

chlostridium difficile septic
shock [Clostridial sepsis]
Pseudomembranous colitis
[Pseudomembranous
colitis]

1.3

22,

CMUH108-
REC3-058

2021/3/1

2103CHNO
01484

Followup
16

#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

thromboembolic event
[Embolism]
acute kidney injury [Acute
kidney injury]

2.3

23.

CMUH108-
REC3-058

2021/3/1

2103CHNO
01484

Followup
17

#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

thromboembolic event
[Embolism]
acute kidney injury [Acute
kidney injury]

2.3

24,

CMUH108-
REC3-058

2021/3/1

2103CHNO
01484

Followup
18

#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
FOR JAPAN
(3475
SOLUTION
FOR
INJECTION
STUDY)

thromboembolic event
[Embolism]
acute kidney injury [Acute
kidney injury]

2.3
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#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
o5, | CMUHI08-1 50,4, 130 [2007ESPOOFollowup] “cp sapaAN | diarrhea [Diarthoea] | 23 | A
REC3-058 5060 8 (3475
SOLUTION
FOR
INJECTION
STUDY)
#1) MK-3475
Study (Code not
broken)
#2)
DOCETAXEL
26, | CMUHIL08-1 504130 |2007ESPOOFollowup| “cop sapaN | diarrhea [Diarthoea] | 2.3 | A
REC3-058 5060 9 (3475
SOLUTION
FOR
INJECTION
STUDY)
#1) MK-3475
Study (Code not
broken)
DOCE%',)AXEL thromboembolic event
27 CMUH108- 2021/3/1 2103CHNO |Followup FOR JAPAN [Embolism] 23 A
" | REC3-058 01484 19 (3475 acute kidney injury [Acute | =
SOLUTION kidney injury]
FOR
INJECTION
STUDY)
ABT-263
(NAVITOCLAX
CMUH109- 21P-056-39| Follow ); . -
28. REC3-111 2021/5/11 02085-00 | Up (5) |RUXOLITINIB Acute Kidney injury 1.23.| A
(RUXOLITINIB
)
CMUH108- 202106610 |Followup
29. REC3-130 2021/06/25 51(6) 6 ERDAFITINIB CALCIPHYLAXIS 2,3 A
CMUH108- 202107206 |Followup PULMONARY
30. REC3-130 2021/07/07 75(5) 5 ERDAFITINIB THROMBOEMBOLISM 1,3 A
CMUH108- 202109181 o
31. REC3-130 2021/09/03 04(0) Initial | ERDAFITINIB HYPONATREMIA 2371 A
IR
4
2 e
B3 > € %o 3 g FENF
1. | CMUH110-REC3-017 | =R = SR
' T RN kgt SR 4RAK_2021/7/26 % 2021/9/7 e B F| enf b %
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1. SUSAR Case No. US2021139657 #= 438 2 % % — =X £ HidF

4 5 3% % #(Severe Nausea)z. #f %] 5 ¢ % & %51%*1%@%_ 1

Blgdsk o L5 A AR % A 52 AP > A SRR A

(GSK) 4732 % i+ 7 iv sk A &7 M

2. IND Safety Report (INDSR) CSD Safety Database No:

U82021139657 pixE rEE LB EFE R FDA R T
A DIR S PRk k2 ek A A

3 SUSAR Case No. KR2021174325 A3 0 R

(respiratory distress) - £ %] & fifk > 3%385k P o A 3F A | ETL

EACR s e Sy e

4. SUSAR Case No. ES2021169751 4= 4~3F 2. » 3% % i

(bronchiolitis)z_ #F %] & AFe » 3%3R5k 7 & 3 3F A H|grpL § &

Fowr iRk A &-4p B

CMUH105-REC3-094

L2

[z =% 2H3F4]
*:R5% ¥ ¢4 ¢ Upadacitinib(ABT-494)
*E rMELDEFL0E1Y 1p 2 110E62 30FP

CMUH110-REC3-032

L2

[DSMB /4% i )
AbbVie Risankizumab IBD - DMC Recommendations - July 30,
2021

CMUH110-REC3-033

L2

[ DSMB i3 i )
AbbVie Risankizumab IBD - DMC Recommendations - July 30,
2021

(2805 :

7 5% { = # :M16-066 Protocol Administrative Change 3 — 11
June 2021

7 3cs% { = ¥ : M16-066 Protocol Administrative Change 4 —
30 July 2021

CMUH106-REC3-010

(2% 244r 2]
*iEBk ¥ 4 LA - Atezolizumab
*% rPIFAPF 1 2020& 117 18 p 1 2021 # 5 % 17 p

CMUH107-REC3-134

e
&

[ 242 ]
SUSAR DSUR :
1. DSUR1_27May?2019 to 26May2020
2. DSUR2_27May2020 to 26May2021
Frdrd HE
Inhibitory Activity of Globo H and SSEA-4 on Activated T-cells
AACR 2021
*#E% ¥4 A Adagloxad simolenin (OBI-822)/0BI-821
*E AR YR
108 # 057 27p % 109# 05% 26 p %
109 #05% 27 p % 110 # 057 26 p

CMUH109-RECS-115

LG
¢
Jo

(2= 2244 ]
a. SSR_guselkumab_Blinded_13Jul2020-12Jan2021
Féfiﬁ 4 - fi : Guselkumab
PHEFELHPF 10970 13 p 311010 12 p
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https://cmuh.cims.tw/wiPtms/protocolStatus.do?protocolId=3531
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CMUH109-REC3-001

\;‘\

(&% 20242 ]
Ffzﬂ%%#ﬂ & # * Mirzotamab clezutoclax
ZrMFLHEF 20204 117 24 p 3 2021 #5 7 23 p

CMUH107-REC3-090

LaH

[z =z 232 ]
*i%% % 74 1 ALECENSA/ALECTINIB/RO5424802
*p MMARA W 12021 & 1% 4p % 2020 #7007 3P

10.

CMUH108-REC3-047

Pl RN

[z =% >H3F2)
*RS%EP LA MKT7339
*p pMAFAPHEF 2019 F 120 16 p 2202060 15 p

11.

CMUH109-REC3-185

\‘;\
ﬂm
#

(144G ak 4]
*5 A& p # : BMS Approach to COVID-19 Vaccines and Global
Drug Development — Oncology Clinical Trials
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