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2021 year 8th-A IRB Meeting Minutes
HA Date(YY/MM/DD) : 2021 4£08 A 10 H (2HI—)
fii] Time : 12:00-13:55
¥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 )

HEE A B Attendant : (FfEHES omit title)

PRESR (BEA ~ BB - 583 ~ 22iE)

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

P B ~ B~ B&El~ 5514 ) [IRB 200722 Fijgs A ##-[E] 1 E$hT  IRB 200722 Avoiding
conflicts of interest- Physician of the same department]

Yang, Yuan-Po ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

o IVE (e ~ B89 ~ Bhl ~ 22t ) [IRB 180716 Hlgsitli-t7est &= E £ A IRB
180716 Avoiding conflicts of interest- Co-Pl1]

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, (BEdh ~ FREEHE ~ tHE A E AL ~ 20)

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

fEIT e (Besh ~ B~ A - 2tE)

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

EUHE (Bedh ~ JRERE ~ JAR  20i) (PR G2 EF R REGEAN (0 2R 20 5% )
RELEP|

Chan, Melody ( Affiliation with Institution ( Husband is CCH employee ), Nonmedical
Personnel ( non-Scientific member ), Lawyer, female )

FL1H HI10H
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B RESE (Besh -~ B - AEsEt - B
Lin, Jr-Rung Lin ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),

Epidemiology/ Statistics, male )
ARSI (Besh - FEBER ~ HE AL~ Bk

Lin, Ching-Chuan ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific

member ), Member of society, male )

NEL | it
B 7 BSHN(3) ~ SEHE(D) ~ ZERM(L) ~ AFIEEET)

Medical Personnel

doctor (3) ~ Nurse (1) ~ Pharmacist (1) ~ Epidemiology/
Statistics (2)

IFESE 4 AR ~ (D) ~ tEE A2

Nonmedical Lawyer(1) ~ Social Worker (1) ~ Member of society (2)

Personnel

R 7| EEI) R - HER(L) - ASEREAREHR)

Scientific member doctor (3) ~ Nurse (1) ~ Pharmacist (1) ~ Epidemiology/
Statistics (2)

JERIER 4 ERE(L) ~ (D) ~ tEE A2

non-Scientific Lawyer(1) ~ Social Worker (1) ~ Member of society (2)

member

5 4 BFEN() ~ BEIN2)

male Affiliation with Institution (2) ~ non-Affiliation with Institution
)

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 RSN A L Z Ty b R SRR =02 — -
HEEGHGNT - FEFHITEMERSIRES - SR BN E e 2R
Y 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 i " NS MR R B GRS SOEFEEINE ) AR EEGEHE
FrEfr gy - R Z B EAEREIN IR A RERERZRE — AL -
AN A NZEEG A= U ErZENFE  C A EZEES
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FEAPELI L2 ZE W - 10156 E - BEZERE 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 AN & Presenting staff : (fkfEES omit title)

l%ﬁilllll

it
.

=G (IRBf4ZE)  Ng Sock Ping (IRB secretary )
#IFE (IRB{TEAE) Yeh, Cheng Chi (IRB staff)
#1532 (IRB fTELA &) Lin, Ciao Yun (IRB staff)
HEEEE (IRB {7t A &) Hung, Tsui-Hsia ( IRB staff )
i (IRB{TELAE) Li, Hsin-Yi (IRB staff)
i Leave : (BEfEES omit title)
MEE (BN -~ B Bhl - 51D
Lin, Yen Chih ( Affiliation with Institution, Medical Personne | ( Scientific member ), doctor,
male )

fi5 Absence : (JEfEES omit title)
#% Recorder : #£152% Lin, Ciao Yun

7~ FEFENZ Meeting :

(—) sEmEZE (FBZEFE Fo#EE ) Discussion (theme and decision)

FRE st ik
Ymek 1 210718 EIER AR

CIED

EFFA T MHZIE

Pas S E R R R B (EBE e SRR K o345

YR5E 200612 (ENXeF-Bo

€ LESEEY

srEthiE SR - FHE RIS IHEAR S R
225 Ulb R

FFEA : PREEAE
4RE 130616 (ENXeF-Bo

(AR sh 8 X1 BRSHEERAE 2 WT7E © FRIN BRI {E Y 2 5L
ERA  HER

Y © 150713 (ENXeF-Bo

(AR 6 K] e BB AR N B FR AT R R I AR M
EFFA ¢
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{EBE © 180716 ) - pr—
{;¢ﬁ¢%3ﬁ] AR FI A T SR s R | DR
S R IR A A (R

A s 220 IR RANE A RIS sE

4Rk . 200717 Y?E

(&E% W% S 1K)
EXENEE =

PrRa IR RCETT R fE I — DA
BHVETR

4m5% © 190518
[ HEfEEH]
202107-7
FFFA - ushsR

ATLAS-OLE:—IEgH¥#f Fitusiran J&FFA SR
AN\ B S UM IR e 2. A
2 B RUMAHEENBIIE « RIfZ 2R
S

TFE FESREsET

4o - 190610

[ FEREE]
202107-6
ERA - B

—IE R/ A - RisHEERE I - 5 - 2
OHYEE =HEAER - ST S MR AR SR AR 254
% e DR K R BB 2B R B
Brolucizumab AH#EZHY Aflibercept AR R 224
¥ (RAPTOR)

FE FERE e T

4R%% © 200717
[~EREEM]
202107-3
FRA CRES

PR ek 5 R R T R S E P — DL EE A
BHVER

FE FE R ET

4R5% © 200722
[AERE ]
202106-15
TR EEE)

—IEZ L ~ BERROTIC - S - ST - 2
P iEEs - SFA5 finerenone A EA LEEIE
(NYHA -IV) B0 EmE A% > = 40%
(LVEF >=40%) 28137 28RN T R B
BB 2 -

FE FES R ET

4R%% © 210115
[~EHEEM])
202108-3
FRA - FHEK

—IRHE I~ FElE - T - Pl SHE
i > LLEFli SARS-CoV-2 f e
MVC-COV1901 7 %Mk ~ M2 ME R ey A e

FE AR ET

4m5% © 210115

[ NERE S
[E17E 1K1
202106-14
FRA C FEFRK

—IHF I~ FEN: - EE -~ il &
A% > LLEF(li SARS-CoV-2 B E
MVC-COV1901 Z 2 ~ M2 M R ey A

FE AR ET

4Rk © 210115
(R fEss
17 1 %)
202106-9

EHA  FEHR

—IHF I FEN: - EE -~ il &
A > LLEF(li SARS-CoV-2 B E
MVC-COV1901 Z 2 ~ M2 M R ey A

FE FEREET

HA4H HI0H
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4m5% © 210304
(AR
202107-5
ERA - BB

23 5 MR R

—{EEFE UB-612 f s B M eI m s i B 2
F o N SRR R et
AN SZVERYER 3 ~ 2RI BERR TR ~

FE FESREET

() BElimis > ¥ Z=(f5 55 2% )Report the approved protocol by expedited review

BREEE | JFEREEHE
Fra% | IRB 45k sHEE FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer

1 210605 | BEHEIRIEPR IR TR NI IR R A | BREIE (i) (HE)
IS A im AR S A R A2 28, DU R EE % | Chen Yu (N/A) (N/A)
A S B T Cheng
The prevalence of gestational diabetes among
Taiwanese and the impact
of gestational diabetes and hyperlipidemia on
maternal and neonatal
outcomes, as well as the prevalence of
abnormal blood glucose after
delivery

2 210610 | EIEHBN GFFERE SRS | BEE (i) (&)
By Mei-Ying | (N/A) (N/A)
The Effects of nutritional Care on Body CHEN
Composition Parameters in Cancer Patients
under Radiotherapy

3 210619 | DAEEEAUEFECEE IR ORI | G (i) (GE)
28~ BRSNS RISEE B | Chien, (N/A) (N/A)
A pilot study of applying wearable devices Yu-An
on female nurses to delve into the
relationship between their degree of anxiety
and vital signs

4 210627 | =R BRATY B FITESUaRITHIE | B (i) (&)
Surgery versus Radiotherapy in the Yueh Pan (N/A) (N/A)
Management of High-risk Prostate Cancer

5 210628 | &LPRAEFTYIRREIFRIGEE IR AL | &S (i) (&)
FEThRE RS fEf R YuehPan | (N/A) (N/A)
Risk Factors for Transient Urinary
Incontinence or Erectile Dysfunction after
Transurethral Resection of the Prostate

6 | 210705 |4HARIEHAZ M (FI)4/6 HIEIALSROAHRNT | B (%) -

(%] |FEBEREORE(LHR DarRen (N/A)

A study of cyclin-dependent kinases 4/6 Chen
inhibitor-related cutaneous pigmentary
changes in breast cancer patients

7 210706 |BREPREBEEREFESEECFEARIEE | ot (&) -

[ %%%]) |To elucidate the mechanism of luteolin on the| Yihsuan (N/A)

degradation of tumor proteins in the cervical Hsiao

HS5H 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
cancer cells

(=) s TA% A > 8 5 22 (f5 5,35 25)Report the approved amendment by expedited

review
BERTE | JFRELEHE
Fra% | IRB 45k ST FFEA Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 160615 |EF F R BER G ERIGERE AR | £30H (i) (HE)
[Z£6 k] |EHE Wenfu (N/A) (N/A)
Evaluation on integrative healthcare model Wang
for senile and senile dementia

(VO) e B A > Wt ) 45 (F5 5 38 ) Report the approved interim report by expedited

review
EREE | JFREEEF
Fri% | IRB 45k sHEATH FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 140509 | RALMIEEREORITIRERA TS PR (i) (&)
[ 55 7 2] | Environmental Epidemiologic study in Chien Jien (N/A) (N/A)
Changhua Wen
2 160615 | EAF f R BER G RRIEHAAGERET | E3CH (i) (&)
(5 5K])|5tHE Wenfu (N/A) (N/A)
Evaluation on integrative healthcare model Wang
for senile and senile dementia
(H) MECHFE > 45ZEH 4 Report the final report for reference
EREE | JERRER
FF9% | IRB 4R5% sTE AT FFEA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 180711 | refl by CEEE(MTAM) EFT Y ABGET | BRSFIR (&) (GE)
FLIE SR PR EREE T & (HFA) Z 57 SHOU (N/A) (N/A)
Evaluation of Novel Microtube Array TUNG
Membrane (MTAM) as an Advanced CHEN
Substrate for Hollow Fiber Assay (HFA)—an
Human Research Anti-breast Cancer Drug
Screening Platform
2 180804 | Fy B RER GFAIEREZ PRI | HRAL (HE) (HE)
EZAT R DL SRR AT Chou Tsai | (N/A) (N/A)

6 H HI10H
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BREEE | JFEREH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
A Retrospective Study of the Behavior and Wei
Related Effects in Breast Cancer Patients
Receiving Traditional Chinese Medicine in
Cancer Therapy
3 190818 | SAALL SR HAEFTAAERERYRGEIR | BRI (i) (HE)
EEEGH Yao Li (N/A) (N/A)
Investigation of clinical relevance of novel CHEN
SAAL1 protein in patients with
hepatocellular carcinoma
4 190902 |E&fi & T A HIERE R 2 S BlE M JEPNES (i) (H%)
Development and Application of Hospital Tien-Ming (N/A) (N/A)
Employee Personality Test Scales Chan
5 200103 |\ BHFTIEZEME K7 G A e BEE (i) (H%)
(dermatofibrosarcoma protuberans, DFSP)  |Huichun Tai| (N/A) (N/A)
L B L R AR R D 2 S
(genomic alterations)
Identify genomic alterations associated with
fibrosarcomatous transformation and
metastasis in dermatofibrosarcoma
protuberans (DFSP)
6 201112 |\fpRERETE N ESBERRENT HER © | MHER (9] (H%)
I T B R s TE L Lin, Yu | (N/A) (N/A)
Explaining nurses’ behaviour intention Chiao
towards participate health examinations: The
amendment and extension of the model of
goal-directed behavior
(7)) it EFEE 2 2% 1k #it5 Report the terminated protocol :
Frie | IRB 4g5t st FRA |BFELEE| FEER
190701  |fEE2EHERESSE GRS EHEER | MrE2E | #8) Fha
R Y S SR LinYan | (N/A) File for
1 Using high flow nasal cannula in acute Ren reference
exacerbation of chronic obstructive pulmonary
disease ----- emergency department study
SFIERIN - B BEREEER HENC » B THSEAI A2 -

FTH - HI0H
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191115 | —IHEHWERTSEET T ir B rpe g2 | Ml | (18) FE

A NEy e W= EEE Y il b Jin-Chin | (N/A) File for
(HNSCC)JifE » 5¥fiLL DDR £E93EfT-figri | Lin reference

JEIR Z VIR Y R R

A Clinical Trial to investigate biomarker effects

2 of pre-surgical treatment with DDR agents in
patients with Head and Neck Squamous Cell
Carcinoma (HNSCC) who are planned to
undergo surgery that is likely to be followed by
radiotherapy and/or chemotherapy
SR ¢ BB 2021 4F 01 H 19 HERANE S ETHIREBIE 2 &E » BN
BRI Z AT R T SR A S A B 4R e e 5 o S ARG T 2B
KR HOREK A © SFEM - E R AMMSek - Bgrghs 2021 42 01 H 21
HiBRI AR E > £ A Skt 2021 42 03 H 10 HEE5C % TFDA #ff -
() HEEFESE 2 {EH 5 Report the suspended protocol @ (4 None )
(V) MECHFEE ZEZEH Report the withdraw protocol @ (4 None )
(L) e s~ B e/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB
Bt fe I IRB/
FFi% | IRB 4R5k C-IRB/NRPB 451t PEELREL o
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage \
protocol No.
=HELFE  Protocol title
1 190516 [CIRB] 107CIRB09143 BEZEE O N HEEIX YRR
Yu Yang
—IHEE 3b W~ FEOYHC - Y - LREEIEEES o PRI 3 RS TRCLOL AT
TE & 18 1 5 i e LY RSN 22 e 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
9 190518 [CIRB] 108CIRB03036 | ZEZ 5K )5 bR
Ming Ching Shen
ATLAS-OLE:—JH$H¥} Fitusiran J&H AR A RN /(8 LA A IR e 2
A B¢ B BIMMAR BB - REIZS R
ATLAS-OLE: An Open-label, Long-term Safety and Efficacy Study of Fitusiran in Patients with
Hemophilia A or B, with or without Inhibitory Antibodies to Factor VIII or IX
3 200614 [CIRB]) 109CIRB03040 |SEEZEE 2 X ¢IFE PRAEH
Jin-Chin Lin

BT S AT RE 2 48 0 s pp A SRR H AR B R 2 A8 S M B RS MR B SR AT IR A B B - P2
Monalizumab EZZRERIGEA Cetuximab #Y—IHES =1 ~ BEfE 2 EC - 5 - 2l - 2R
5

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

H8H HI0H
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201007 [CIRB]) 109CIRB07120 |$$FH 255K )58 IRifEZ R
Nan Ying Chiu

—IEPER Y IC ~ B ~ SEOEE T RS BIRENE - ZP0aEs o st R s
P 17 22 (B WS AR 7 22 1 B AR 2R (R > Ee e A B B RN R A R B 28
F o aHEEMERIE Esketamine S IEFEFHEY Quetiapine RHEEMEEERSE « B ~ L AT
=M

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

210115 [CIRB] 109CIRB10206 BMEZEE 2R HEEI1IRX BEEHE
Yu-Lin Lee

—IHGE W] mUEETE - E - L ZHE SIS 0 DIGE(E SARS-CoV-2 g B B
MVC-COV1901 a1 ~ M~z M S e AR e

A Phase Il, Prospective, Double-blinded, Multi-Centered, Multi-Regional Study to Evaluate the
Safety, Tolerability and Immunogenicity of the SARS-CoV-2 vaccine candidate MVC-COV1901

210116 [CIRB]) 109CIRB10183 B ZEEE 3 W IS5 YN
DarRen Chen

—IHFE =M~ ZHul ~ BEr - B ~ JETEEIR - fEREZATEM BRI A LB EUR TR
TEERMEEEIE BRI = e NEER A RA 288 2 (HER2) [SMERE A ZslE T » thig
TRASTUZUMAB DERUXTECAN(T-DXd) Ei TRASTUZUMAB EMTANSINE (T-DM1) &
5

A Phase 3, Multicenter, Randomized, Open-Label, Active-Controlled Study of Trastuzumab
Deruxtecan (T-DXd) Versus Trastuzumab Emtansine (T-DM1) in Subjects with High-Risk
HER2-Positive Primary Breast Cancer Who Have Residual Invasive Disease in Breast or Axillary
Lymph Nodes Following Neoadjuvant Therapy

210304 [CIRB] 109CIRB11216 |#EHZEE 2 0 ¥)5& 5[ 2%
Chun Eng Liu

—{EEHE UB-612 e R M AL IR SN B/ DA ~ IE R R s A R M - e
PEEN SZ MR8 1 ~ ZeRIAIRER - B DIK - BIEE S T REER

A Phase I, Placebo-controlled, Randomized, Observer-blind Study to Evaluate the Immunogenicity,
Safety and Tolerability of UB-612 Vaccine against COVID-19 in Adolescent, Younger and Elderly
Adult Volunteers

210425 [CIRB] 109CIRB12231 |$EHZEH 1 X ¢ PREE T
ChingHsiung Lin

—IA R 52 JAIEEYE - B - SRR BT Zrful o JESIMESE - BFAl GSK3511294
£ Mepolizumab =% Benralizumab FHEE - FHFRESEE MR AL B SRt < BRI /DA 2 B Y
PRSI ~ R R HYEA R A 2o 2 1

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

180815 [CIRB]) 107CIRB05077 HA #4458 3 R F% [ HE 2
San Ni Chen

FOH HI0H
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—IHZ L ~ BT - BEREC - RIE RO o $H EA AR M M s D B Y A
# » @i Conbercept ARERIZ R AS T I HUF e e

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

10 180819 [CIRB]) 106CIRB11168 |HAf #5556 3 X W& FE %
KuanMing Lai
REFINE : Regorafenib fEHT4HiRt 2 AVEIZ2 MR SE
REFINE: Regorafenib observational study in hepatocellular carcinoma
1 190815 [CIRB]) 108CIRB04065 |HAf #5556 2 X W& BRAESL
Wei Wen Su

—THRR S ERFETVE =0~ S0 8E - BT - 2000 HBV 7 (k) BOAR:
ZHERR AR D B R e SR AT - &Fih 50 mg Lonafarnib/100 mg Ritonavir BID &
FCE A AT 180 meg PEG IGN-alfa-2a f745 48 #HA AT » fHELHY PEG IFN-alfa-2a BE—# A E
ZRIFD eI ez (D-LIVR)

A Phase 3, Matrix Design, Partially Double-Blind, Randomized Study of the Efficacy and Safety of
50 mg Lonafarnib/100 mg Ritonavir BID with and without 180 mcg PEG IFN-alfa-2a for 48 Weeks
Compared with PEG IFN-alfa-2a Monotherapy and Placebo Treatment in Patients Chronically
Infected with Hepatitis Delta Virus Being Maintained on Anti-HBV Nucleos(t)ide Therapy
(D-LIVR)

%10 H 3 10 H




