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2021 year 9th-B IRB Meeting Minutes
HA Date(YY/MM/DD) : 2021 409 H 24 H ( EHiH)
fi] Time : 12:30-13:18
BE Location : /A Bl EiZ% B =
J&% Chairperson :

BIRRK(BFEA ~ B ~ B&ET - 551E)
Liu, Sen-Yung ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

HHE 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 )
PRETF(BEA ~ B8 ~ B30T ~ 557F) [IRB 210508 ~ 180816 F1J5s A e - [F] 73} B il
IRB 210508 - 180816 Avoiding conflicts of interest- Physician of the same
department] Chen, Yen-Yu ( Affiliation with Institution, Medical Personnel ( Scientific
member ), doctor, male )
MRERFE(BEA ~ BHR ~ ZERT - 5B1E)
Lin, Yi-Hsiang ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, male )

wRE(EA ~ JERRE ~ (LR - M)

Hwang, Rour-Ting ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Social Worker, female )

A HERE (b ~ B -ty A~ 20iE)
Hsieh, Ya-Hui ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Member of society, female )

PRER(BSE ~ FREH ~ g AL~ 1)

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

ME=(FBSE ~ R ~ FRERESE - i)
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Lin, Chien Yun ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Law, female )

FEZZEeIN - FFER - g AL - BiE)
Wang, Fu-Yan ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )

ZEs (Bedh - FERR ~ AERRAE ~ Bit)
Lee, Chi-Fong (Affiliation with Institution ( Wife is CCH employee ), Nonmedical
Personnel ( non-Scientific member ), Patient group representative, male )

N | sk

B 6 | BEANE) ~ ZEAH(L) ~ Feat(D) ~ thE AL(D)

Medical Personnel doctor (3) , Pharmacist (1) , Statistics (1), Member of
society(1)

B 5 | ftE AE(3) ~ AR(L) - mAEREAREQ)

Nonmedical Member of society (3) , Law(1), Patient group

Personnel representative(1)

Pl 6 | BEANE) ~ ZEAH(L) ~ Feat(D) ~ thE AL(D)

Scientific member doctor (3) , Pharmacist (1) , Statistics (1), Member of
society(1)

R 5 |+t AEQ) - JEEQ) ~ mAEREAERQ)

non-Scientific Member of society (3) , Law(1), Patient group

member representative(1)

Es 7 BEAE) - Bedh4)

male Affiliation with Institution (4) , non-Affiliation with
Institution (3)

B’8 4 | BeN@) ~ BedN2)

female Affiliation with Institution (2) , non-Affiliation with
Institution (2)

f#E¥ Remarks :

O {45 " NB7EL ) Bk FEGEEZAE AL L GE8ERERH
{1 o == /NI SN R 4 2 -4 D /NG = i o N il & et 229311 Y = 39T
=nZ— - HEEGHGR - GEFEHIETEHBEEERESR - SRS
R EREHE 2 R FF G = F, - 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
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appropriate group affiliated with the human subjects, to attend and provide

comments.”
@ ki " NS AL S gHS OEEEHEINE | BN R  FEgHH
—RIEFEE R HHEZEBEEESEIN I ERAYBERIELS RS

E— AP E-AALE - ARt NZEEE EAF=22 U ELZZEHFE
A EZEES  EAFEU L CZELE  nEHE - HEZESRE
—MERIEE » AEHEETTEE - 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.”

H[f& N & Presenting staff : (JEkfEHS omit title)

B =05 Ng Sock Ping (IRB secretary )
B EEEHE Yeh, Cheng Chi (IRB staff)
B HKI5ZE Lin, Ciao Yun (IRB staff)

B H3EEE Hung, Tsui-Hsia ( IRB staff)
B R Li Hsin-Yi (IRB staff)

55 &2 Leave : (JEkf@mES omit title)

B St - B - BSET - )

Liu, Po-l (non-Affiliation with Institution, Medical Personnel ( Scientific member ), doctor, male )
Eh J& Absence : (BEfEES omit title)
B $% Recorder : #£¥5 %% Lin, Ciao Yun

T~ EH#AA Meeting -

(—) shamdZE (FZEF B R Discussion (theme and decision)

i o 2 ek
Uk © 210508 LLAETR R SR A AR IR | 10k Approved
CLET FEN o .

RS 1 K]
TRA B
Pl: Wu Shao Yen
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dmirc - 180816 PR ARG 2 B ST 4 E ~ K 4RAS R AR | #Z4 Approved
(i sREss 3 K] FAE R T

FFRA RIS

Pl: Hung Ming Wu

ek © 190914 TEFCHIA IR 5 B MG RS MR T T (EMRET LS

(A58 2 K]
FFRA  E2IE
PI: Chuan Cheng
Wang

1 > Eh#e NUC-1031 fif1_| cisplatin Ei gemcitabine
Hi_E cisplatin (Y—TEEE = 8f ~ BAIIUE R ~ 2
O~ BER B e B

Minor revisions
required

4wk © 210321

(45% EFS 1X]
[EEEE

FFRA ¢ PRE

PI: Hsien- Meng Chen

EOBD A A I kBT

7t AR
#E{T File, agree on
continue the trial

4R © 200820
(]
2021-08-18 W4

Gt s
202108-13
FHRFA ¢ ERYESC
Pl: Wei Wen Su

APl GSK3228836 Jai#IEM: B AUFF K
2l 2 R VRS b STl ~ B
W ic ~ B ETE ~ PTaElEg (B-Clear)

G FER R E
#E{T File, agree on
continue the trial

4m5E + 210321
[(AEfEEF]
2021-08-17 #1144

sl 2=

SR ER A A B SR R TR

i FEER e
#E{T File, agree on
continue the trial
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202108-11
ERA  BRER

PI: Hsien- Meng Chen

() B ¥ 2 ZE (5 52 E) Report the approved protocol by expedited review

BETE | JFEEEE
FF9% | IRB 4R5% srE ST FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer

1 210708 | FEEAGER T AEEHEE S P EE | MRELE (H%) (B%)
TRNEA TR Ching (N/A) (N/A)
Cancer Precision Medicine and Biobank Hsiung Lin
Consortium Collaboration Pilot Project

2 210719 | Fighe X St SSEIEA A TR ZEI 25 | =B (H&) (H%)
BEpHER Kuo-Yang | () (N/A)
Chest X ray nodule Al assisted detection Huang
model development

3 210803 |HRfErfcz e es BUHA IR S RE TR | MREERG (9 (H%)
PRSP RIIRAGE L EERSE | Sheng Hao | ), N/A)
Correlation between impulse oscillometry Lin
and traditional lung function in positive
bronchodilator response - Retrospective
Study

4 210808 | bhiscsH@Alleni s R AIERERIT EHIR | £FRE (B8) (B%)
Hia e RN M _ _ Wang Bing (N/A) (N/A)
Pleural peels tissue culture and pleural fluid Yen
culture for empyema

5 | 210809 |COVID-19 ME{EZENEZ ZRITHEH | MEE (%) (%)
HigIH | . LinYan | s (N/A)
Epidemiological and prognostic analysis of Ren
COVID-19 reported cases in emergency
department

6 | 210817 |LATEEmEIZEORsMG BETE | HER (%) (%)
o R T VR IR
Application of artificial intelligence to assist Huang

CT diagnosis of thoracic trauma

(=) |ETIE A 8 5 22 (f5 5,35 4) Report the approved amendment by expedited

review
EREEE | JFEREEE
J79% | IRB 4R5k sHEE FHA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 191227 | {EFipEREIEEEE T R EEEIRTE | 2128 (B8) (%)
(5 3 0] | BB Rebtste (AR JEF |Yen Tze Liu| N/A)

The establishment of the health examination

HS5H HI0H




2021 FFEE 9k £ IRB i

BELE | JEREER

FFo% | IRB 455 T EATE ERA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer

database for big data analytics and risk
prediction model, and the application of
personalized precision healthcare

2 210626 |‘FEEMEMIERENE] EEREDIEHENGT | A8 (%) (%)
(%5 1R] |/ a2 e g irm el s 2 Chiu Yu
o o . (N/A) (N/A)
Does nail diameter or canal-nail difference Shih

really affect union time after intramedullary
nailing of femoral shaft fracture?

(VO e T A > BT 8 45 (75 50 38 2%) Report the approved interim report by expedited

review
BETE | JFEEEE
J75% | IRB 4R55% sHEATH FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 150013 | FLHFEEGRPR = N IEESTEARN E I | IS (%) (%)
{% 6 :)/_\’] g%ﬁé?L%/%%ifﬁéﬁifi N 'Dfi N ﬁ’lﬁ&%i Hung Wen (N/A) (N/A)
G 2% 1H [ 5 A Lai
Compare CCPC breast cancer care program
with conventional breast cancer care program
in breast cancer patients in physical,
phycological, spiritual and social aspects
2 160809 | i 4kfEsZiE Sofosbuvir Lt METHEER | 1RAHE (H) (H)
(55 ] | B 191 C MEF S pBERFR AT | YuChun | (0 N/A)
R EATRIR Z B 5T Hsu
Long-term hepatic and extra-hepatic
outcomes of CHC patients post
sofosbuvir-based IFN-free treatment
(LONGHEAD study)
3 180709 | —THZE 2/3 HA ~ BEMEYEC - ¥ - R | BUEE (%) (%)
(55 3 XY | RUEMEEE - SE175340 ~ Zrh0adlgatsEE 0 | HsuHeng (N/A) (N/A)
St Guselkumab {5 FH > o [ 22 BB S V5 &) Yen
P T P2 R 2 B RO 22 2 1
A Phase 2/3, Randomized, Double-blind,
Placebo- and Active-controlled,
Parallel-group, Multicenter Protocol to
Evaluate the Efficacy and Safety of
Guselkumab in Participants with
Moderately to Severely Active Crohn’s
Disease
4 200823 | MRRERERMERR ABEE @it TR | BRIFES (H&) (H%)
(25 1 K] | PUIBE B TE DG BRE] 2 R Ming-ling (N/A) (N/A)
Investigation and analysis of the effect of fall Chen
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BETE | JFEEEE
FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
prevention in hospitalized patients with
hematological oncology
5 200834 THLARER REIRGEEEE A H— | BT (%) (H%)
(56 12R] | Hur 2 8855 HsuHeng (N/A) (N/A)
Drug compliance in Gl disease: a single Yen
center experience
6 200912 %S TIREREIEREAI A EE N AR BEEIR | R HE (B8) (H%)
(25 1 K] | SEREnt 2 1B Ling Jane (N/A) (N/A)
Nutrition interventions for the treatment of Tsai
non-alcoholic fatty liver disease in adults
7 201010 | DAZEVREGERG RISl FEORIS AT 32 2 e | HHSEEE (B%) (H%)
[ 25 1 Zx ] | Predict the progress of chronic hepatitis with |Mei-Tai Hu (N/A) (N/A)
biomarker modules of detected values.
(1) MECHFE > 45ZEH 4 Report the final report for reference
BRETE | JFEEEE
J75% | IRB 4R55% sHEATH FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer

1 160316 | KH5#E £ < kit Wik Rabll BRAES (H%) (B%)
CA8 S';%?FE%gﬁ.&H’ﬁ i*a%ﬁ%z%ﬁﬁ% Wei Wen Su (N/A) (N/A)
7H
Clinical correlation of Gut microbiota and
Rab11 and CAS8 expression in human
colorectal cancer with impaired glucose
metabolism.

2 181263 |Febl /G EEHVRASEEETITEZ CES Tl (H%) (B%)
The etiology and prognosis of fetus who WanJu Wu (N/A) (N/A)
underwent fetal therapy.

3 191015 |4 A2k B B VB E AN I & 4 wOCE (B%) (H%)
(Beers Criteria) 2 fHEE MRS - Ng Sock (N/A) (N/A)
Association between potentially Ping
inappropriate medication (Beers criteria) and
emergency department visits among the
elderly

4 200407 |4 A B T IERF(EHERRL [ERESZ (W) (H%)
Intervene in the effectiveness of employee CHEN (N/A) (N/A)
health promotion CHIA LIN

5 200415 |MERREALE FMHEER T BRSNS | fEETE (H%) (H%)
Development and Investigation of Validity LAI SHIH (N/A) (N/A)
and Reliability of the Maternal CHIEN
Breastfeeding Autonomy Scale

6 201002 | Zfr B i B A e R v < ORI P (B8) (H%)
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EREE | JFREEF
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
2 BT Hsin-Tzu | (N/A) (N/A)
Predictors of receiving flu vaccine among Li
pregnant couples: Multi-center cohort study

(7N) W& EFEE 2 4% s Report the terminated protocol (4 None )
(b)) HMECHFEEEH Report the suspended protocol (4 None )
(V) MECHFEE ZHZE#Hi Report the withdraw protocol (4 None )

(L) s s~ B e/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB

Ed & NIRB/

5| IRB 455 HEL Y %
FF5% i C-IRBINRPB 452 P& S EXS N
SrETH
. 190315 [CIRB) 108CIRB01004 |&#E %45 7 & W& BE =

HsuHeng Yen

P AN BART- AR R G BE 2 Jepi = B M DU RO A 2 253 - 5% Cabozantinib (XL184)
FH Atezolizumab FHEZY Sorafenib fy—TEFEH T ECETIESE 3 HASES

A Randomized, Controlled Phase 3 Study of Cabozantinib (XL184) in Combination with
Atezolizumab versus Sorafenib in Subjects with Advanced Hepatocellular Carcinoma Who Have Not
Received Previous Systemic Anticancer Therapy

200209 [CIRB] 107CIRB09149 |$¥FZEFE 4K #IE PREEfAE
Sheng Hao Lin

—IHE =M - B - LRI BIFEZ T LaEER o $HE R UIBR 2 58 A K S = AR N
HeaffiFa(NSCLC) 2% » SFAG(E A AT R/ B 14 Durvalumab J&HFAYERSL (AEGEAN)

A Phase Ill, Double-blind, Placebo controlled, Multi-center International Study of
Neoadjuvant/adjuvant Durvalumab for the Treatment of Patients with Resectable Stages Il and IlI
Non-small Cell Lung Cancer (AEGEAN)

200615 [CIRB]) 109CIRB02015 |85 ZE5E 3 X & EXH
Wenfu Wang

E£= b HY - BRBESR ~ 290 ~ 55d BIIB037 (aducanumab ) FHANSCHETS N Aducanumab
221AD103 221AD301, 221AD302 F1 221AD205 B e 22 8T 2 sl & =~ L sl

Phase 3b Open-Label, Multicenter, Safety Study of BIIB037 (aducanumab) in Subjects With
Alzheimer’s Disease Who Had Previously Participated in the Aducanumab Studies 221AD103,
221AD301, 221AD302, and 221AD205

200725 [CIRB] 109CIRB03044 |$:FHZE5E 5K ()& ERAESL
Wei Wen Su

—IAERAENE B AR RERI2I0E T - 5P VTP-300 G HFA Nivolumab Y24
M ~ sz M S ez R MR EE 1b/2a BRBH U~ eER

A Phase 1b/2a, Open-Label Study to Evaluate the Safety, Tolerability and Immunogenicity of
VTP-300 with or without Nivolumab in Participants with Chronic Hepatitis B infection

H8H HI0H
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200802 [CIRB] 109CIRB05082 |%#EZEE 3 X W#)5& IS G
Hsuan Yu Lin

—IHE =M ~ O C - FIRUESC - AROREE RIS st o S HaTE R R HIE
JARHME MR EIMALRRE (PNH) &% 57 CROVALIMAB iy ECULIZUMAB fy
TR R

A Phase Ill, Randomized, Open-label, Active-controlled, Multicenter Study Evaluating the Efficacy
and Safety of CROVALIMAB Versus ECULIZUMAB In Patients with Paroxysmal Nocturnal
Hemoglobinuria (PNH) Currently Treated with Complement Inhibitors

200803 [CIRB] 109CIRB05083 |%#EZEE 3 X W#)5& S G
Hsuan Yu Lin

—IHE =M ~ B C ~ FIRUESC - AROREE RIS st o S SRR 2 aaa IR
JARHIME MR EIMALRRE (PNH) £% - 57 CROVALIMAB i)y ECULIZUMAB fy
R

A Phase Ill, Randomized, Open-label, Active-controlled, Multicenter Study Evaluating the Efficacy
and Safety of CROVALIMAB Versus ECULIZUMAB In Patients with Paroxysmal Nocturnal
Hemoglobinuria (PNH) Not Previously Treated with Complement Inhibitors

200820 [CIRB] 109CIRB06093.1 |#EZEFE 5 W& ERAES
Wei Wen Su

SEAG{E GSK3228836 JEFEMEME B BURT RIFHEM el & 2 L 2 MERvEE b #HZ Hu0 -
BEt I ~ By et - PT4HEER (B-Clear)

Phase Ilb Multi-Center, Randomised, Partial-Blind Parallel Cohort Study to Assess the Efficacy and
Safety of Treatment with GSK3228836 in Participants with Chronic Hepatitis B Virus (B-Clear)

200903 [CIRB]) 109CIRB04069 |$#BIZEE 5 #J&F% BT
KuanMing Lai

TEg Pz mAmiiets (HCT) HEHES AP ERSWE (RSV) EIFRGERE: (URTI) #Y
RAEsZE BT -G RV521 B et - M2 SRR ~ B - ZRRE e
Randomized, double-blind, placebo-controlled trial of the safety, tolerability, and efficacy of RV521 in
the treatment of adult subjects who have undergone hematopoietic cell transplantation (HCT) with a
documented upper respiratory tract infection (URTI) with respiratory syncytial virus (RSV)

201119 [CIRB]) 109CIRB07123 |$#FZH 4R I Pef <7 R
SHOU TUNG
CHEN

—IES B~ BTG ~ BERCME ~ 2t > BT BEGR 2 MERERZHE T - HER2 [2
VeGSR AL 8 - SFAh GDC-9545 AHETIN BERMEE RN 73 b B — 50 ANV RURI
2zt

A PHASE I, RANDOMIZED, OPEN-LABEL, MULTICENTER STUDY EVALUATING THE
EFFICACY AND SAFETY OF GDC-9545 COMPARED WITH PHYSICIAN’S CHOICE OF
ENDOCRINE MONOTHERAPY IN PATIENTS WITH PREVIOUSLY TREATED ESTROGEN
RECEPTOR-POSITIVE, HER2-NEGATIVE LOCALLY ADVANCED OR METASTATIC BREAST
CANCER

10

210312 [CIRB] 109CIRB11220 |$¥EHZE5E 3 X ()& =
Yu Chun Hsu

vidi
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—IAERES BRII-835 (VIR-2218)F1 BRII-179 (VBI-2601) & (fEEA M AR EME B AR R EHE
(HBV) R 2 Ze = ARy EE 2 #H ~ Zrfuly ~ BB IC ~ BERCES SR

A Phase 2 Multicenter, Randomized, Open-label Study to Investigate the Safety and Efficacy of
BRII-835 (VIR-2218) and BRII-179 (VBI-2601) Combination Therapy for the Treatment of Chronic
Hepatitis B Virus (HBV) Infection

1 210622 [CIRB] 110CIRB3054 |SfHZEH 1 X {)F Bl
Nan Ying Chiu
PR 5 BR 54135419TRD3013 Yy Esketamine & FHIE 5 695 < S 6 AV B [ B B fE B & AT
TTHYBA I £ BAZE e 5l
Open-label Long-Term Extension Study for Participants with Treatment-Resistant Major Depressive
Disorder Who are Continuing Esketamine Nasal Spray Treatment From Study 54135419TRD3013
12 170904 [CIRB] 106CIRB04073 |HAf s 4 X HHFFE LXK 4 EE
Bin Chuan Ji

EERMEE =0 - B EC - Z 0 - BIROERS - 2 IRAVEE RS SR - P4 Durvalumab =
Durvalumab fjii_E= Tremelimumab §fF &3 M > R ERE IR NHREATEE (NSCLC) E&HY
E—4iaE (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)

410 H 3 10 H




