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2020 year 11th-B IRB Meeting Minutes
—~ [ HA Date(YY/MM/DD) : 2020 £ 11 H 20 H (EHiH)
£ fe] Time @ 12:30-13:35
=~y BE Location : fE/ A Bl Ei2% B =
g~ F [ Chairperson :
TR (BEA ~ BR - BEED - FB1E)
Yeh, Kun-Tu ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor, male )
HifFE A& Attendant : (i fEES omit title)
SRR - B gt B
Yang, Chueh Ko ( Affiliation with Institution, Medical Personnel ( Scientific member ),
statistics, male )

W EBIE (e ~ BT BEET - 22M)
Chen, Wan-Chin ( Affiliation with Institution, Medical Personnel ( Scientific member ),
doctor, female )

B R (BeA ~ B BED - 51
Yang, Yuan-Po ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

W ETAEGER ~ BT gERT - 22M)
Tsai, Yu-Chuan ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, female )

B RSN SRR TR 1)
Hwang, Rour-Ting ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Social Worker, female )

B BR(Be ~ B BRET - 51

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

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

B REERGS ~ FREE -~ EE AL B

Chen, Chih-Tung ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, male )
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ME=(BESE ~ R ~ TRERESE - L)

Lin, Chien Yun ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Law, female )

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

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

N | st

B 7 | BEAN(4) ~ ZEEW(L) ~ HeEt(D) ~ thEAE(D)

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

B 5 | fhE AE(3) ~ AR(L) - mAEREAEQ)

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

Personnel representative(1)

FE2 7 | BEAN(4) ~ ZEEW(L) ~ HEEt(D) ~ thEAE(D)

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

Rl 5 | FtE AL(3)  SEE(L) L EmEtE1)

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

member representative(1)

Es 7 BEN@) - BeAh3)

male Affiliation with Institution (5) , non-Affiliation with
Institution (2)

B’8 5 | BENE) - BedN2)

female Affiliation with Institution (3) , non-Affiliation with
Institution (2)

f#E¥ Remarks :

O {45 " NB7EL ) Bk FEGEEZAE DAL L GE8ERERH
(Lo == /NSNS R 4 2 14D /NG = i o N il & et 229311 Y = 39T
=nZ— - HEEGHGR RGN EHBEEERESR - SRS
T EREHE R FTF G = 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
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attendance of experts familiar with the research field, or representatives of any
appropriate group affiliated with the human subjects, to attend and provide

comments.”

= A SOEFE RN E ) BNk - FEG AR
—RAEFFEE RN > R Z BB 2 IF B Y BRSNS 7R
E— AU E-TAL - AREAZEEG BE=172 "M EZZEEHE
AL EZEEE  EELEL L2 ZEHE - (AEHE - HEZEERE
— 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.”

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

B EEEHE Yeh, Cheng Chi (IRB staff)

B HKI5ZE Lin, Ciao Yun (IRB staff)

B Zfrkf L, Hsin-Yi (IRB staff)

55 &2 Leave : (JEkfEES omit title)

Eh J& Absence : (BEfEES omit title)

B #% Recorder : #£35%= Lin, Ciao Yun
i~ FEFENZ Meeting :

(—) SIEmEZE (FZEEXEE R ) Discussion (theme and decision)

T BT DAt
B R R 1 PIERIES
A | T
4R9% © 201106 (ENREF TS

Ly s AE s B EE R T il0ig - A0 AME
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%%:B“w Y L
Cowgsoy | BE S AR
EREA C BREE
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45k - 170418 % AE
(8 EE 1R] B ERSHT RIS B 2 TRIE R T
RS Nl
&moT © 180709 —IAES 2/3 M -~ BEIRSIC - Y - ZRIFIADE | /24
CLEECHES! PESIE ~ SPAT o ~ ZhLatRstE o B
g - . Guselkumab NRMEE SR i) i 2
R B ﬁ%@%ﬁ@%ﬁgggr; R
4% ¢ 090902 e |
(i35 11 %) f}iﬁ%ﬁ@t&.ﬁ%ﬁﬁ BEERIBEYIE S 2 S5y
TR BEEA
4R ¢ 151017 . o EIF &R
[ 5 20) é)%‘?’?x‘fi - BT SRR R R T e e
EFRFA C OBE
4R35 1 181019 " i B | EEREE
(325 2 20 ) g%iii@%g%WZW@ﬁ ~ R ARG AR
FFA - BIEEA
4wk © 181220 o BTk
(A5 2 20 2;@1&5?% SERER B BE 1 R TR AR 2 AR

EFFA

4met ¢ 170403
(REREET [BE]
202010-1

EFA C EEE

—IE R (et - (R BIESIEEERE R=Z
st SE(E Filgotinib (Y2241

T FE R ET

4m5% © 200505
(R mE]
202009-7

FEFFA B

—IES 1b ] - BEMROEC ~ e - LRIEHIE
HyEER > ST HATRRERZIGH A R SR MUERY
telt B MUAT R WEERGER > 57l EDP-514
2k~ 2l - VB D8 KRS

FE AR ET

() Blimis > ¥ Z(f5 525 4) Report the approved protocol

by expedited review

BREEE | JFEREEH
FF% | IRB 4m5ik sHETE FFFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 | 200823 |MRMERERHMERSR ABLESERREE MRS | R (HE) (%)
T BB B TEI R (] B Pan (N/A) (N/A)
Investigation and analysis of the effect of fall | Tsai-Wen
prevention in hospitalized patients with
hematological oncology
2 200912 %S TIREREIEREII A EE T AR BHEIR | R H (&) (H&)
BEHERE Z 1B LingJane | (N/A) (N/A)
Nutrition interventions for the treatment of Tsai
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BREEE | JEEREEH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer

non-alcoholic fatty liver disease in adults

3 201002 | B BELAPm B PSSR R v < TEUATEA] P (i) (HE)
Z 1 ZHuLiBHErTTE Hsin-Tzu Li| (N/A) (N/A)
Predictors of receiving flu vaccine among
pregnant couples: Multi-center cohort study

4 201004 | CEEFHAIRE/ NIHREATE RS oGS TglE | £R2 (i) (HE)
PR AL AT ER DI ER il LB LT ATET DIFRiTHY | Wang Bing | (N/A) (N/A)
& Yen
Comparison of image-guided video-assisted
thoracoscopic surgery extended
segmentectomy with traditional
segmentectomy for early stage non-small cell
lung cancer

5 201010 | DI AR AH EDATE MR S ~ #Efe | BH55EE (i) (HE)
Predict the progress of chronic hepatitis with |Mei-Tai Hu| (N/A) (N/A)
biomarker modules of detected values.

6 | 201013 |[AKEELZHL AKT/ mTOR HIHIFIGLIGHRE | SR (%) (%)

(] | ER RS E =2 A AR E | Han Tsang | (N/A) (N/A)

TR HERET Wu

Exploration of the combination treatment of
luteolin and AKT/mTOR inhibitor on
androgen receptor-positive triple-negative
breast cancer cell proliferation and metastasis

(=) HEEZMHE

$8 5 22 (f 55 #%) Report the approved amendment by expedited

review
BETE | JFBELE
Fra% | IRB g5k aTEE AT EX= YN Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 120511 | &8 AgeAEYrERERZOERIEZ 4 | E3CH () (9]
(265 52k ]) | fEasnss Wenfu (N/A) (N/A)
Taiwan Biobank: Biosiganture study in Wang
Alzheimer disease
2 140714 | —IESHHEAEWHI=EEMARE (TNBC) | [HSFHE (1) (H%)
(5 8 ) | 2383 » DISTERER Veliparib fi1 Shou-Tung (N/A) (N/A)
Carboplatin JAEEAERTEMEA LA IE A | Chen

Carboplatin = EEAE HiT B M LR AR AR
TS EA LR 22 e PR BLRA a2 BT
ZRIEEE - s 5 3 W

A Randomized, Placebo-Controlled,
Double-Blind, Phase 3 Study Evaluating
Safety and Efficacy of the Addition of

HSH HTH
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EREE | JFEEEF
Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Veliparib Plus Carboplatin Versus the
Addition of Carboplatin to Standard
Neoadjuvant Chemotherapy Versus Standard
Neoadjuvant Chemotherapy in Subjects with
Early Stage Triple Negative Breast Cancer
(TNBC)
3 191254 | {tl&@ S AT 2 B E WG4 55 —ATRE | &RORIL (HE) (&)
(25 1 XY |RIm ANz ShihLiSu | (N/A) (N/A)
Effect of the community pharmacist
participated in diabetes shared care network
on type 2 diabetics

(VO R T A > #8745 (75 50 38 2%) Report the approved interim report by expedited
review ()

(H) HEEEE 2 4EZEH Report the final report for reference (4 )
(7N) HEEFEE 24545 Report the terminated protocol

FPoe|  IRB &bk sTEH FRA | BREFE | FEER
180607 SAPRFAENEL PGY B2 B HYHEE AR (H%) &
1 A dialogue between a clinical teacher and PGY  |Chun-Chieh| (N/A) File for
students. Chiu reference

SEIEFEA T EARS

(&) HEEHFEZEFHE Report the suspended protocol (4 )
(V) HEEFEE ZRZEH 5 Report the withdraw protocol (4 )

(L) sz AE 2 B e/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB

B f#7f5e /JIRB/ P EG 2R 8
g IRB 472 S
Frisk e C-IRB/NRPB 475E ST
ST
1 190517 [CIRB] 108CIRB02015 | S5 255 4 20 ))& F&IE

ChuanCheng Wang

AIM-HN Kz SEQ-HN &% : —IH 2 B¥eH ~ JELLECM: - Aadtalls - 5745 Tipifarnib {E77H HRAS
ZESENBASHAN IR GRS (HNSCC) BE VBN (AIM-HN) » LUK, HRAS ZESR3AEE — 4R B
FEAMY HNSCC 2 FRRUSZ FE 24 (SEQ-HN)

The AIM-HN and SEQ-HN Study: A 2 Cohort, Non-comparative, Pivotal Study Evaluating the Efficacy
of Tipifarnib in Patients with Head and Neck Squamous Cell Carcinoma (HNSCC) with HRAS
Mutations (AIM-HN) and the Impact of HRAS Mutations on Response to First Line Systemic Therapies
for HNSCC (SEQ-HN)
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200208 [CIRB) 108CIRB10160 |85 ZEEE 2 20 #J)5% PREEfE
Sheng Hao Lin

LIBRETTO-431 : —IHZ L, ~ BEMETEC ~ FAES R ~ 55 3 HHEUER » LLEL Selpercatinib EAL & 4{1A
Pemetrexed J7E (£ FI SR B i Pembrolizumab » f8 Ry MASGEES 1 RET b &Iy E/ NIRRT
HIRIHR G

LIBRETTO-431: A Multicenter, Randomized, Open-Label, Phase 3 Trial Comparing Selpercatinib to
Platinum-Based and Pemetrexed Therapy with or without Pembrolizumab as Initial Treatment of
Advanced or Metastatic RET Fusion-Positive Non-Small Cell Lung Cancer

200820 [CIRB) 109CIRB06093 |6 HH ZE5 1 I ¥ & GRAfES
Wei Wen Su

SHAG{EA GSK3228836 JAREIEME B AURF RIFTEAYZaE 2 AL 2 ERTE b BAZ L -
PEt e ~ W e - A T4HEER (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)

161205 [ CIRB] 105CIRB06085 | HAH #H558 4 2 W% T4
KuanMing Lai

—IHZE 3 1 BEME - BEICHE o ST IEELER DL ALXN1210 ELEZ ECULIZUMAB RS R B 52 fiike
IR G A 2 M AT R PRE(PNH) BN &

A Phase 3, Randomized, Open-Label, Active-Controlled Study of ALXN1210 Versus Eculizumab in
Complement Inhibitor-Naive Adult Patients with Paroxysmal Nocturnal Hemoglobinuria (PNH)
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