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2021 year 6th-A IRB Meeting Minutes
#A Date(YY/MM/DD) : 2021 406 H 08 H ( 2HI—)
fE] Time : 12:00-13:25
¥E Location : tEMKHE Bl ZiZk B
J&% Chairperson :

gRoRar (BER - B - BAT - B
Su, Shih-Li ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor, male )

HifE A S Attendant © (B FEES omit title)

PRESR (BEA ~ BB - 583 ~ 22iE)

Chen, Shu-Yu ( Affiliation with Institution, Medical Personnel ( Scientific member ), Nurse,
female )

Bk (BEA ~ B~ B&HN - 5B

Liu, Sen-Yung ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

MEE (BN -~ B - Bhl - 51D

Lin, Yen Chih ( Affiliation with Institution, Medical Personne | ( Scientific member ), doctor,
male )

B/ NE (A ~ B0~ BEH ~ 201)

Yang, Shiao-Hsuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),
doctor, female )

FERE (B ~ BT ~ BT ~ 201D

Lai, Ying-Hsuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, female )

flE R (B ~ JEEHRE ~ 110~ 2tE)

Ko, Chih-Hu ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific member ),
Social Worker, female )

AU, (BEoh ~ FREERE ~ tHE A E AL ~ 20)

Shu-Feng, Ni ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, female )

e (Besh ~ Bt~ A~ 2t

Lai, Fang-Zu ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Epidemiology/Statistics, female )

EHHE (o - FREHE ~ A= - ) [R5 2 G FIREE-AE RS JT R BARCE A -S
AU ZE0Tp 8~ NP e e 8 R (18 R0 20 5% ) » 7AHEE5¢] [IRB 210521

FLl1HE H12H
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2021 FFE 6 K F£— IRB &

IRB 210521 Avoiding conflicts of interest-

The co-PI Cheng Pu Hsieh is her husband]
Chan, Melody ( Affiliation with Institution ( Husband is CCH employee ), Nonmedical
Personnel ( non-Scientific member ), Lawyer, female )
W RREZE (BEsh - B - A/&ET - B
Lin, Jr-Rung Lin ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),

Epidemiology/ Statistics, male )

NEL | it
B 8 BSH(4) ~ SEHE(D) ~ ZERM(L) ~ AIEEET)

Medical Personnel

doctor (4) ~ Nurse (1) ~ Pharmacist (1) ~ Epidemiology/
Statistics (2)

IFESE 3 AL ~ (D) ~ e AE(D)

Nonmedical Lawyer(1) ~ Social Worker (1) ~ Member of society (1)

Personnel

R 8 | BA(4) - MEHL(L) - BE(L) - ARG

Scientific member doctor (4) ~ Nurse (1) ~ Pharmacist (1) ~ Epidemiology/
Statistics (2)

JERIER 3 ERE(L) ~ (D) ~ e AE(D)

non-Scientific Lawyer(1) ~ Social Worker (1) ~ Member of society (1)

member

5 4 BFENE) ~ BEIMD)

male Affiliation with Institution (3) ~ non-Affiliation with Institution
(1)

28 7 BER(4) ~ BENR)

female Affiliation with Institution (5) ~ non-Affiliation with Institution

)

fhaE 0 & g T ARIISUE ) Bk BEEGEEZEAAM L BEAFEER KEAM
GAIENL TSN L ZE Ty 2 LB AR R =02 — -
FEEGHGNT - FEFHIETEMEREIRES - SR E R E e 2R
Yl H, - According to Article 7 of the  “Human Subjects Research Act:”
“The IRB shall consist of five or more members, including legal expert and other

persons of disinterested community members; more than two-fifths shall not be

affiliated with the research entity; and no gender shall constitute less than one-third.

During IRB meetings, the IRB may invite the attendance of experts familiar with the

research field, or representatives of any appropriate group affiliated with the human

subjects, to attend and provide comments.

3 ¥ T A EEZE A GG FUEFERINE ) B0 FEEAH—RE
FrEd ey > RFZ REaEEIN I FRERERN ST REZR —APIE -

H2H HI12H
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AN E AR EAZEES EA= 02 D EZZEHE T A EZFEES
FEAFELL L2 ZEHF - 10156 E - HEZERE MR - NMeETEH -
According to Article 6 of the “Standards and Operational Guidance for Ethics Review of
Human Subject Research:” “Members present at routine review sessions should include
at least one with non-biomedical or science background. Two-thirds of entire member
should be present for boards with more than 5 and less than 7 members; half of the entire
member should be present for boards with more than 7 members before the meeting is
commenced. The meeting may not be commenced if the attendee are of the same

gender.”

515 A & Presenting staff : (ffEES omit title)

R
Ew

B =50 (IRBFAE)  Ng Sock Ping (IRB secretary )
B = FE (IRB{TELAE) Yeh, Cheng Chi (IRB staff)
B MI5= (IRBYTELAE) Lin, Ciao Yun (IRB staff)
B HEEE (IRBfTECAE) Hung, Tsui-Hsia (IRB staff)
B B (IRB{TELAE) Li, Hsin-Yi (IRB staff)

B &2 Leave : (JEkf@MES omit title)

B RERT (Besh - JRER - g AL~ Bik)

Wang, Chin-Chai ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific

member ), Member of society, male )
fi% Absence : (ffEES omit title)

$% Recorder : 328 Hung, Tsui-Hsia

~ RN Meeting ¢

(—) sfimetZzE (HBEFXE R ) Discussion (theme and decision)
T sFE AT At
Amat 1 210401 A% B2 EMS MM/ SR AL AEER | (BIERES
Ui 18955 1 K] %’ﬂZ%EEIH W& RS L TTE N HE
FFA  HEE EERN AL ZE 2 FHATHE
4meit ¢ 210516 & IE 1 M5
ﬁrﬁi HFHE Sz g1/ E SRS T 1 IR = i S Y BIERHE
CESD ———
T ¢ S T
&mot ¢ 210521 —IHRE] 5 A - BEREDED - B E - ZRIBIEIE | (ZIERIESE
O] A2 et - 5HE LNAO43 B RmIHNA
FFA ¢RI AR IR RRIET SR B ~ L MR 32
(ONWARDS)
&5t © 190613 fne B B AG AR BT THY HLX10 (TEFIR N | (ZIEIR1E

FIH 12 H
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(AR 2 X1
FRA M

MTEES T BERGUR) S — AR 2R
W e

ZmeE 190709 PEET Inotuzumab ozogamicin WIFERMEREAEILE | BIERES
[HAsp R EE 2 K] Gz Ml B B A AR 285 R
FREA E2IE bRIN T 8 a8 M ol B UMM a
IR R AR B Y —TE SR VR ~ BRRCH: - BRI
G
i 200012 SHEBHERE » IS S B AT S R |
[HAsp R EE 1 2] e e
A b M2 55 11b HAEEs
4ma% - 180815 —IEZ 0~ EE - BT - BRSO 0 | Fh 0 FERBEEE
[ REfEE] SRR AR M E A = B AR N 7 7
202105-6 F 0wt Conbercept HRERIGFE RS FHTHVIRR R %
TR ¢ BRAREE ek
4mEE 1 200133 IR AT = 78 ARG
[ REfEE] 17
202105-7
TR HHER
4mEE 1 200133 B PERCR AT = 78 ARG
[ REfEE 17
[E7 1K)
202104-17
TR HHER
4me% * 201007 —IERBIESYIC - B  FRyE S TEMEEE - | R FERBREEE
[ REfEEF] BB ~ 2o adln o ST PR BEIRMEMDE | 1T
202105-4 2 BRI/ 05 Z R AR 2R BT
FHREA ¢ OBRFHE HE AT EE BRI R EF S > SRk
LR & Esketamine & FREFEAHEY Quetiapine £f
SEFEESE 2 R - LRI 2
Zm5E 200133 T PR AR T HHERIAREE

G 1 K]
FFRA RS

() BElimis > ¥ 2= (f5 5257 )Report the approved protocol by expedited review

R EE | JEREER
J79% | IRB 4R5k sHEE FHA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 210405 |REE B GNEIEIAIERE - GBS | EEMm (i) (HE)

FA4H HI12H
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BREEE | JEEREEH
Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
JEE Bt S RE ) B Cheng Chun|  (N/A) (N/A)
The relationship between cognitive Pei
development, language development and
social competence in children with suspected
or developmental delay

2 210408 | EEEPOERZIIEENB T RN | =5FE (i) (HE)
HAFESRNS ~ b5E Huang (N/A) (N/A)
A Study on the Job Stress and Coping Jing-Yi
Strategies for the trained medical personnel
in the Medical Center.

3 210411 |\ ALAEABHOS MRS HEANEE | B (i) (HE)
{THMEHE RS Tl < T % Lien Cheng | (N/A) (N/A)
Outcome after Laparoscopic Surgery for TSAO
Peptic Ulcer Perforation

4 210416 | 7R HPORER GEME BEAELEN | BRI (i) (&)
-7 Kuo- Chia (N/A) (N/A)
The impact of vitiligo on the quality of life of |  Yang
patients in Taiwan

5 210419 | COVID-19 ERyZRiisRE 2 Loft ~ TIFRA | MREE (i) (H%)
DR HARRIZ: LA A B 5012584 [JongNiLin | (N/A) (N/A)
PEWZE
Flow, Work Engagement, and Flow-related
Factors in Frontline
Warriors in COVID-19 Battle: A
Mixed-methods Study Using Nurses as an
Example.

6 210429 | BHEHE AR AL MR NIRER ERil=C | PBRIIER (GEY) (HE)
TR BEE BT AT A B4 2R B San Ni Chen|  (N/A) (N/A)
R T GRS
Isolated central epiretinal membrane after
fovea sparing internal limiting membrane
technique

7 210511 | Hesperetin SHEEHUMBEMISET 2 AP | =HZ (%) -

[fea] |HiEes Huang Ying|  (N/A)
Investigation of the mechanism behind Chih

Hesperetin induced apoptosis in human
leukemia cell

(=) T 85 22(f5 5% 4 Report the approved amendment by expedited
review

HS5H HI12H
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7555
No.

IRB &Rt
IRB No.

aTE T

Protocol title

ERFA
PI

BT
Medical
primary
reviewer

IFER L5
Non-Medical
primary
reviewer

110808
[55212K]

BER ~ Zorbul ~ BT - R R
e el FilrtIBR < HER2 [ [ 2% 1
FLEEP & > (£ trastuzumab ~ {bfREEEY B
ZERIA > DAR trastuzumab ~ {EEREEY L
pertuzumab - SRR E 2 L2 4 1
A randomized multicenter, double-blind,
placebo-controlled comparison of
chemotherapy plus trastuzumab plus placebo
versus chemotherapy plus trastuzumab plus
pertuzumab as adjuvant therapy in patients
with operable HER2-positive primary breast
cancer

R SCE=
Hsuan Yu
Lin

()
(N/A)

()
(N/A)

180308
[ 6 %]

PR G ESER
(Aromasin,exemestane); &% (] i 55 7 ol
PERRHEAFLEERY 1 SRR PR

A Phase Il Trial of Chidamide in
Combination with Exemestane in Patients
with Hormone Receptor-Positive Advanced
Breast Cancer

E= YN
DarRen
Chen

()
(N/A)

()
(N/A)

200135
[% 5 %)

—IHE 3 WIBARE ~ Zrhatls - FHDIETE
i FRAC TS B4 /Ut (R T A A
-+ XTEN Fi&&EH (rFFVIIFC VWE
XTEN BIVV001) #i> 12 pkll EE
AR EY A MZEENLEE A
B EEY g e

A Phase 3 Open-Label, Multicenter Study of
the Safety, Efficacy, and

Pharmacokinetics of Intravenous
Recombinant Coagulation Factor VIII Fc-von
Willebrand Factor-XTEN Fusion Protein
(rFVIIFc-VWE-XTEN; BIVV001) in
Previously Treated Patients=12 Years of
Age With Severe Hemophilia A

ISR
Ming Ching
Shen

(%)
(N/A)

(H)
(N/A)

210218
[%1x%1

] Kinect 2 F-HITHRE 5317 4R EERER
(] S e B Ak EE Z R B )

Use Kinect image balance function analysis
system to compare the joint movement of
different dementia and Parkinson’s disease

Wu Shey
Lin

(%)
(N/A)

(H8)
(N/A)

(V0) e A > Wit 745 (F5 5 3 25)Report the approved interim report by expedited
review

H6H HI12H
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 140613 | FEFHEHAEYIAH Z 2B () EENE IS EVS (&) (H)
[ 25 7 Zx ) | Fusobacterium, 7 K K B RS E. | ChingLin (N/A) (N/A)
b s Wu
The influence of Exercise on Microbiome (1)
- The effect of exercise on Fusobacterium,
immune function and colorectal cancer risk
2 150412 |3PfEEEH 2 SB04 L.0% AR AEENVE | RIS (&) (&)
(55 6 2] | s=pEElim & 2 R 22 Y —/ =HAEGPR [San Ni Chen|  (N/A) (N/A)
Phase 1I/111 Study of the efficacy and safety
of SB04 1.0% BID in the treatment of
nonexudative age-related macular
degeneration
3 150503 | EE Ef it Ak A - S B AT Y ARG BISTES (&) (HE)
[ 25 6 Zx]) | fusobacterium B gy ThgE 7 g2 ChingLin (N/A) (N/A)
Exercise and Microbiota - The influence of Wu
exercise on Fusobacterium and immune
function
4 180509 | ZEEh el f EH N Sl A HAGE L | AASRFR (i) (&)
(5 3R] |Vt ~ SERIIRE Bl e e Uife < s 2 ChingLin (N/A) (N/A)
The influence of exercise and probiotics on Wu
gut microbiota,
cognitive function and immune function in
aged people
5 190519 | HRmEMErl VERER AL LEEEMR | =R (9] (HE)
(55 2 R )| HVAEYIRES Ching Hui | (N/A) (N/A)
Biomarkers survey for left ventricular Huang
remodeling in acute coronary syndrome
patients
6 200420 | B0 E SR TR TRIG I R EME  | AR (i) (HE)
(% 1K) | seERE Chao (N/A) (N/A)
Analysis of Factors Influencing the Accuracy | Shuhui
of Routine Surgery Schedule Estimation
Time in A Medical Center
7 200513 | Al F i P I #r et i s Sk Bl X OE/CT | ARBE I (&) (H&)
(25 1 2] | fo s EiEh S Frif ot Ching (N/A) (N/A)
Al-assisted analysis on COVID-19 using Hsiung Lin
chest X-ray / CT scan imaging
8 200521 | $HEFEEHL IR Tl e AREBRTOMERE | BT (GEY) (HE)
(35 1 K] | 25 MEAREE F AR A LLEEEh R | SHOU (N/A) (N/A)
SBFNIRA B2 5055 A R —THERE | TUNG
B ECRE IS o M B CHEN

Radiotherapy versus Low-Dose Tamoxifen
Following Breast Conserving Surgery for

HTH H12H




2021 455 6 % 45— IRB 3%

BREEE | JEEREEH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Low-Risk and Estrogen Receptor-Positive
Ductal Carcinoma in Situ of Breast: an
international open-label randomized
non-inferiority trial
(7)) HECHFEE 452 H+5 Report the final report for reference
BREEE | JFEREEE
Fra% | IRB 45k sHEE FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer

1 181255 |EEIESE N BRGATUEEMENT 7 5 i (&) (HE)
Resistance of Antibiotics in Health workers FENG- (N/A) (N/A)

CHENG
TANG

2 190421 | BASEREIS A\ THigte =SB R ThRerPE R —rp | ZEEEG (i) (&)
ILMFE Tsai Kuo (N/A) (N/A)
Esthetic and Functional Outcome assessment Yang
after Surgery in Patients with Head and Neck
Cancer — Single Center Study.

3 190716 | ESEEARHURH - FSE4T (R N (&) (GE)
Medicine is in check, medication is good and | Lin Meng (N/A) (N/A)
healthy Chioa

4 191007 | R EEIRE BETM - B8 | TN (&) (GE)
PUR IE & A SR Ming- Ming | (N/A) (N/A)
The benefits of the care program on Lee
depression and positive/negative emotions of
the elderly with dementiaina community
care center

5 191203 | HEER/KEISMHFRERAIRAELER | FBHiER (GEY) (&)
TR AR San Ni Chen| (N/A) (N/A)
Removal of massive subretinal organized
blood clot with fragmatome

6 200119  \SedhypRASt IR ERS ARG A MRS | BRHEIER (GEY) (HE)
R R TTE SR San Ni Chen|  (N/A) (N/A)
Verteporphin photodynamic therapy for
choroidal metastasis from lung cancer- case
report

7 200520 | HETTMEAERASNEIREIT ORI AL R R AR | BRI R (GEY) (HE)
RN KGR S Ea e % > 291 San Ni Chen|  (N/A) (N/A)

AR - Bl

Multimodal imaging of progressive outer
retinal necrosis complicated with optic
neuritis and meningitis in a human

H8H HI12H
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EREE | JFEEEF
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
immunodeficiency virus negative patient
8 200611 |\ PRETEETEIREHER CHERNER ¢ | MEE (i) (HE)
IEARRUEE S VERI RS2 AV FE FIAI#RfZ | Su Chen (N/A) (N/A)
Factors determining the behavioral intention | Cecilia Lin
to use mobile technology: An application and
extension of the UTAUT 2 model
9 200617 | ALEE BB BN A MM TR RS | ERE (&) (HE)
8 NAEREZ B iR VIBRIg 012 —FJEE | Wang Bing | (N/A) (N/A)
R SEET i Yen
Comparison of 1- year weight loss after
laparoscopic sleeve gastrectomy between
bariatric patients with and without
helicobacter pylori infection in CCH

(78) IHEEFEE 24 F#H Report the terminated protocol @ (4 None )
() HMECHFEZE=#4 Report the suspended protocol = (4 None)

() HEEFEE ZBIZEHR4 Report the withdraw protocol @ (4 None )

(JL) &z A E# 7 JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB

Bl e/ JIRB/ C-IRB/ NRPB

FE5% | IRB 4m5f T P B2 R E EFFA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
sTEH
1 210425 [CIRB]) 109CIRB12231 |#Z&E #FEFE 1K ARES I
ChingHsiung Lin
—IH R 52 AL - s - SRR ST B0 JESIMESE - SF(E GSK3511294
£ Mepolizumab =%, Benralizumab AHEE » RIS B 4 B4 8% 5 SRt Z B KIS /D AR 2 B H
PSR ~ R R oy EA R A2 2
A 52-week, randomised, double-blind, double-dummy, parallel group, multi-centre, non-inferiority
study assessing exacerbation rate, additional measures of asthma control and safety in adult and
adolescent severe asthmatic participants with an eosinophilic phenotype treated with GSK3511294
compared with mepolizumab or benralizumab
) 170313 [CIRB] 106CIRB01020 |#FEEZE 13 K #JE VUS A
Hsuan Yu Lin

FOH HI12H
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—TEFHEHE SRR M T B R S FOMR SR (INHL) B E A0 E5T PISK HIFIE copanlisib &%
R LR AR S LIRSS 11 B~ BEE O I ~ B S~ 1 % rhu0slER- CHRONOS-4
A Phase 11, randomized, double-blind, controlled, multicenter study of intravenous PI3K inhibitor
copanlisib  in combination  with  standard immunochemotherapy  versus  standard
immunochemotherapy in patients with relapsed indolent non-Hodgkin’s lymphoma (iNHL) -
CHRONOS-4

180815 [CIRB] 107CIRB05077 |%#EHZEE 8 X W)5& FeHiE 25
San Ni Chen

—IEZ YL ~ B - BRI - BIE RS - $HE B A M B R I s DR SR R Y A
# 0 @i Conbercept ARERIZ R AS T HUF S 221

A Multicenter, Double-Masked, Randomized, Dose-Ranging Trial to Evaluate the Efficacy and
Safety of Conbercept Intravitreal Injection in Subjects with Neovascular Age Related Macular
Degeneration

180913 [CIRB] 107CIRB03035 |#EZFE 8 K & PREE AL
Sheng Hao Lin

—IAPTH AR R EGFR ZEEHE TKI Hdsih  ERs J EIR YRS E/ N Rt A2 (NSCLC) 32 3L
# > Lh#k Pemetrexed + & #{EE S HFECR & 0F Pembrolizumab (MK-3475); G821 a1 Sy BiC ~ &
T - E£=HxE (KEYNOTE-789)

A Randomized, Double-Blind, Phase 3 Study of Pemetrexed + Platinum Chemotherapy with or
without Pembrolizumab (MK-3475) in TKI-resistant EGFR-mutated Tumors in Metastatic
Non-squamous Non-small Cell Lung Cancer (NSCLC) Participants (KEYNOTE-789)

181003 [CIRB] 107CIRB06086 |%5EHZE5E 8 X {)%& Fei H 25,
San Ni Chen

—IE R HARIEE ~ WI4HRERR T ~ 5 - ZPORVE=HEEE - STEPREPR R s P /K 2R

JIZABWIREBE - BHE Brolucizumab AHELS Aflibercept HYEER K441 (KITE)
A Two-Year, Two-Arm, Randomized, Double-Masked, Multicenter, Phase Il Study Assessing the

Efficacy and Safety of Brolucizumab versus Aflibercept in Adult Patients with Visual Impairment
due to Diabetic Macular Edema (KITE)

181111 [CIRB]) 107CIRB02016 |$#BIZEE 8 X ¢ PR <R
Shou-Tung Chen

—IHE = Bl BEROTEC - FIBE RS o R Tt Z =R R s o i
ATEZOLIZUMAB (i PD-L1 #i#%) ffFLL ANTHRACYCLINE/TAXANE % 5 fehis:

{EpR L BRI (LS G

A PHASE IIl, MULTICENTER, RANDOMIZED, OPEN-LABEL STUDY COMPARING
ATEZOLIZUMAB (ANTI-PD-L1 ANTIBODY) IN COMBINATION WITH ADJUVANT
ANTHRACYCLINE/TAXANE-BASED CHEMOTHERAPY VERSUS CHEMOTHERAPY
ALONE IN PATIENTS WITH OPERABLE TRIPLE NEGATIVE BREAST CANCER

190610 [CIRB]) 108CIRB03050 |$EZEH 6 1v )& ek i 25
San Ni Chen

—IH R B~ MeHBER O ~ s ~ Z0u0rysE = - st SO AR
FEUE R H P B /KRB B S 2BV B BF{5 Brolucizumab AHEZS Aflibercept Y4
M (RAPTOR)

An Eighteen-Month, Two-Arm, Randomized, Double-Masked, Multi-center, Phase Il Study
Assessing the Efficacy and Safety of Brolucizumab versus Aflibercept in Adult Patients with Visual
Impairment due to Macular Edema secondary to Branch Retinal Vein Occlusion (RAPTOR)

10 5 12
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191102 [CIRB]) 108CIRB08134 |$#EIZEE 4R & FER %
KuanMing Lai

Erdafitinib FA G EAE SRR H. FGFR RRM BN 2 E 2 —THE —HixlE
A Phase 2 Study of Erdafitinib in Subjects with Advanced Solid Tumors and FGFR Gene
Alterations

200326 [CIRB]) 108CIRB05079 |88 ZE5E 4 X & PREEAE
Sheng Hao Lin

—IEFE =0 ~ BEIRE ~ et g - $tER A RRATZHS(EGFR) M 2e8: 7 5 BBt Bst
R I R/ NAHREAT R B S L osimertinib OF FEA OF FH S EE L pemetrexed (B -
{E Ry S —4R 6 (FLAURA2)

A phase I1l, open-label, randomized study of osimertinib with or without platinum plus pemetrexed
chemotherapy, as first-line treatment in patients with epidermal growth factor receptor (EGFR)
mutation-positive, locally advanced or metastatic non-small cell lung cancer (FLAURAZ2)

10

200722 [CIRB] 109CIRB04054 |%$THZE5E 3 X )% EEE)
Chien Hsun Hsia

—IAZ T BETR O ~ S -~ SPT 0 ~ L RIETE I - S finerenone FITY VA Lo
Vg (NYHA NI-IV) RZELESTITE >= 40% (LVEF >= 40%) 2818 7 S8R fBE T b
HRR L2 2

A multicenter, randomized, double-blind, parallel-group, placebo-controlled study to evaluate the
efficacy and safety of finerenone on morbidity and mortality in participants with heart failure
(NYHA 11-1V) and left ventricular ejection fraction >=40% (LVEF >=40%)

11

200828 [CIRB] 109CIRB04050 |%8$EZE5E 12X )% Fei H 25,
San Ni Chen

Bt e ~ SIEE ~ JEMEEYEIRATE 3 HWinlE - st¥ A E R RPN R R
52 Aflibercept /=7 & GFRAVFAFIZ 21

Randomized, Double-Masked, Active-Controlled, Phase 3 Study of the Efficacy and Safety of High
Dose Aflibercept in Patients With Neovascular Age-Related Macular Degeneration

12

201007 [CIRB]) 109CIRB07120 |8 §ZEEE 4 X )& G i 27
Nan Ying Chiu

—IERERE T ~ B ~ s e - TR - BIRRYE ~ SP0atle o ST ERE R
P 017 22 [ SO ARt D 75 22 1 B B 2R (e WS ) 2 e 7 B P BB Y A R 2 B
F o G E Esketamine S USSR Quetiapine RF4EMESERHE ZFHEA ~ 2 VERIIMS
21

Randomized, Open-label, Rater-Blinded, Active-Controlled, International, Multicenter Study to
Evaluate the Efficacy, Safety, and Tolerability of Flexibly Dosed Esketamine Nasal Spray
Compared With Quetiapine Extended-Release in Adult and Elderly Participants With
Treatment-Resistant Major Depressive Disorder Who are Continuing a Selective Serotonin
Reuptake Inhibitor/Serotonin-Norepinephrine Reuptake Inhibitor

13

190516 [CIRB]) 107CIRB09143 |HAd 55 2 X HEFE 1 X A
YU Yang

—IHS 3b ff ~ E G ~ BT - R IR o ST CETIERE B E RS TRCL101 AR
AEGR M 1 B R S LR A e 2 1

A Phase 3b, Randomized, Double-blind, Placebo-controlled Study to Evaluate the Efficacy and
Safety of TRC101 in Delaying Chronic Kidney Disease Progression in Subjects with Metabolic
Acidosis

FUH H12H
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14

200516 [CIRB]) 109CIRB02023 |HAd #ie5as 1k )% MREE
Ching Yeh Lin

2Pt Rozanolixizumab FH A EFEFRFAE MBS I 25 e M T MR E(TP) A G2t B
IR~ AR RIS 3~ Zul ~ BT - et IC - LRI AR

A Phase 3 Multicenter, Double-Blind, Randomized, Placebo-Controlled Study to Evaluate the
Efficacy, Safety, and Tolerability of Rozanolixizumab in Adult Study Participants with Persistent or
Chronic Primary Immune Thrombocytopenia (ITP)
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A Phase 3 Randomized, Double-blind, Multicenter, Global Study of Monalizumab or Placebo in
Combination With Cetuximab in Patients With Recurrent or Metastatic Squamous Cell Carcinoma
of the Head and Neck Previously Treated With an Immune Checkpoint Inhibitor
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A Randomized, Double-Blind, Adaptive, Phase II/11l Study of GSK3359609 in Combination with
Pembrolizumab and 5FU-Platinum Chemotherapy versus Placebo in Combination with
Pembrolizumab plus 5FU-Platinum Chemotherapy for First-Line Treatment of Recurrent/Metastatic
Head and Neck Squamous Cell Carcinoma
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