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2021 year 6th-B IRB Meeting Minutes
—~ [ HA Date(YY/MM/DD) : 2021 4506 H 18 H (2 )
N fi] Time : 12:00-13:42
=~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) ~ thE AE(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 FF 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

H2H HI10H



2021 FFE 6 K £ IRB &

attendance of experts familiar with the research field, or representatives of any
appropriate group affiliated with the human subjects, to attend and provide

comments.”

@ i " NI M E AL B HE SR EEINE ) B0k FEEEH
—RRIEFELERE  RHEZBEAEREI IR AY RN Sy 7R

E— AU E-TAL - AREAZEEG BE=172 "M EZZEEHE
AL EZEEE  EELEL L2 ZEHE - (AEHE - HEZEERE
—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.”

HIfgE A\ & Presenting staff : (ffEH% omit title)

#EF Yeh, Cheng Chi ( IRB staff)

#I5Z= Lin, Ciao Yun (IRB staff)

JEZEEE Hung, Tsui-Hsia ( IRB staff)

A kfE Li, Hsin-Yi (IRB staff )

o i Leave : (FEfEES omit title)

Eh J& Absence : (BEfEES omit title)

B #% Recorder : ji£2EE Hung, Tsui-Hsia
T~ ErPI%E Meeting

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

TR aTEE AT =
4= 210508 A

ELRE K7/ B 3T BLE ARG S T T I B B R

kB 48
R

Orze #5356 1K1
EFA C REIE

i : 141113 (BRI
EEEL TR P P AT PR B S
EFFA G s

ik © 180709 —TEE 23 ] - PR - S SRR | EEREE
(EEEEoX] | MEBE - TS SPLsbE 3T
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TR BEF Guselkumab {3 > o & 28 B2 B ME velfE (R

E S BLE ISR ZE 21
iﬁ' ;:‘;23 2 ;ﬂ% s i e
ESS YN :
4m% © 190506 —IEBAIE - e R R A M 0 | O
A& 2 K] 5 Ry o ¥ 28l GENENTECH FI/SGEE R
TR - iR KEEWZ L2 ATEZOLIZUMAB sty
w5k : 200407 [ENREI RS
VIR L T A
RS 2 )]
TR B
4mo% © 200615 F=b I~ BT ~ 20~ BFE BIB037 | %A
[HEAERESE 1 2] (aducanumab ) FHRSeETZ 03 Aducanumab
TR E3H 221AD103, 221AD301, 221AD302 1

221AD205 BRI 2L RFBNE 7 5l B 2 22k

LT
&m5% © 200802 —IEE = - BERATIC ~ FARUERD - ARURE | ok

(I #HRE2R 1 K]
EXSYNRR Ve

BRI 2 ToLatBe - 1 H ATEREZ e
P E AP S R AL ZRPRAE (PNH) &
# > &Fli CROVALIMAB F#:
ECULIZUMAB HVERUR 2

4w 1 200407

[AERE ]
202105-2

EFFA ¢ BREERH

TR E RS

SR IEG S TR

4m5E © 200505

[ AERE S
[El7E 1]
202104-14
FRA B

—IHS 1b 3] ~ BERROTC ~ e - R
HyEEE - T H AR R G B AW B UERY
telt B RUATRImaEREE > wFih EDP-514
Hyzeatt - sett ~ SEVIEh I8 Ko aea

SR IEG ST

&mok © 200615 FE=0 8 BRER ~ ZHul ~ S BIB037 | 74 [FE bR

[ RBREEF (aducanumab) FHASLHTZ 08 Aducanumab

[z 1%k]) 221AD103, 221AD301, 221AD302 #1

202104-15 221AD205 AR 20 BEE 2ol E 2 ik

FFEA - EXXH alEn

&mok © 200802 —IHE =~ BTG ~ BV - AL | R 0 FEREEE T
(G FETHEALD | Hiary 2 etls - S HRTE RS
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202105-5
EFFA  MREE

ECULIZUMAB HYER R 224tk

Bl e BRA R RIS /D AR P S M AR AT T AT R PRE
(PNH) &% - 5¥{5 CROVALIMAB FHZR

Qms - 200407

(EHEHES 1K)

FFRFA ¢ BREH

T A B TR (e A

= R E

() B ¥ 2 ZE (5 53 E) Report the approved protocol by expedited review

EREE | JFEEEF
Frak | IRB 45k srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 210407 | &EHEHLERE AT GG A LARAFIIRMER | TTENR (HE) (&)
fle - Z5w GRS Chiang (N/A) (N/A)
Trans-inguinal pre-peritoneal placement of  |Heng Chieh
Parietex mesh for inguinal mesh
herniorrhaphy — case series study
2 210420 | DAIETHsZss Gt IR R B TR R (i) (&)
Predict the prognosis of oral cavity cancer CHIACHU (N/A) (N/A)
patients with positron emission tomography N HSU
3 210422 | FnsR AR B A TR BRI 20 A PRIEEH (i) (&)
Analysis of outcome and prognostic factors {Jin-Chin Lin|  (N/A) (N/A)
of the major salivary gland cancers
4 210427 |\ ENL MK SRS E AR G ISR AT | 21FE L (i) (&)
AR BARE Chin San (N/A) (N/A)
Development of a multifaceted platform for LIU
isolating high functioning mitochondria for
intra-nasal mitochondrial therapy of
Parkinson’s disease
5 210512 | Asiatic acid ¥t A\ F = SRR 2 R, | PRTEE ((59) -
(23] |(FAtE YaHui (N/A)
The effects and mechanisms of Asiatic acid CHEN
in human cervical cancer cells
6 210523 | PRIEHaWR(Gelsemine) Bfe NAHCIREMHIR | #RE R (i) -
(fRa] | AR REANRE > DR E Rt 2 b 7e Chinchuan | (N/A)
Study of the cytotoxic and anticancer effects Su
and the action mechanisms
in Gelsemine-induced human oral squamous
cell carcinoma (OSCC) cell death
7 210603 | tgMERHIEMERTZRR R A M E RIS | MsEE (&) (H&)
FHE—H AT Sing-Jyun | (N/A) (N/A)
The prognosis of pulmonary rehabilitation on LIN
patients with chronic obstructive pulmonary
disease —A cohort Study

(=) ET Y 85 22 (f5 5% %) Report the approved amendment by expedited
review
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 191227 | E KBRS RIEE T EEREERTE | 22K (&) (H)
(25 2 XY | A=A ROl E (8 A fRBRE B JER  |Yen Tze Liu|  (N/A) (N/A)
The establishment of the health examination
database for big data analytics and risk
prediction model, and the application of
personalized precision healthcare
2 201214 | —IHHA 26 O - EEE - ZEdEEE 0 th | HEE (HE) (&)
[Z£ 1K) |84 —2K Insulinicodec EidfgH-—K Tu shih te (N/A) (N/A)
Insulin degludec 100 units/mL » [§& 5 H£H
R E R DINEIRIREEY) - JEIRAR G (iR
53R 7 AR e E BT RU RE
#: : ONWARDS 3
A 26-week double blinded, multiregional,
trial comparing the effect and safety of once
weekly insulin icodec and once daily insulin
degludec 100 units/mL, both in combination
with non-insulin anti-diabetic drugs, in
insulin naive subjects with type 2 diabetes :
ONWARDS 3
3 210310 |—THZE 3b HY -~ BR4H - BARCMEEEE o aEAh | st (&) (HE)
(35 1 %X ]|BMN 270 ( DIBRAHER 35 R iG /1AL |Ming Ching | (N/A) (N/A)
R NS SR T ) BITERMEER | Shen

BRI A BIMAR B HE 2 TR 2
63

A Phase 3b, Single Arm, Open-Label Study
to Evaluate the Efficacy and Safety of BMN
270, an Adeno-Associated Virus
Vector—-Mediated Gene Transfer of Human
Factor VIII, with Prophylactic
Corticosteroids in Hemophilia A Patients

(M) stk Bidh 5 (F5 2,28 4&5) Report the approved interim report by expedited

review
BREE | JFEREEH
FF% | IRB 4m5ik sHETE FFEA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 160316 | Kh&¥#E B < #jk i Uit Rabll K BRYESC (&) (H&)
(35 5 %X ]| CA8 SAHRHAA A5 B tH R E ~ EEIREA [Wei Wen Su|  (N/A) (N/A)
£
Clinical correlation of Gut microbiota and
Rab11 and CA8 expression in human
colorectal cancer with impaired glucose

6 H HI10H




2021 55 6 X 55— IRB &%

BREEE | JEEREEH
Frak | IRB 45k srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
metabolism.
2 190712 | ELEfT S e R AR EA R RIEA | S50 (i) (HE)
[ 2 K] | WY PAT R FERE Hung Ming | (N/A) (N/A)
Comparisons of parallel potential biomarkers Wu
for hormone therapy-induced side effects in
patients with breast cancer
3 200607 | FHG =F2MEAL AT AT REEEIRERYEE L - I | TREERR (&) (&)
(25 1 R]) | B X ACE PP R & TING-YU | (N/A) (N/A)
Evaluation of potential drug targets in CHANG
triple-negative breast cancer and construction
of next generation sequencing clinical
examination platform
4 200723 | EMEARRE(E TR - BRBAER ST EE LB | =R (HE) (&)
(25 1 R]Y| 2B AT Huang Su | (N/A) (N/A)
Analysis of rehabilitation options for acute Tsai
disability patients after discharge
(7)) HEEFEE 2452 H 5 Report the final report for reference
EREE | JFEEEF
Fri% | IRB 45k sHEATH FF A | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 | 171208 |45 117 SRY-box SEPRITE IWEREEGIR M| BifEE () (82)
B ERERS  A RS T MuKuan (N/A) (N/A)
The role of SRY-box-11 in the clinical Chen
characterization and the regulation of
metastasis-related factors in oral cancer
2 190612 | Pra i PR FEB T B E IR AEE | ({58 (&) (GE)
RS MR 22 AR rEAS IR BUE AR RS | Cian-YiHe | (N/A) (N/A)
s
To Explore the Effect of Using the Bed
Posture Program on Delivery Outcomes and
Childbirth Satisfaction in Women
Undergoing Epidural Anesthesia During
Labour
3 191101 | 55— AUKEPRIIG NI IR RIS -—| P& (GEY) (HE)
{E B K (e PR E A EE IR 7 PoKeHsu | (N/A) (N/A)
Impact of type 2 diabetes mellitus on risk of
colorectal polyps - a nationwide
population-based study
4 200827 |\ sAG AR S Tl BT TRERRPERGER VIR | ERE= (GEY) (HE)
filr Wang Bing | (N/A) (N/A)
Extended segmentectomy for small lung Yen
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EREE | JFEEEF
Frak | IRB 4ok srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
nodule with image-guided video-assisted
thoracoscopic surgery
(7N) HEEFEE 245 i Report the terminated protocol
FFik | IRB 45k EHE T FRA | BEEE | FEER
201201 | PRETER 2 AUMELRIS I A\ 2 EE I EEBLR EAEIR | (RET (H%) Fa
1 e Yen-Yu | (N/A) File for
Evaluating the effect of multiple medication Chen reference
and health outcome in type 2 diabetes patients.
SEIEFA ¢ WigE A B
210215 | FfighERHY SRR FFR= (HE) Fa
2 Lung Nodule Early Diagnosis Wang (N/A) File for
Bing Yen reference
SEULFER ¢ 1 Bl SRR U A AR R R 1A AR 55 e B SRR B A AF - 25 2R Kl

FEMRE - BRERENVEEER -
2. MRZZEMEHVAEER - ERAEFR LSS HERY Viewer Thit - W& R R FEHVERRM
2 AT TR EAE M TR FA BRI Viewer » ZESME(ERARFF EEURfEHZR -
3. HHFA AR ERHY R B AR AR A AR AR TT - H ATEERE AT A
Viewer IERT PACS 25 - HERERAKREATIENR - NIFRHILERE

1 e

() HECHFEZE{FHS Report the suspended protocol = (i)
(V) HmECHFE ZHZE#HS Report the withdraw protocol : (i)

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

EX| e/ JIRB/ C-IRB/ NRPB
FFo% | IRB 4R5k AT P E 8 FHRA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=HE447% Protocol title
1 210518 [CIRB]) 110CIRB02031 |#iZE #HHEFE 1 X PREEfAE
Sheng Hao Lin

—IES 3 M~ BEME DT ~ e R - SHEERIEZIGRT ~ &€ PD-L1 R ENY HA A UIFREY
Je 0 o B SRS 1 SN A B B R 5 BRET BGB-AL217 (—FE#i TIGIT Hife) HFH
Tislelizumab fH&: 7> Pembrolizumab FY{/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
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170904 [CIRB] 106CIRB04073 BEHZEE IR HEE IR “CNHER
Bin Chuan Ji

EERMES =0 - BEREC - 20 BAREESS ~ S IRAVERREES - sFAh Durvalumab =
Durvalumab fiiiE Tremelimumab & $0{0ME - URERS IR/ NHREATE (NSCLC) &
2 —&% 5% (POSEIDON)

A Phase 1ll, 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 |$HZ5E 10 X ¢ EXH
Wenfu Wang

— IS W~ Zpn, ~ BEROTTC - B - ZRIFIEI - P74 & GANTENERUMAB
{55 P57 S0 (i Bl S0 2 ) o 2 B I R RS 27 = sl B

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

181022 [CIRB] 107CIRB07106 B IZEE S5 W& Mz
Hsuan Yu Lin

—IASE H ~ ZHun ~ BIRURERC - BERE O BCEEE o STE Y REZ imatinib JEHE - EREZRE
o7 F KEZ 8 v BETE B Iw AR I (CML-CP) &% - EE#L imatinib & ff L1
asciminib ~ F4E (R imatinib ~ M ER nilotinib ZREEEAYEERYL

A Phase 2, multi-center, open-label, randomized study of oral asciminib added to imatinib versus
continued imatinib versus switch to nilotinib in patients with CML-CP who have been previously
treated with imatinib and have not achieved deep molecular response

190607 [CIRB] 107CIRB01014 SRR ZEEE T U f)FR AREE fi:
Sheng Hao Lin

RESILIENT : fE#252 & $05 — R BOA BRI 802 1% B T LY/ Nl R il e v B rh - DR
irinotecan S 517 (ONIVYDE) Eil topotecan HYBEHETHC ~ BRI ~ 55 3 HHaEkEs
RESILIENT: A Randomized, Open Label Phase 3 Study of Irinotecan Liposome

Injection (ONIVYDER) versus Topotecan in Patients with Small Cell Lung Cancer Who Have
Progressed on or after Platinum-based First-Line Therapy

200505 [CIRB] 108CIRB12189 SEHHZEEE 2 | IR ERAES
Wei Wen Su

—IE5E 1b HA - FEMRDEC - g - RIARIENEER - ST H AR AR B AR EIIEDN
181 B RIFF X ERE - siE EDP-514 (19224t ~ Mil2 ik - 2@h 2 R bim#E
P

A Phase 1b Randomized, Double-Blind, Placebo-Controlled Study to Evaluate the Safety,
Tolerability, Pharmacokinetics and Antiviral Activity of EDP-514 in Viremic Chronic Hepatitis B
Virus Infected Patients not Currently on Treatment

201119 [CIRB]) 109CIRB07123 |SEZEE 3 X #IF [I=pi=gvg
Hung Wen Lai
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—IESS 3~ BERROTHEC ~ BRI - 2P 0aER o ST B EIRE 2 MR 2 - HER2
bt SR S B RS 1 PR A FB > B GDC-9545 AH B FT BRI A 43 db B — R R AT
Bz =

A PHASE 1l, 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

3 210203 [CIRB] 109CIRB08141 |#HZEFE 1 X #)F MRS 7R
Wu Shey Lin
—IEERRE R B =0 - BEt¥ 4 - 5 - BRI 0EEs - $HEEAEEENL
S RN > EFfE Inebilizumab AR R 224
A Randomized, Double-blind, Multicenter, Placebo-controlled Phase 3 Study with Open-label
Period to Evaluate the Efficacy and Safety of Inebilizumab in Adults with Myasthenia Gravis
9 210312 [CIRB] 109CIRB11220 | HFHZEFE 1X HEELE1IX wRE
Yu Chun Hsu
—IEERET BRII-835 (VIR-2218)#1 BRII-179 (VBI-2601)&FREEM Y EFIEME B U R k5
(HBV) s 2 Z = MRS 2 1] ~ 0 ~ BERE T EC ~ A SR
A Phase 2 Multicenter, Randomized, Open-label Study to Investigate the Safety and Efficacy of
BRI1I-835 (VIR-2218) and BRII-179 (VBI-2601) Combination Therapy for the Treatment of
Chronic Hepatitis B Virus (HBV) Infection
10 210406 [CIRB] 110CIRB01009 |$HHZEE 1 XX W) MR
Tu shih te
Tirzepatide &8 —ZC P AEREEGEER Y 2 BUMERIAE 2 260 E P HR e M« —THPER
i~ g~ R RER(SURMOUNT-2)
Efficacy and Safety of Tirzepatide Once Weekly in Participants with Type 2 Diabetes Who Have
Obesity or Are Overweight: A Randomized, Double-Blind, Placebo- Controlled Trial
(SURMOUNT-2)
190517 [CIRB]) 108CIRB02015 |HAH#ihes 2 K H)3% F2IE
11 Chuan Cheng
Wang

AIM-HN Kz SEQ-HN &% + —JH 2 ¥4l ~ FREhitd: - Masftsls - P65 Tipifamib f£7575
HRAS ZESH HSHEN BHIRGIAERE (HNSCC) B&PavEE (AIM-HN) > LUk, HRAS ZE8
B4R G MERNAR HNSCC RS FERYEZZE (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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