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2021 year 6th-C IRB Meeting Minutes
#f Date(YY/MM/DD) : 2021 4£ 06 H 24 H ( £HiPU)
fi] Time : 12:00-14:05
®E Location : tEMKHE Bl ZiZk B B
J&% Chairperson :

A% RR (e ~ B ~ B&AT - 55PE) [IRB170705 Az Al 55 AR =8 2
¥~ IRB180712 F]zs k- 1955 TRF AR =N 2 f#] IRB 170705 Avoiding
conflicts of interest- Pl is the third degree affined relationship. IRB 180712 Avoiding
conflicts of interest- co-Pl is the third degree affined relationship ]

Chang, Ing-Lin ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

HifE A S Attendant © (B fEES omit title)

PRET (B ~ B89% - BAT - 5514) [IRB 200710 Fleli-[FF} E&Hli  IRB 200710
Avoiding conflicts of interest- Physician of the same department ]

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

el (BEA ~ B9 ~ Bhl - %)

Kao, Jun-Kai ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
male )

Tkl (e ~ B ~ BHl ~ 2201F)

Ni, Ting-Yuan ( Affiliation with Institution, Medical Personnel ( Scientific member ), doctor,
female )

=N (BEA ~ B89 ~ AE/aeat ~ 2ot

Kao, Hsiao-Ling ( Affiliation with Institution, Medical Personnel ( Scientific member ),
Member of society, female )

ZERL (BEsh ~ B - AT ~ BiE)

Tsai, Chung-Jung ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Epidemiology/ Statistics, male )

At (BeN ~ FEEF ~ +1 1~ 2ik) [BMR S 2 EEFE B RIEA (18 £k
i 20 %) FELAN]

Hung, Wan-Chun ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Social Worker, female )

PREHSE(BE ~ FREEHR ~ JEEREZE ~ )

Chen, Ming-Fong ( Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Law, male )

F1H HI13H
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ez (Besh ~ B9 ~ SR ~ Z0i)

Tsai, Pei-Ling ( non-Affiliation with Institution, Medical Personnel ( Scientific member ),
Pharmacist, female )

sRERE (Besh ~ JEEEE - g AIEAL ~ BE)

Chang, Yu-Lung (non-Affiliation with Institution, Nonmedical Personnel ( Scientific
member), Member of society, male )

AEOES (Besh ~ JFBem - RIE T ~ M)

Hsiao, Ling-Ling ( non-Affiliation with Institution, Nonmedical Personnel (non-Scientific
member ), Member of society, female )

SZEE eI ~ IR - FETE - M)
Wau, Tzu-Hui ( non-Affiliation with Institution, Nonmedical Personnel ( non-Scientific
member ), Member of society, female )

AN | 5 Remark

Persons
B 7 BaEli(4) ~ ZERT(L) ~ 4551(2)
Medical Doctor (4), Pharmacist (1), Statistics (2)
Personnel
FREE 5 Q) ~ EEQ) ~ HEAEALE)
Nonmedical Social Worker (1), Law (1), Member of society (3)
Personnel
Fheg 8 B2Efi(4) ~ BEA(L) ~ 455H(2) ~ HEATEALQ)
Scientific Doctor (4), Pharmacist (1), Statistics (2), Member of
member society (1)
FERER 4 fET(D) ~ FAEQ) ~ HEEAIEALQ)
non-Scientific Social Worker (1), Law (1), Member of society (2)
member
Es 6 BEr(4) ~ BEIN2)
Male Affiliation with Institution (4), non-Affiliation with

Institution (2)
B’8 6 BEr(3) ~ BEFN3)
Female Affiliation with Institution (3), non-Affiliation with
Institution (3)

st - © KB T ANRHIZTE ) Bk - FEGEEZE AL L G8ERE
R FEAMtE AN BN EZ Ty DL E S f£—
MRIARHER =02 — - FEEGHER » GBFHIETE A SIERE
X B SE SR TR E R < AR IG5, -

(According to Article 7 of Human Body Research Law, the review board
shall comprise of at least 5 board members, including legal experts and

Remark:

H2H HI3H
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other impartial citizens. More than two-fifths of the board members shall
be persons not affiliated with the research institution and either of the
genders shall not account for less than one-third of the board. Experts in
the field related to the study protocol or representatives of the special
population in the study shall be invited to attend review board meetings
and voice their opinions.

iz " AR mEEAEZ B GHSGEFEINE ) A0 - FE
G —REFEEEHEN R R B EREIN 2 JE AR
BERETRZE— AU L AR AEEAZEES B =7
2 EZZRENE s CAM E2EEE - [EAFEMU 2 EEN
G infeb e - FZ B RE M MR T -
According to Article 6 of “The Organization and Operation of Human
Research Ethics Review Board,” attendees of the general board meetings
shall include more than 1 board member who is not affiliated with the
institution and who does not have biomedical background. For review
boards of more than 5 members and less than 7 members, more than
two-thirds of the members shall attend the meetings. For review boards of
more than 7 members, the meeting shall only start if more than half of the
members are present. If all the attendees are of the similar gender, the
meeting shall not be conducted.

HIfE N & Presenting staff : ([kfEHS omit title)

EIEH
MIT=

NS
//iﬁé,ﬁ 553

=0T (IRB f4&) Ng Sock Ping (IRB secretary )
(IRB{TEL A &) Yeh, Cheng Chi (IRB staff)
(IRB{TEL A &) Lin, Ciao Yun (IRB staff)
(IRB f7EX A &) Hung, Tsui-Hsia ( IRB staff)
ik (IRB{TECA &) Li, Hsin-Yi (IRB staff )

Eie &2 Leave : (JEkfEES omit title)
Eh J& Absence : (BEfEES omit title)
= $% Recorder : ji:ZE8 Hung, Tsui-Hsia
T~ EERANE Meeting :
(—) shamdZE (FZEF B R Discussion (theme and decision)

T

sTE AT e

4m5% © 210201
Urze #5385 1 4]

P& P5 th A A BE R B R & HHESTRFARIE 5 | (BIERIEEE
2 MR SE

HI3H HIZH
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EFFA © B

4m5E 1 210607 (ENXCFBa
CES| RIS AR I PR A e B A R RUR
FRA T
49E © 170204 PALLAS : Palbociclib &1EffRaEs © —IESHEE | ok
[EEEZE 9 K] HERZEZBEISME (HR+) /55 R N EEREE
TR R R722#8 (HER2) [ R EAFLFEEA Palbociclib
B R PN 53 D0 B A R B PRS2 () 43 Ah B
SERIER A - I BN
e JS———
iﬁ' %;:;54 gy TR B0 2 5 PRI
T bR ONO-4538 VB =1 ~ % ~ BBt - Rk
AmsE 1 180712 —IEST ¥4 HE AJCCIUICC 45 8 FR NI-IIIA K | (BIF1REE
AP #EdssE 3] | B (T>5cm N2) 58Ik (RO) 3/ NHAtA
TR - PREERE J& (NSCLC) pliFszadE » 5F{d canakinumab #H
B A 22 T R B 2 2 R S 2 A M B8 =
H -~ 2l - BEREOYID - BE - RIS IR
R 2000 R R TSRS A S R |
[ sRESE 1 K] I —
TFRA C SBEE
ﬁﬁ'm%f_ AR ST E S TEIRI A Sl S A R B P
(AP EE 1 2] e
TR RAR
BT 200B13 e B R I R |
CHPRELE LT | i oot
FRA EAKE
4m5E 1 200710 EIE%EE

(A siesss 1 K]

SR 2L R BHE IR A R T B S TR

) . e
FRA EXH
4m5 * 190906 —IESE =HA - BT ~ RIS - s - S | R E RS EETT
[ FEfEEE] Lo > AL DA Etrasimod 1y [ 28 B8 8 & EH 7Y
202106-2 TEIEMEGERS 3 A2 5 o B AR B R L2

EFFA  BEF

=

4o - 200804
[ERESF]
202106-1
EFFA C BUAH

—IAS =0 - FIlEME ~ 2L - BT - B P
11704050 - FIIRELEL 2 mg Pitavastatin/ 10 mg
Ezetimibe Ei Pitavastatin A1 Ezetimibe ¥/~ 28 M5
HEEIRS MUESOR & M AF R BB IR 2

FE - FEs R T

(=) Blimis > ¥ Z(f5 525 %) Report the approved protocol by expedited review

HA4H HIBH
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BERIE | JFEREEE
J79% | IRB 4g55% ELTH FRFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 210409 |FEH A & i COVID-19 i BHIER S IREL | BOMAT (HE) (H)
1815 J1HERH SHU- (N/A) (N/A)
The stressors and resilience of nursing staff CHUN
caring for COVID-19 patients CHEN
2 210421 | FRAERESIERE S REEDEE A LAVR EREZ T | BRIEE () (%)
flot R T TE TR SR B R Y5 & San Ni Chen|  (N/A) (N/A)
Outcome on the visual prognosis and risk
factor of RRD induced macular hole patient
after surgery
3 210423 | (i M ERERE RTINS MR R B84 S | Rk (HE) (H)
[M§F >~ e Wu Chialin (N/A) (N/A)
Predict hyperkalemia in CKD patients using
machine learning
4 210430 | EfHGHATHS S BE AR RE 2 FEE | REFE (i) (i)
7 [al bR 2 YU WAN (N/A) (N/A)
Dose-modified Docetaxel plus Platinum NIEN
based induction chemotherapy followed by
de-intensified treatment for advanced head
and neck cancer
5 210504 |EREEUTAMARRBEHEREEMETEE | 2Ef () (H5)
ERRE - GBHIE Y 2 40BREIER &% | Jeng-Jong | (N/A) (N/A)
fr(—~ ) Liang
The impact of ambient secondary organic
aerosol on the disease burden and social
burden: A systematic review and
meta-analysis in Taiwan (1, I1)
6 210509 | PRETELE S MEEREG R RS AR R | FPRE (i) (H)
A 2 EPRTRIZHY TR AY Chew Teng | (N/A) (N/A)
Evaluation and development a prognosis Kor
predictive model in acute kidney injury
patient with Renal-Replacement Therapy
7 210517 |FrEZRERIMNTE AT =SSR p53 | HEHE (%) -
(2] |EOEER RS FHETE N Yang Chueh| (N/A)
The regulatory effect of apigenin on the Ko
post-transcriptional modification of p53
protein in vitro cultured human cervical
cancer cells
8 210604 |#ExT Methoxyhispolon methylether 7 1 =& |  BIENR (H) -
[RFE]) | M:FLE e B LIAO CHIH|  (N/A)
Study on the anti-Triple-negative breast PIN

cancer effect and the underlying mechanisms
of  Methoxyhispolon methylether

(=) WET Y 5 22(f5 5% %) Report the approved amendment by expedited

HS5H HIZH
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JF55%
No.

IRB &Rt
IRB No.

st E T

Protocol title

ERFA
PI

BT
Medical
primary
reviewer

IFER T
Non-Medical
primary
reviewer

170204
[ 8K]

PALLAS : Palbociclib &1EEfBE R © —I8
P EAEEBZE 2R (HR+) /554
NIFR 2 A R -32 86 (HER2) -f2 4 LA
FLE(EH Palbociclib & BFEEAE PN 7300
B AR BE R AR PN 0 I Bl B R
greH ~ 5B N1 T

PALLAS: PALbociclib CoLlaborative
Adjuvant Study: A randomized phase Il trial
of Palbociclib with standard adjuvant
endocrine therapy versus standard adjuvant
endocrine therapy alone for hormone receptor
positive (HR+) / human epidermal growth
factor receptor 2 (HER2)-negative early
breast cancer

FEIE
Hung Wen
Lai

()
(N/A)

()
(N/A)

180823
(%551

—IHE 3 W~ L~ BRI - EE
AT ~ AR ERD BN BTG
By S R B BN MRS A RS 3R
T3 SEEE ] Mirikizumab FYZ2 R IR 5% 25
B LUCENT 1

A Phase 3, Multicenter, Randomized,
Double-Blind, Parallel, Placebo-Controlled
Induction Study of Mirikizumab in
Conventional-Failed and Biologic-Failed
Patients with Moderately to Severely Active
Ulcerative Colitis LUCENT 1

B+
HsuHeng
Yen

(%)
(N/A)

(H)
(N/A)

190502
[%3%]

FLEARZ 0T+ BRa2 nHE R AL iU B iE
plOE Z 185

The analysis of radial pulse wave on breast
cancer: Radial pulse can detect the injury of
cardiac function causing by chemotherapy
and radiotherapy.

PR
Chiaying
Lee

(HR)
(N/A)

(ER)
(N/A)

200331
(%5 2%1

LUt BB i R B\ 2T TR
RS RE RIS R B R R e 2 B2
B

Learning effectiveness of emergency and
critical care capability and team resource
management in medical and nursing staff
with high-fidelity simulation.

ZFHEX
YA WEN

LEE

(i)
(N/A)

(E8)
(N/A)

200514
(%5 2%1

LLps N R R THT Al SRR B B2 E 2
AIBETSE

Practice narrative medical education on
COVID-19 disease by using “patients as
educators”: a pilot study

36459
Mark Chun
Cheng Hou

(&)
(N/A)

(i)
(N/A)

6 H HI13H
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BREEE | JEEREEH
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
6 201110 |EFEAIIHIRTHY A 205G B BUiAYH T ghEE (&) (H)
(352 K] |Zal# - S N454E 2 Marzeptacog  |Ming Ching | (N/A) (N/A)
Alfa GE(LE) INRFTFEDARFIHME%Z|  Shen
il 2 R e e e ey = e
Crimson 1 ks
Phase 3 Study to Evaluate the Efficacy and
Safety of
Subcutaneous Marzeptacog Alfa (Activated)
For On-Demand
Treatment and Control of Bleeding Episodes
in Subjects with
Hemophilia A or Hemophilia B, with
Inhibitors: The Crimson 1 Study
7 201233 frégaeonE EESIET MERRF g A4HREHY | BRGRE (i) (HE)
(25 1 K] | HI4RAS DNA ZE8 7 5% Yau Huei (N/A) (N/A)
Study on the mitochondrial quality control in Wei
the modulation of mitochondrial DNA
mutation in the MERRF-derived culture cells
8 201234 | R ASHEME L DIRESRAR L E | RlRE (i) (&)
(55 1 3R] | ETTha TR PRm RGBS . [Yu TingWu| - (N/A) (N/A)
HAP R AR ARG B P Y E
Studies on the neurological disorder in
mitochondrial encephalomyopathies using
patient iPSCs-derived cortical neurons and its
application in mitochondrial targeting
therapy
9 210302 | —IHBARME ~ FEEEERMESE ~ Sl - | VBt (i) (H%)
(25 1 XY | A&Es - BV EENNERTESS 3 #i4:|Ming Ching|  (N/A) (N/A)
R A ERAT - DIBRAER NS (AAV)EEG- | Shen

Spark100 (Benegene-1) SFRIfFIASE=1EZ o
HEEHEY B MMARM A2
(FIX:C?22%) K AR tHRH R sk AS 6 (AAVE)
RIpiRRietE  PEEEEE A RIMZH
RAZEE (FVIILC?1%) » GHEES LA
R (FIX) 2055/ GBEfmA T~ (FVINY) TR
MR A — A IR T ATATIEMERES
FIBEERYZ =R

AN OPEN-LABEL,
NON-INVESTIGATIONAL PRODUCT,
MULTI-CENTER, LEAD-IN STUDY TO
EVALUATE PROSPECTIVE EFFICACY
AND SELECTED SAFETY DATA OF
CURRENT FACTOR IX(FIX)OR FACTOR
VIII(FVII)PROPHYLAXIS

FTH HI3H
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EREE | JFEEEF
Frak | IRB 4ok SHERE FHA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
REPLACEMENT THERAPY IN THE
USUAL CARE SETTING OF
MODERATELY SEVERE TO SEVERE
ADULT HEMOPHILIA B
PARTICIPANTS(FIX:C?2%) WHO ARE
NEGATIVE FOR NEUTRALIZING
ANTIBODIES TO ADENO-ASSOCIATED
VIRUS
VECTOR-SPARK100(BENEGENE-1)AND
MODERATELY SEVERE TO SEVERE
HEMOPHILIA A ADULT
PARTICIPANTS(FVIII:C?1%)WHO ARE
NEGATIVE FOR NEUTRALIZING
ANTIBODIES TO ADENO-ASSOCIATED
VIRUS VECTOR 6(AAV6), PRIOR TO
THE RESPECTIVE THERAPEUTIC
PHASE 3 GENE THERAPY STUDIES
(VO e T A > Hd 8 45 (75 50 38 2%) Report the approved interim report by expedited
review
EREE | JERRER
Fri% | IRB 45k sHE AT FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 140707 | S <Ak ERSES R ANESEERRRIDIREBABIYEHE | AAEHFR (i) (&)
(567 k]| TE R Wu Shey (N/A) (N/A)
Camparison the screening tool for mild Lin
cognitive impairment patients with
Parkinson’s disease
2 180802 |ERIMEH AT LBT (L2 EEERHAGFEE | PrRatE: (&) (GE)
[Z 3 XY |EST Lin Yan (N/A) (N/A)
Analyzing the post-resuscitation Ren
complications in survivors from traumatic
out-of-hospital cardiac arrest
3 180810 |REREIENT B E 0V R IEIEAERRTHIZ 218 | S S (&) (H&)
(5 3 k] | AYRAG YaoPeng | (N/A) (N/A)
The relationship between inflammatory Hsieh
indexes and clinical outcomes in peritoneal
dialysis patients
4 190708 |{=4ERTERSGIEAREEERHEZ GnRHa 7| #EI5 L (GEY) (HE)
(25 2 R | FSARDER BB IREE T L ERSES | Hung Wen | (N/A) (N/A)
FEE R SRR R LR R Lai

Pain evaluation for Premenopausal hormone

H8H HIZH




2021 6 ]k 5= IRB &3

BERIE | JFEREEE
J79% | IRB 4g55% ELTH FRFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
receptor positive breast cancer patients, who
received GnRHa subcutaneous injection, and
evaluate the analgesia effect of topical
xylocaine jelly.
5 200401 | HEFEFERE A B TIFWEE 2 PRaT AT () (%)
[ 2 1 %] | A Study of Job Satisfaction among Advanced |Hsiao | Ting| (N/A) (N/A)
Practice Nurses
6 200416 | TigHE N\ BIEER TSRO EE | MRED () ()
[ 1) | HEHEBRE S LIN SHING| (N/A) (N/A)
Emergency nurses’ psychological shock and JU
intention to quit after experiencing violence.
7 | 200727 |EUBRRG.CBHE 2 RS RIS | MRE(T (%) (%)
(55 1 R]) | BHTER S HFEHE T Lin Yan (N/A) (N/A)
Analysis of prognosis and complications of Ren
long-term survivors with pediatric
out-of-hospital cardiac arrest
8 200728 | T Elan s e E /KR (critical PR () (H5)
[ 2 1 Zx]) |angioedema) 552 K -5 T Lin Yan (N/A) (N/A)
Risk factors associated with the occurrence Ren
of critical angioedema
in the emergency department
(7)) IEEFEE Z45ZEH 5 Report the final report for reference
BRITE | JFEREEE
Fe5% | IRB 455% sTE A ERFA Medical | Non-Medic
No. IRB No. Protocol title Pl primary al primary
reviewer reviewer
1 150609 {42 MEETHERE TG ~ LE S | RIBH (ER) (ER)
YT EE Hung Ming (N/A) (N/A)
Physical and Psychosocial burden of Wu
vasomotor symptoms in menopause
2 180109 | BB IRIEFR A TRAEIRMERAE 22 | BEIE (i) (i)
TEE I R B8 o 4 SR s Chen Yu (N/A) (N/A)
Prevalence of gestational diabetes among Cheng
Taiwanese and the impact of gestational
diabetes on maternal and neonatal outcomes
3 180822 | —IHZE 3 HA ~ i~ FEHTC - E | BET (H) (H8)
SEATAAR AT SR EREEE SIS | HsuHeng | (NIA) (N/A)
Bk s it Mirikizumab [Z2RI1%F | Yen

HaefraBa LUCENT 2

A Phase 3, Multicenter, Randomized,
Double-Blind, Parallel-Arm,
Placebo-Controlled Maintenance Study of

FOH HIZH
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7555
No.

IRB &Rt
IRB No.

aTE T

Protocol title

ERFA
PI

R EE
Medical
primary
reviewer

IR LA

Non-Medic
al primary
reviewer

Mirikizumab in Patients with Moderately to
Severely Active Ulcerative Colitis LUCENT
2

180823

—IHE 3 W~ Zrh - BRI - #E
ST ~ TEERUER R MR AR YIEE G
By S B B BN MRS MEAE RS 3R
975 B (i B Miirikizumab 2254 a7 2
B LUCENT 1

A Phase 3, Multicenter, Randomized,
Double-Blind, Parallel, Placebo-Controlled
Induction Study of Mirikizumab in
Conventional-Failed and Biologic-Failed
Patients with Moderately to Severely Active
Ulcerative Colitis LUCENT 1

ERH
HsuHeng
Yen

(H)
(N/A)

(H)
(N/A)

181218

S LARRE A7 TR aH < (Ehe(EZ
{5k P AR S A TR e IR A PR U A R Y
B AR

Using continuous glucose monitoring to
evaluate the clinical validity of point-of-care
bedside glucose testing in hospitalized
patients treated with subcutaneous insulin
therapy

N
ShiDou Lin

(HR)
(N/A)

(H)
(N/A)

181222

PR A DL TRRE R GEHEE »
FH MR I E BRSPS (EBes A& Rk
i PN ] ALl 5 A B S ] B P IR R
72 o AR KN R
E#E -

Using continuous glucose monitoring to
evaluate the timming of insulin
administration, glucose monitoring, and meal
delivery.

FE

Jeng Fu Kuo

(ER)
(N/A)

(ER)
(N/A)

190408

PR B O MBS RT 12
Characteristics Among Female Patients With
Head and Neck Cancer- Single center study

225
Tsai Kuo
Yang

(ER)
(N/A)

(ER)
(N/A)

190908

5 I 7 T PR I e B G i e 1Y
3]

Association between uric acid level and risk
of frailty — a nation-wide community-based
study (HALST cohort)

B2
Yen Tze Liu

(H)
(N/A)

(E8)
(N/A)

200124

PRET 3-6 jolohs i Pt el B LR I 2 [ B
TS B A 7 AHRAA ST

The investigation of the relationship between
oral sucking habits and types of articulation
errors in children with articulation disorders

BH )
Hsiang-
Chan Yen

(%)
(N/A)

(H)
(N/A)

%10 H 3 13 H
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BT | JERERER
FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medic
No. | IRB No. Protocol title Pl primary al primary
reviewer reviewer
aged 3-6 years.
10 | 200512 | ERpijddmeiEaR b B fda) o Blnal e ORE | REECE (HE) (HE)
R W5e LAI, MEI- (N/A) (N/A)
A Study on the Relationship between JYUN
morphological Awareness and VVocabulary
Ability of Children with Preschool
Development Delay
11 | 200709 |“KZEAEHfitlEASETE CAD L4k 2 Bk | fof F2= (i) (i)
Easg Shang Yun (N/A) (N/A)
Clinical Evaluation of “TaiHao” LUNG-CT Ho
CAD System
(7N) W& EEE 2 E{2H45 Report the terminated protocol (4 None )
() HEEFEE 24 Report the terminated protocol
BEEE |
n n i BREE | e
FFa% | IRB 4R5% A==t FFA | Medical -
No. IRB No. Protocol title Pl primary
. result
reviewer
190312 ORISR EGEIAAIBMEE | WER | () {7
IR R MR 2 R - Sung Yen | (N/A) File for
1 Efficacy assessment of Acupressure on Huang reference
clinical nurse with chronic neck pain and
insomnia.

SRR ¢ BIERE XA SR 0 B O RhRS R e E  (E R -~ Al
E2e3%) - (ERETE TR GCP ZEE S F (2021 [MI4r B HA » HIRE FA1F:
FEBEICLREBIS % - el EaReHE GCP B » &R Pl 2 GCP By
e 2 S USRS E -

200817 | FFEUCEENEEEFEEHE EM: LUK | EFRE (i) Fh
B iRHZE R Wang Bing| (N/A) File for
2 The use of wearables in health Yen reference
management: taking bariatric and COPD
as example

SR - RWFSRETES SRR ERE T W () - 25 MARES TFDA 2 |

E 0 ST e B SRR o SRR E A I -

() HECEFEEZHIZERS Report the withdraw protocol (4 None )

(L) ez AE 2 B e/ JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB
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B f#fe/ JIRB/ C-IRB/ NRPB
Frik | IRB 4@5% S P& E 8 FHRA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
51E 41§ Protocol title
1 210505 [CIRB]) 109CIRB10203 |¥fZ HEE 1L AT
Yu Yang

—IEEAE DR R R E b 2 A BIREEREN (IgA) BUREEEFERET Atrasentan (Y
53 B - BEM D - Y - RIEIE IS (ALIGN #E3)

A Phase 3, Randomized, Double-blind, Placebocontrolled Study of Atrasentan in Patients with IgA
Nephropathy at Risk of Progressive Loss of Renal Function

210513 [JIRB]) 21-003-T-2 HMZE Y5 it
Tu shih te

By LB MURE B 2180 2 A U Bl e M A
Effectiveness and Safety Study of the Rightest Continuous Glucose Moring System

150915 [CIRB] 104CIRB07101 |#EZEH 13 X {5 IR EE
Bin Chuan Ji

—IEER = B ~ BT ECAURER - SPESERYIBRZSS 1B HAEES NIA SHIE/NHRRAT
FENIEE > WHFTiEsz CISPLATIN R ftoriah (bR (A ATEZOLIZUMAB (4-PD-L1
DS ) MBI iR S R MR IR 1

A PHASE 11I, OPEN-LABEL, RANDOMIZED STUDY TO INVESTIGATE THE EFFICACY
AND SAFETY OF ATEZOLIZUMAB (ANTI-PD-L1 ANTIBODY) COMPARED WITH BEST
SUPPORTIVE CARE FOLLOWING ADJUVANT CISPLATIN-BASED CHEMOTHERAPY IN
PATIENTS WITH COMPLETELY RESECTED STAGE IB-11IA NON-SMALL CELL LUNG
CANCER

190510 [CIRB] 107CIRB2194 |$EEZEEE 5K W& T
Ming Ching Shen

—IESE =1 - BERUE - BAHERR - SRR S /BRI A T TED P S i 3 ) SRR
T8 <=1 1U/dL 8y A BUTA SR EE - (6 FRRAERE P s sk G/ BN A2 ) BE A
T# BMN 270 (yRssid s 2

A Phase 3 Open-Label, Single-Arm Study To Evaluate The Efficacy and Safety of BMN 270, an
Adeno-Associated Virus Vector-Mediated Gene Transfer of Human Factor VIII in Hemophilia A
Patients with Residual FVIII Levels <=1 IU/dL Receiving Prophylactic FVIII Infusions
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Open-label randomised controlled trial of Efepoetin Alfa for treatment of Anaemia associated with
Chronic Kidney Disease Patients Not On Dialysis (ND-CKD). A non-inferiority trial compared to
Methoxy Polyethylene Glycol-Epoetin Beta (Mircera)
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A Phase Ill, Prospective, Multi-center, Double-blind, Randomized, Parallel-Group Study to
Compare the Efficacy and Safety of Pitavastatin 2 mg/ Ezetimibe 10 mg with Pitavastatin and
Ezetimibe in Patients with Primary Hypercholesterolemia or Mixed Dyslipidemia
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A Phase 3 Asian Study of Sacituzumab Govitecan (IMMU-132) Versus Treatment of Physician’s
Choice (TPC) in subjects with Hormonal Receptor-Positive (HR+) Human Epidermal Growth
Factor Receptor 2 Negative (HER2-) Metastatic Breast Cancer (MBC) who have failed at least two
prior chemotherapy regimens
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A Phase 3, Randomized, Double-Blind Study of Pembrolizumab versus Placebo in Combination
With Adjuvant Chemotherapy With or Without Radiotherapy for the Treatment of Newly
Diagnosed High-Risk Endometrial Cancer After Surgery With Curative Intent (KEYNOTE-B21 /
ENGOT-enll/ GOG-3053).
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An Exploratory, Randomised, Double-blind, Parallel-Group, Placebo-Controlled Phase lla Study
to Assess the Analgesic Activity of PAX-1 in Patients with Persistent Cancer Pain.
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A phase 3, multicenter, randomized, double-blind, placebo-controlled trial comparing the efficacy
and safety of tafasitamab plus lenalidomide in addition to R-CHOP versus R-CHOP in previously
untreated, high-intermediate and high-risk patients with newly-diagnosed diffuse large B-cell
lymphoma (DLBCL)
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