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2021 year 11th-B IRB Meeting Minutes
HA Date(YY/MM/DD) : 2021 11 H 19 H (EHiAH)
] Time : 12:21-14:20
#hi Location © 1|/ KM% Bl 2% B JiE
J&% Chairperson :

BIRR K (BEA ~ B ~ Bl ~ 53ME)  [IRB 091237 i) el iE- 3 ¢ ARy [F] 5 I%& il IRB 091237

Avoiding conflicts of interest- Physician of the same department ]

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

HE A B Attendant : (HEFEES omit title)

BEaE e ~ B - 5t - BiE)
Yang, Chueh-Ko ( Affiliation with Institution, Medical Personnel ( Scientific member ),
statistics, male )

PR (BeA ~ B9 ~ Bl ~ 201)
Chen, Wan-Chin ( Affiliation with Institution, Medical Personnel ( Scientific member ),

doctor, female )

PREF(BEA ~ B4 ~ BS60 ~ 557E)  [IRB 181019 Fljzuli- E45 A K [F #3157 IRB

181019 Avoiding conflicts of interest- Physician of the same department ]

Chen, Yen-Yu ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

PRIEFE(BE ~ B ~ 220 ~ S51E)

Lin, Yi-Hsiang ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, male )

Btz (Besh ~ B5E ~ BT~ )

Liu, Po-1 (non-Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male)

PRER (B ~ TR ~ g AL~ 1)

Chen, Chih-Tung ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )

MBS ~ R ~ FRERESE - i)

Lin, Chien Yun (non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Law, female )
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THEFGS - JERE - (g AL B

Wang, Fu-Yan ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific

member ), Member of society, male )
FEE (B~ FRRFRE ~ W AERARE ~ B

Lee, Chi-Fong (Affiliation with Institution ( Wife is CCH employee ), Nonmedical
Personnel ( non-Scientific member ), Patient group representative, male )

N | et

B 6 | EFAM(4) - ZEAH(L) ~ geat () ~ 1hEAL(0)

Medical Personnel doctor (4) , Pharmacist (1) , Statistics (1), Member of
society(0)

B 4 |+t A1) ~ EEQ) ~ mREREAERQD)

Nonmedical Member of society (2) , Law(1), Patient group

Personnel representative(1)

Pl 6 | BSHN(4) - ZEAH(L) ~ 4T ~ +HEAL(0)

Scientific member doctor (4) , Pharmacist (1) , Statistics (1), Member of
society(0)

JERIE 4 | tEAEQ) ~ ERQ) - mREREAEQ)

non-Scientific Member of society (2) , Law(1), Patient group

member representative(1)

% 8 | BE(4) ~ BedN4)

male Affiliation with Institution (4) , non-Affiliation with
Institution (4)

B’8 2 | BEA) ~ BeAND)

female Affiliation with Institution (1) , non-Affiliation with
Institution (1)

¥ Remarks :

O {45 " NB7EL ) Bk FEGEEZA AL L GE8ERERH
it & ATEAL s HFEEE IO N LB Ly 2 DU E 5 R — MR SRR
=2 —  HEGHGE  FEEEHITETEMEBTEEESR - ST R
T EREHE (R FFE = 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

H2H HI10H
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appropriate group affiliated with the human subjects, to attend and provide

comments.”

@ fxkig " AR mEEEZ B GHSGEFEHPNE ) B0 - FEG AR
—AEFEE g > R EZ BB IRV B RN E S =%
i— AN E-TAM B A AZEES  BE= 2 U EZZEHE
A EZEES  EAEFELL LR A GEHE - IEZEHRE
— MR ANEHEITEF - 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.”
HIfgE A\ & Presenting staff : (ffEH% omit title)
=0 Ng Sock Ping (IRB secretary )
#EF Yeh, Cheng Chi ( IRB staff)
#I5Z= Lin, Ciao Yun (IRB staff)
JEZEEE Hung, Tsui-Hsia ( IRB staff)
22 Li, Hsin-Yi (IRB staff)
ZhF3¥E  Yu-Hsuan Kuo (5% /5 %558 255 4)
HEEZE Yu-Chen Yeh (8555582 2.8 H )

B &2 Leave : (JEkfEES omit title)

B ECRAE(EN  JERR LR - )
Hwang, Rour-Ting ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Social Worker, female )

B PR (S ~ B 1 AL )
Hsieh, Ya-Hui ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Member of society, female )

i J&& Absence : (BEFEES omit title)

E $% Recorder : #£353% Lin, Ciao Yun

G Meeting

(—) 5T (BZEFE R ) Discussion (theme and decision)
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[#rZxE] PR R R ST B SRR e B N SR B AW | (BIERIRS
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4wk - 091237
[R5 X OB TEG B 2 B (ENXeT-ES
ERXSUNRE /e )
4wk - 200208 LIBRETTO-431 : —IEZ% .0, ~ BEISYEC ~ BAAY
[#FZEE 5] ST~ 55 3 BB - LAk Selpercatinib B2 $AAT
FFEA - AREERE Pemetrexed B2 FHECRGFH Pembrolizumab » | £ 48
B EAE iR M RET Bh-aPstEIE NHRE i
EOEIp N
4mo% - 210310 —IEZE 3b HA -~ EE4H - BAmetEsAEs o BEL BMN
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R B 2 e
4Rk © 210620
(&S 1]
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A R FEERFENAR A LR R Y B R R B A BER [ENXET-E
4egE © 151017
[ AT 6 K]
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EE B RT3 KM ~ R RV R R S R R | (B IER RS
4k 1 181019
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EFEA 1 BOEA
4Rk . 201106
(b 1 %) HLE B A s IR R TS  ARCAAE | (EIEAREE
EHA  HER Bt ZIR B ER
4% © 201119 —IEE 1~ R - BRI - PR
UBPREE 1R | SR MR R i |
FREA SRR G BB RS M LB > 3T GDC-9545 |
AFT 4 7 B B SR 9 2900 B — B B A 22
St
4R9E . 170403
i
iiiif#] IR - FEEEEE IS AT, | - FRE B
' 3EfE Filgotinib 9224 AT
TEE A : I Fh o BHd Filgotinib AyZ24E LT
- o RESILIENT : f£HE7 & S5 — S AT 02
AR H I SRR IR RAE] B

e > B
;g’l‘lgf#] T TR TE R
T irinotecan fEAE#S) &I ONIVYDE EA topotecan =

SO BB ~ BT - 55 3 HistEs
4Rk - 200417
(Rt Tirzepatide izl Dulaglutide %5155 2 FUREFR 8
202111-7 BHZERELOIME R EEH O KN SHARESS S
FFFA : HEE (SURPASS-CVOT)

FRIL - 200725 FERAIRE B REFR S - 3

NS SRR TR I ﬁ = =N XB 31‘\‘ \%Q > 5 , EfiEIZ= ‘.\ 2222
;gﬁgfﬁﬂ fl VTP-300 ffFI R HfH Nivolumab )2z 4 if IR

U Ve MR e e R PSS 1bi2a SRR |
ERA 1 ERLET e

sl B
AR : 210312 TH £ 57 BRII-835 (VIR-2218) fiI BRII-179
—HEE - - -

e IR B
gifif#] (VBI-2601) & BEREE IR RS IE B TURT % Zi'j“j%gﬁ
e s (HBV) it 222 MR 2 1~ %P0 ~

R BT - BRI

HS5H HI0H
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() Bimis > ¥ Z(f5 525 4) Report the approved protocol by expedited review

BFETE | FEFEEE
J79% | IRB 4g55% S ELH FRFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 211001 | —ZHZE A0 ~ (AR - $1E RAS B4R | GRAEE (HE) (H)
RIS VKRS G B 5 Cetuximab | Yu Yao (N/A) (N/A)
EIHEE RS —aBE 2 BB | Chang
A multi-center, retrospective study of the
clinical efficacy of cetuximab in combination
with chemotherapy as first line therapy in
patients with RAS wild-type mCRC
2 211012 |HEE K EREAA LB RBRIERE =D Tl | R () (H5)
JETREE NI R s B R AR AT R E R s=BEES | Chih Chun | (N/A) (N/A)
TK R 2 Chuang
The effect on macular edema after
phacoemulsification and vitrectomy in
patients with cataract and macular pucker
3 211019 |Sofosbuvir/velpatasvir/voxilaprevir GREZTT (H%) (B%)
(SOF/VEL/VOX);& &7 C BURT R B E Pei Yuan Su|  (N/A) (N/A)
B AR B 2T
Sofosbuvir/velpatasvir/voxilaprevir
(SOF/VEL/VOX) for patients with hepatitis
C virus infection: real-world effectiveness
and safety in Taiwan.
4 211029 | DIETERRPEM LIRS MESTUEEIRLL | FhRE (i) (i)
AN B A AR s JE B Ching Hui | (N/A) (N/A)
Mendelian randomization study on Huang

menopausal symptoms other than vasomotor
symptoms and risk of coronary heart disease

(=) IE A 88 Z2(f5 5,28 4) Report the approved amendment by expedited

review
EREE | JEERER
Fri% | IRB 45k sTE AT FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 161006 | i EU A (ERERERES IS B AR 2% | BERAR (HE) (%)
(=5 8 K] | RIEE LS TaSen Wei | (N/A) (N/A)
Implementation of Clinical Pathway to
Improve Quality of Healthcare in Stroke
Inpatients
2 | 201209 | [MASEIEEEAERHIASE I (H%) (%)
[ 25 1 2] |Hemophilia care-relevant studies Ming Ching| (N/A) (N/A)
Shen
3 210708 | FHEAE R AV EHER S FaaF | MERE (&) (E%)

6 H HI10H
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BREEE | JEEREEH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
(25 1 k] |reistE= Ching (N/A) (N/A)
Cancer Precision Medicine and Biobank Hsiung Lin
Consortium Collaboration Pilot Project

(PU) s et > BT #45 (76 5 28 ) Report the approved interim report by expedited

review
EREE | JFEEEF
Fri% | IRB 45k sHEATH FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 191112 |th#zuoks EB WHE BFECEEMAMATE | AEX (HE) (&)
[55 2 ) | e Sl (e SR A RIER > (814 | Chih-Wen | (N/A) (N/A)
Comparison the clinical value of the Abbott Twu
RealTime EBV kit and self-established
detection system in nasopharyngeal
carcinoma
2 201124 | P2 F wiAVIBRIG Flote F A REaCe | E (i) (&)
(55 1 2] | S Ealkg BRREE R AR BA (5 2 B SR 5T o Lien Cheng | (N/A) (N/A)
Can early biomarkers change predict TSAO
short-term weight loss after laparoscopic
sleeve gastrectomy?
3 201217 | JEHE AR BRI TR FCH (i) (&)
[ 55 1 Zx ]| Predictors of nursing home Wenfu (N/A) (N/A)
admissioninstitutionalization for persons with| Wang
dementia
4 201249 \JEAGHFREIRIE Eilot&EREEtE N ARCSEE | MBI (&) (GE)
[ 1K) | LinPing Yi| (N/A) (N/A)
Investigating the relationship and influencing
factors of gastrointestinal complications of
living liver donor

(H) MECHFE 2 4EZEH 4 Report the final report for reference

BREEE | JFEREH
FF% | IRB 4m5ik sHETE FFEA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 120511 | &E ABRAVERENRZOEREZ4Y) | E3CH (&) (GE)
e Wenfu (N/A) (N/A)
Taiwan Biobank: Biosiganture study in Wang
Alzheimer disease
2 181246 |25 2 BUKEPR IR (oM AMRIMBESE(EZ Els | BHET (&) (&)
A BN ERENT TS YenYu (N/A) (N/A)

FTH - HI0H
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EREE | JFEEEF
Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Risk factors for hypoglycemic in inpatients Chen
with type 2 diabetes: a hospital-base dataset
study
3 | 200714 |EE—B§E2r 00 [El Regorafenib ZEYI{ER | WA (&) (HE)
HIKHS BERG BB HEFUR ~ fF48fERM | Ruo-Han (N/A) (N/A)
SIS ~ BaG S E Tseng
A single medical center reviewed the drug
regorafenib in the treatment of stage IV
colorectal cancer patients, treatment
effect,side effect, asymptomatic survival,
overall survival and other analysis.
4 200723 | EMESRBE(HE PR EERAET ST B R LR | =RIE (&) (HE)
AR BT HuangSu | (N/A) (N/A)
Analysis of rehabilitation options for acute Tsai

disability patients after discharge

(78) IHEEFEE 248 F#Hi Report the terminated protocol (F

(1) HMECHFEZEIFEHE Report the suspended protocol (4)

(JV) HEEEE 2 BiZE#H & Report the withdraw protocol (4

(L) ez AE 2 B e/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was

approved by NHRI/ JIRB/ C-IRB/ NRPB

EX f#fe/ JIRB/ C-IRB/ NRPB
Fr IRB 455 Aot P& EE R FRA
55 IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
No. protocol No.
=2 447%% Protocol title
L 211020 [CIRB]) 110CIRB04089 |¥1% W) ENEES
Pai fu Wang
—IHZ FL ~ R R - BT > LREBIE KRS 3 #ElE 0 tb# Fuzuloparib & ff

Abiraterone Acetate £1 Prednisone (AA-P) HHEZINZRIEIGHF AA-P {E R ELEGUIERITY
Hide BEH R — 4B
A Multicenter, Randomized, Double-Blind, Placebo-Controlled Phase Il Study of Fuzuloparib
Combined with Abiraterone Acetate and Prednisone (AA-P) versus Placebo Combined with AA-P as
First-Line Treatment in Patients with Metastatic Castration-Resistant Prostate Cancer

170904

[CIRB] 106CIRB04073

BEES 10

R W&

“CINTE
Bin Chuan Ji

H8H HI0H
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BERMES =0 FERE I - 2P0 BERS - S IRAVEEREES - SFf5 Durvalumab ¢
Durvalumab fiii_E= Tremelimumab ff F &S00 U ERS IR N AHREATE (NSCLC) &Y
F—4a% (POSEIDON)

A Phase Ill, Randomized, Multi-Center, Open-Label, Comparative Global Study to Determine the
Efficacy of Durvalumab or Durvalumab and Tremelimumab in Combination With Platinum-Based
Chemotherapy for First-Line Treatment in Patients With Metastatic Non Small-Cell Lung Cancer
(NSCLC) (POSEIDON)

180211 [CIRB]) 106CIRB10146 |$&HZEE 11 X #IF EXH
Wenfu Wang

—IEE I~ 2o ~ BEROTHEC ~ BT ~ ZRIEIEIR - T34 - $55F GANTENERUMAB (i
FH R AR BEHA 22 ) o] 24 RS SR A s 22 = Ml

A PHASE Ill, MULTICENTER, RANDOMIZED, DOUBLE-BLIND, PLACEBO-CONTROLLED,
PARALLEL-GROUP, EFFICACY, AND SAFETY STUDY OF GANTENERUMAB IN PATIENTS
WITH EARLY(PRODROMAL TO MILD) ALZHEIMER’S DISEASE

201005 [CIRB]) 109CIRB08144 |$HH 255 3 X ()58 N
ChingHsiung
Lin

—IABER T ~ BT - EEESE - T oM 2P0y 24 £ 52 ENEREEEE - SRS
Budesonide -~ Glycopyrronium #1 Formoterol Fumarate £ & 'E 55 Iz A 28 (MDI) #H % i»
Budesonide f1 Formoterol Fumarate MDI F1 SymbicortR EEJ7=, MDI » & IHFEHIR BAYRE
FAF/VESPER L 2 (KALOS)

A Randomized, Double-Blind, Double Dummy, Parallel Group, Multicenter 24 to 52 Week Variable
Length Study to Assess the Efficacy and Safety of Budesonide, Glycopyrronium, and Formoterol
Fumarate Metered Dose Inhaler (MDI) Relative to Budesonide and Formoterol Fumarate MDI and
SymbicortR Pressurized MDI in Adult and Adolescent Participants with Inadequately Controlled

Asthma (KALOS)
210518 [CIRB] 110CIRB02031 |#FHZEZE 1 X #)5FE PREEfAE
Sheng Hao
Lin

—IHEE 3 W - BEM YD - e o SHTEREEZIEHR - 48 PD-L1 SREEREENY B A ATUIBRAY /S
Ehnte A R I AR RS B 5 - BRET BGB-A1217 (Tt TIGIT $ifg) ffH Tislelizumab £
#57 Pembrolizumab #Y/EFH

A Phase 3, Randomized, Double-Blind Study of BGB-A1217, an Anti-TIGIT Antibody, in
Combination With Tislelizumab Compared to Pembrolizumab in Patients With Previously Untreated,
PD-L1-Selected, and Locally Advanced, Unresectable, or Metastatic Non-Small Cell Lung Cancer

210622 [CIRB] 110CIRB3054 SEH ZEE 3 N I nlfEage
Nan Ying
Chiu

ﬁ%ﬁ%ﬁﬁ%ﬁ it 54135419TRD3013 11 Esketamine &2 FIE SR /G5~ # 6 RY S B EE B AT
TTH BRI A A e

Open-label Long-Term Extension Study for Participants with Treatment-Resistant Major Depressive
Disorder Who are Continuing Esketamine Nasal Spray Treatment From Study 54135419TRD3013

210622 [CIRB]) 110CIRB3054 SEEH 2 2 W W)E [ii§E= g
Nan Ying
Chiu
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PTG 7 555 54135419TRD3013 1ty Esketamine & FE T A~ 6 MU B [ B i B Pk
TTHI BRI £ B f

Open-label Long-Term Extension Study for Participants with Treatment-Resistant Major Depressive
Disorder Who are Continuing Esketamine Nasal Spray Treatment From Study 54135419TRD3013

161205 [CIRB] 105CIRB06085 |HAHs#HEE 5 2 #)%% FET 3%
8 KuanMing
Lai
—IASS 3 B - BERE - B - JEMEEIEEER DL ALXN1210 LLER ECULIZUMAB IR 8 RE<2 1
AR G FERY b 85 PR R AT ZRPRAE (PNH) A B
A Phase 3, Randomized, Open-Label, Active-Controlled Study of ALXN1210 Versus Eculizumab in
Complement Inhibitor-Naive Adult Patients with Paroxysmal Nocturnal Hemoglobinuria (PNH)
181203 [NIRB] EC1070902-E AR5 3 K 1) +&I1F
9 ChuanCheng
Wang
B8 B M E A E R 2 B M S SR 5T
The Observational Registry: Nationwide Data Collection on Gastrointestinal Stromal Tumors (GISTS)
Patients (Taiwan GISTs Registry)
10 170323 [CIRB] 106CIRB01008 |4%i ()% BRI
HsuHeng Yen
% 3 BB - BN - LRIBE R EEES - fERER T R E RSN e bR UERYZE
F o 5 Filgotinib fEaf B BlAERr 4l [ AR 2
Combined Phase 3, Double-blind, Randomized, Placebo-Controlled Studies Evaluating the Efficacy
and Safety of Filgotinib in the Induction and Maintenance of Remission in Subjects with Moderately to
Severely Active Crohn’s Disease
1 170404 [CIRB) 106CIRB01009 |4&iF W& BEfH=
HsuHeng Yen

—IARIEEER - ERESTERERZEE T - 575 Filgotinib HyZ-4x4:
A Long-Term Extension Study to Evaluate the Safety of Filgotinib in Subjects with Crohn’s Disease

%10 H 3 10 H




