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2023 year 12th-B IRB Meeting Minutes
—H HA Date(YY/MM/DD) : 2023+ 12 H 22 H (EHiH)
£ f&] Time : 12:00-14:00
=i BE Location : BHEZEN AHE B1 22k B &
g~ F [ Chairperson :
Bt (e ~ B - BIEE - B~ 551E]
Tsao, Shao-Lun [ Affiliation with Institution, Medical Personnel, Scientific member, doctor, male ]
HifE A & Attendant © (BEkfEES omit title)
B GERE (Bl B BRI AEEBVEEANEET ~ Bt
Yang, Chueh-Ko [ Affiliation with Institution, Medical Personnel, Scientific member,
Physiology/ Reproductive Endocrinology/ statistics, male ]
B aRpR (BE -~ B - IR - B~ 551E]
Su, Chin-Chuan [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,
male ]
B pRaRRE [BEr ~ B9 - BIEE - 2500 - 551
Lin, Yi-Hsiang [ Affiliation with Institution, Medical Personnel, Scientific member,
Pharmacist, male )
B e (BN - JEER ~ JERME 1T~ 20tk ) DRERE IR E -2 M ES
AT RIERZ EZF > 1A

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

B BEgk [BEsh - B0~ BIEE - B360 - k]

Liu, Po-1 [ non-Affiliation with Institution, Medical Personnel, Scientific member, doctor,
male ]

B PR (Besh ~ B9 - BIEE -~ B Zelaat ~ 2otk ]
Hsieh, Ya-Hui [ non-Affiliation with Institution, Medical Personnel, Scientific member,
Quality and Safety in Health Care/ statistics, female ]

B GERREe [Besh ~ FREEHR - IRRIEE - e R IEAL-ZE i - 20ik])
Hsiao, Ling-Ling [ non-Affiliation with Institution, Non-medical Personnel, non-Scientific
member, Member of society-housewife, female )

B MEZ (BESh ~ TR - JERIEE - AT - i)

Lin, Chien Yun [non-Affiliation with Institution, Nonmedical Personnel, non-Scientific
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member, lawyer, female]

F1E2E [Beoh ~ JEEEHE ~ JERIER « & N IE A L-BhisdT RER) - i)

Wang, Fu-Yan [ non-Affiliation with Institution, Nonmedical Personnel, non-Scientific
member, Member of society, male ]

gie [Besh - JEER - JEREE - WAERARE (MgAEAL) ~ Fit]
Lee, Chi-Fong [ Affiliation with Institution ( Wife is CCH employee ), Nonmedical Personnel,
non-Scientific member, Patient group representative ( Member of society ) , male])

N | sk
B 6 | BEHN(3) - FEAH(L) ~ HET(2)
Medical Personnel doctor (3), Pharmacist (1), Statistics (2)
B 5 | AEFD) -~ +1TQ) » HEATEATQR) ~ wAERAED)
Nonmedical Lawyer (1), Social Worker (1), Member of society (2)
Personnel Patient group representative (1)
Pl 6 | BEEA(3) ~ ZEEN(L) ~ HeEt ()
Scientific member doctor (3), Pharmacist (1), Statistics (2)
Rl 5 | (L)« HET(L)  HEEATEALR) ~ s REQ)
non-Scientific Lawyer (1), Social Worker (1), Member of society (2)
member Patient group representative (1)
% 7 BEN@) - BeAN3)
male Affiliation with Institution (5), non-Affiliation with
Institution (2)
B’8 4 | (@) ~ Bedh3)
female Affiliation with Institution (1), non-Affiliation with
Institution (3)

#55F Remarks :

O ki " NBGHTEE ) Bk FEGEEZETAL L GE7ARERNHE
it & AEAL TN A LB Ty 2 A B MR RER
=2 FEEGHGN  FEEEIETEEETEESR - SR RS
T EERRE ~ RFEAEHHE R - 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.”
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—MARFEE G > RN Z BIEEEREI N IF R A RER ST RE
E— AU E-TAL - AREAZEEG EBHE=172 "M EZZEEHE
t AL EZEEE  EELHEL 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.”

Y1 A\ & Presenting staff : (ffEH% omit title)

#EFH Yeh, Cheng Chi ( IRB staff)

#I5Z= Lin, Ciao Yun (IRB staff)

JEZEEE Hung, Tsui-Hsia ( IRB staff)

i Li, Hsin-Yi (IRB staff )

B &2 Leave : (JfEkfEES omit title)
B S [P - B - REE - Bl - 20iE]

Chen, Wan-Chin [ Affiliation with Institution, Medical Personnel, Scientific member, doctor,

female )

Eh J& Absence : (BEfEES omit title)
E $% Recorder : 328 Hung, Tsui-Hsia
TN Meeting

(—) @EHi{ES Opening prayer : #§¥4F4 Hsiao, Ling-Ling

() FEfFE#Es: Chairperson report @ (%)

(=) 5 2023 F5 11 KE_A\BHABEET | FHOH -

Read “2023 year 11th-B IRB Meeting” Minutes
(PU) FREs3A5pEIE0 B #4 Reply to the last assigned matter @ (H%)

(H) shamdZE (FRZEF BRI Discussion (theme and decision)

4R5E © 230912
CHrse 835 2 K]
ERAN D ERE

B SrEATE ek
ENRE o=y
EEi A [E4H & LB e R ST B B i i B iz

JEFR P T B SE R R EE ]
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4rsk © 231203 e o EIE&IEY
o) RS R |
EREA C FA i
4meit ¢ 231208 , 7%
ig;] Vet BAIFTTE RNA GAS6-AS2 7Eatinlis | |
o BB TR L
N (LB ME A S ST
48 - 210310 IS 30 - EEAL - BRCMERAER - TS BMIN | [EERIEE
CEETEES 270 ( LABRAEBIRIHE B M SRS S
FREA L JUSHMP T ) BT DR R A B

T R 2 S
U8 © 230328 BRI PR AR 05 2 BRI A 2 | 1k
CEETEES B TR A I 77 % (Health2Sync) gt it
FREA L SR ZE TR ML 5
45 - 181121 B FkiaH
s 5 1) | SRR R R s
FFEA : BIB
4ok ¢ 181228 _ 9y e %
RIS | s R R R | g |
Uissas 1] |
FHEA ¢ A o
/9% - 181253 I e e e
U 5 K | FRsiie A RS B A s ST
FRA  REER AR N TR 1 2 )
45 © 191119 B FiEH
Uihsisss 4 )] | FIRISS AR LR A 2 B (O
FREA  BEA
4% © 201106 _ R EIF 4 M
s sy | REEAREEREEET i - HRAE PRI
ST AL PR R
T SR P ZAPRER IR
4R ¢ 201242 ] o | eErE
{g¢ﬁ¢%3k] A RS g, |
S HE FE Y TP % LR
TN S i
dRot : 211114 #Fdi Marstacimab TP ERTA BRI A | K

(FA s 2 K]
EXS YN/

HptaeZ BE (FEMATIENE<1%) A Bk
MBI BCR TR R P EE R
HE B MRS (AN T/EM:?2%)
RIAZEEME ~ 2PN RS — BRI st

5

Qmok - 200417

Tirzepatide fH# A Dulaglutide %158 2 AURERH &

FE - FE R T
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[HEfEEH:] F B OME AR RSEHIREK

202311-14 (SURPASS-CVOT)

FFA : HEE

oHIL - 220525 D 5 2 HEAER - bl Pembrolizumab | T BB ETS
gjzit? " DAR(EARBF AT MK- 4830 fl Al

T TR FE RN S AT B

4k © 220705 —IEE - B - BT 0 Lo | A EER BT
[ HEfEEH] Lazertinib {fFJ &7 7738 Amivantamab FH&5 5

202311-19 B MR % 0¥ Amivantamab - $t ¥ 3§37 2

FRFA ¢ PREEAE Osimertinib F{LEL AR % 5E(LEAE EGFR Ze4%

Z NS RS T B N A B

(78) BEamis > g ZE (5 5 %% %) Report the approved protocol by expedited review : ( 4

None )
() T 85 Z(f5 5% 4) Report the approved amendment by expedited
review
BERTE | JFEEEFE
Fra% | IRB 45k sHEE FHA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 141113 | [ MR REIMALRIRIE S ST Tt (i) (&)
[ 25 8 Zx ] | Paroxysmal Nocturnal Hemoglobinuria Ming Ching| (N/A) (N/A)
(PNH) Registry Shen
2 200616 | —IHBEM I HC ~ BERCE ~ ZHu0ayEs )| &réEsC (i) (GE)
(55 9 2 ) |EEPREAES » 5Tk Toripalimab (JSO01)(£F Wei Wen Su|  (N/A) (N/A)
Bevacizumab FH#EZ Y Sorafenib 1F AiGHART
AR (HCC) B — 4 BRI L 2 PRI
A randomized, open-label, multi-center phase
111 clinical study to evaluate the safety and
efficacy of Toripalimab (JS001) combined
with Bevacizumab versus Sorafenib as
first-line therapy for advanced hepatocellular
carcinoma (HCC)
3 220124 | FGIRBRARE P MUK O BE T B R ALENE | RARE (&) (H&)
[ 2 X]) | i SRR S TR BT RS V(L | CHANG (N/A) (N/A)
Autoantibodies of carbonic anhydrase 1 CHENG
(CA1) and alcohol dehydrogenase 1B HSIEN
(ADH1B) in active and inactive thyroid
orbitopathy patients
4 230114 | RtHEEREREREEREE TRA | HEE (GEY) (HE)
(% 1 2k]) | B EREFDERES , AURER] ~ REREE R %~27H | Nien Yu (N/A) (N/A)
LB T Ry R I Ting

HS5H HI0H
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7555
No.

IRB &Rt
IRB No.

aTE T

Protocol title

ERFA
PI

BT
Medical
primary
reviewer

IFER L5
Non-Medical
primary
reviewer

Knowledge, Attitude, and Behavioral
Intentions of Families of Home Health Care
Cases in Changhua Region Regarding the
Patient Autonomy Law and Acceptance of
Advance Decisions

() TR AL B4 (F5 528 #) Report the approved interim report by expedited

review
EREE | JFBEEEF
Fri% | IRB 45k sHEATH FFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
1 210114 |\ FLEFilrelEhip e e & BB TR | BEA (i) (&)
(53] | & DarRen (N/A) (N/A)
The influence of the combination of breast Chen
surgery and adjuvant therapy on the
prognosis of patients
2 | 211108 |HEHMGHEHIMERE EEE I G AT | FElE (H%) (H%)
(25 2 K] | & EEHEERS SR Kwo Whei | (N/A) (N/A)
Automated intracranial aneurysm Lee
interpretation by artificial intelligence for
brain CT angiography images
3 221015 | ¥RE miR-302 EAAERBAMSS 0 uMEREIRN | s (&) (GE)
(25 1 X | BIERERT PR 20w A2 1 ¥ B 4HAEFTE | Chien-Ning | (N/A) (N/A)
SN e e R H oy T Huang
Investigating the role and molecular
mechanism of miR-302 and related paracrine
effects on B-cells in the pathogenesis of
non-alcoholic fatty pancreas disease
4 | 221213 [EEdmEREEEE T SLC25A22 HFE | MofE (%) (%)
(25 1 2R ] | (P b e s R 2 b e ShuHuiLin|  (N/A) (N/A)
A study of the role of glutamate transporter,
SLC25A22, in the epigenetic machinery and
immunosuppressive microenvironment of
gastric cancer
5 221232 | FIMoriEEE R AL kG oGl | SO (GEY) (HE)
(% 1 XY | TR AR o Fanfd © [mDEeH 5T Wenpei Wu | (N/A) (N/A)
Can Radiomic Features of Pre-operative
Dynamic Contrast-enhanced Breast MRI
Predict Breast Cancer Molecular Subtypes?
A Retrospective Study.
6 230102 |\ FIHA PRS2 SS R/K TR Nobk | SR (i) (HE)
(% 1K) | 458 - RERgiE4s S it Wen-Pei (N/A) (N/A)
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BERTE | JEREELEHE
FF9% | IRB 4R5% srEfATE FEFA Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
Predictive value of peritumoral edema Wu
identified at preoperative MRI for the
Axillary Lymph Node Metastases and
Survival Outcome
7 230131 | fsEH Al & 7y s BELEL A PR RR R R | MR (i) (HE)
[ 25 1 2] |Using artificial intelligence to differentiate Yen Chih (N/A) (N/A)
benign pancreatic disease Lin
from pancreatic cancer
8 230132 |PANCREASaver BifER " N TEEZEREEE| M=% (H%) (HE)
(25 1K) | EHENMERIREAY | B AT Rk A2 @ai | Yen Chih | (N/A) (N/A)
RS ERG 2 [EEo ir Lin
Retrospective analysis of artificial
intelligence model (PANCREASaver) for
detection of pancreatic cancer in
prediagnostic CT
(L) FHEEFEE 2452 #H Report the final report for reference
BERTE | JFEELEHE
FE5% | IRB 4R5% st FFEA | Medical | Non-Medical
No. IRB No. Protocol title Pl primary primary
reviewer reviewer
1 181238 | $HJF 5 Rz fE#(Analgesia nociception H 4G (&) (GE)
index) 2 M RE B LR 2Rz | Shao Lun (N/A) (N/A)
L FETRIRE Tsao
The application of Analgesia Nociception
Index as an objective labor pain assessment
during epidural analgesia
2 190506 | —TEBHRME ~ ZHOEFAIRIEZE S | O (&) (GE)
By > S50 B2l 2 281 GENENTECH F1| Bin Chuan | (N/A) (N/A)
18R B K B 25T ATEZOLIZUMAB Ji
Y BE
AN OPEN-LABEL, MULTICENTER
EXTENSION AND LONG-TERM
OBSERVATIONAL STUDY IN PATIENTS
PREVIOUSLY ENROLLED IN A
GENENTECH- AND/OR F.
HOFFMANN-LA ROCHE
LTD-SPONSORED ATEZOLIZUMAB
STUDY
3 210219 |\ FRETRA.L-Fiofloter B EROESHENT | BEEA (&) (%)
WAL ~ 57 (RN AL Bk 5 < A ChienJu (N/A) (N/A)
Exploring the effect of respiratory muscle Yeh

strength, fatigue and weaning ventilation
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BREE | JFEEESE
FF9% | IRB 4R5% srEfATE FFA | Medical | Non-Medical
No. | IRB No. Protocol title Pl primary primary
reviewer reviewer
after upper limbs exercise in patients with
cardiac surgery
4 210319 |EEGCEE ZEITREHERAT——Fh] | BET (i) (HE)
W& 2 h5E HsuHeng (N/A) (N/A)
Prevalence and risk factors of Barrett’s Yen
esophagus - A prospective study
5 220119 | FH B —BE B2 L OB MIBER SER BN LR | AR (&) (&)
{EEEflr (E-CPR) Al & A Lo it (At Siao Fu (N/A) (N/A)
KEFHR Yuan
Evaluate the neurologic outcome of
extracorporeal membrane oxygenation
cardiopulmonary resuscitation (E-CPR) for
refractory cardiac arrest in a single medical
center
6 230326 |[#1 apalutamide, enzalutamide (Y& LR | B E (H%) (W)
Vg B AEIER - YuehPan | (N/A) (N/A)
Dose reduction of apalutamide, enzalutamide
to minimize adverse events in patients with
prostate cancer
(+) IFHEEFEE 24 1E#Hi Report the terminated protocol
FFi% | IRB 4Rk shE AT FRA |BREEHF| EEER
211227 | &AL~ L AR BRI A YHERE | fidAsh (9] Fh
N R N = o A YingMing | (N/A) File for
1 Assessment of multiple biomarkers for their Shih reference
potential use in the diagnosis of the cause of
pleural effusion
SESIS PSR it € Gl

(+—) HECEFEE ZEZH S Report the suspended protocol @ (4 )
(+2) #HECESE ZHEEHSE Report the withdraw protocol @ (4 )

(+=) #HECAEE#ERBY JIRB/ C-IRB/ NRPB Report the ratifiy protocol that was
approved by NHRI/ JIRB/ C-IRB/ NRPB

EX & fe/ JIRB/ C-IRB/ NRPB
FFak | IRB &5 Ao P& B EL FFA
No. IRB No. NHRI/ JIRB/ C-IRB/ NRPB Stage Pl
protocol No.
=HE447% Protocol title
1 231023 [CIRB]) 112CIRB06132 |#iZ&E HFEE 1K MRAEH
Jin-Ching Lin

H8H HI0H




2023 FE5 12 % 5 IRB &

— AR S I oy o sl o LE# BNT113 ff A pembrolizumab A1 5 4% {5 H]
pembrolizumab F > A AV R 2 185 1 s iS M BESH R IR AR (HNSCC) i HA A
A ES 16 B5M: (HPV 16+)H PD-L1 RIH 7 BHHTE AR

An open- Iabel Phase Il randomized trial of BNT113 in combination with pembrolizumab versus
pembrolizumab monotherapy as a first line therapy in patients with unresectable recurrent, or
metastatic Head and Neck Squamous Cell Carcinoma (HNSCC) which is positive for human
papilloma virus 16 (HPV 16+) and expresses PD-L1

231025 [CIRB] 112CIRB07161 |#Z #HFEFE 1K P ST
SHOU TUNG CHEN

—IASS 3 B ~ BEMR D ~ BRI - EN o] CDKA/6 SIS A% - Lhik OP-1250 B
— B A EAE IEEE F AR G ER+ ~ HER2-IGH #4147, % (OPERA-01)

A phase 3 randomized, open-label study of OP-1250 monotherapy vs standard of care for the
treatment of ER+, HER2- advanced or metastatic breast cancer following endocrine and CDK 4/6
inhibitor therapy (OPERA-01)

231115 [CIRB] 112CIRB08187 | ¥)3& E5 T
Fangting Lu

—IEE 3 W1~ ZrhuLalls - (ERB R EREEME S EIUEN R EZEE (2 £ 18 FREL
) oo BFfE Risankizumab FABRBCMRAE - BE 7 B S 4ERF IR TS Ry 228
B R etk

A Phase 3, Multi-Center Study to Evaluate the Pharmacokinetics, Efficacy, and Safety of
Risankizumab with Open-Label Induction, Randomized Double-Blind Maintenance, and Long-Term
Extension Periods in Pediatric Subjects (2 to < 18 Years of Age) with Moderately to Severely
Active Crohn’s Disease

231201 [CIRB] 112CIRB05102 |[#Z ()3 PR ST
SHOU TUNG CHEN

—(EBARE ~ BEMEC ~ o0 EEs ~ BB Lasofoxifene &4 Abemaciclib j&F%E Fulvestrant
& ff Abemaciclib J&%% - F* B ESRL &8y fa it B 4 ER+/HER2-Z )% 2~ {2 4C ATl
&R LM DL S AR 2 4

An Open Label, Randomized, Multicenter Study Comparing the Efficacy and Safety of the
Combination of Lasofoxifene and Abemaciclib to the Combination of Fulvestrant and Abemaciclib
for the Treatment of Pre- and Postmenopausal Women and Men with Locally Advanced or
Metastatic ER+/HER2- Breast Cancer with an ESR1 Mutation

220429 [CIRB] 110CIRB12283 |$f8HZEE 3 X W& =
Tu shih te

—IREAT AR ~ 55 2 HH - - =405 0 BEAL finerenone fi1 b empagliflozin AHELA
finerenone = empagllflozm FNEMEERTISE 2 BUNEPRIA S BRI 2 M

A parallel-group treatment, Phase 2, double-blind, three-arm study to assess efficacy and safety of
finerenone plus empagliflozin compared with either finerenone or empagliflozin in participants with
chronic kidney disease and type 2 diabetes.

220717 [CIRB] 111CIRB04086 |$#8 25 3 X )3 PR <F IR
SHOU TUNG CHEN




2023 55 12 ¢ 55— IRB &5

—IARER YD ~ BABURRC ~ &5 3 BAEER - SPERERBICHIRIGHE - REIGHT - A TilredEs
ME=FetFrE - R PD-L1 /YR » Lhik Sacituzumab Govitecan A1 Pembrolizumab >
THE BB EE R )G A0 Pembrolizumab

A Randomized, Open-label, Phase 3 Study of Sacituzumab Govitecan and Pembrolizumab Versus
Treatment of Physician’s Choice and Pembrolizumab in Patients With Previously Untreated, Locally
Advanced Inoperable or Metastatic Triple-Negative Breast Cancer, Whose Tumors Express PD-L1

221123 [CIRB] 111CIRB07132 |$#EHZEES 3 X #J%% PR ST R
SHOU TUNG CHEN

—IAARH MAGROLIMAB &AM IEVIBRAY ~ 5 ARy s 1 = A B
e 2 BIRSE -

A Phase 2 Study of Magrolimab Combination Therapy in Patients With Unresectable, Locally
Advanced or Metastatic Triple-Negative Breast Cancer.

230623 [CIRB] 112CIRB03057 |$f8HZEEE 3 X W& it
Tu shih te

—IHPEM ST - S ~ ZRIBIE R - 208V 2b 1EER - DISE(S Efinopegdutide (MK-6024 )
R A F A AT AT RS MRS AT T R AV Rl A 2 B B 2 2 1

A Phase 2b Randomized, Double-Blind, Placebo-Controlled, Multicenter Study to Evaluate the
Efficacy and Safety of Efinopegdutide (MK-6024) in Adults With Precirrhotic Nonalcoholic
Steatohepatitis

230901 [CIRB] 112CIRB06140 |#8EHZEEE 2 X H)%& B
Chien Hsun Hsia

—IFE 3 HA - BEMR YT ~ ZRIAEIRER RS - ST MK-0616 FITYA S e il 2 25l
D EROIMER BRI 2

A Phase 3 Randomized, Placebo-Controlled Clinical Study to Evaluate the Efficacy and Safety of
MK-0616 in Reducing Major Adverse Cardiovascular Events in Participants at High Cardiovascular
Risk

10

161205 [CIRB] 105CIRB06085 |HA#ZE4E 7 ) ass 1 TEA
K KuanMing Lai

—IHZE 31 - BEM - BACE - JEMEEIEEER DL ALXN1210 th# ECULIZUMAB AR G #:57
RS SR P 28 MR P I AL ZR PR (PNH) A B

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

11

210406 [CIRB] 110CIRB01009 |452 #)5% B
Tu shih te

Tirzepatide 578 — U AEREECGHEERYES 2 AUREIRSS < 2ol T Ol e —TapE Y
o ~ S5 - LR IREEE(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)

12

230903 [CIRB]) 112CIRB06125 |4&[} #)%& WS
Wu Shey Lin

—IHE 3 A~ S BRI e ~ L RIEE AR P TAE A R BA 27 EAVEER  5 £S5 Tavapadon
Fy o e ] ) T R PR S s AR ERE RS ~ 22 M i =2 14 (TEMPO-1 5:U%)

A Phase 3, Double-Blind, Randomized, Placebo-Controlled, Parallel-Group, 27-Week Trial to
Evaluate the Efficacy, Safety, and Tolerability of Two Fixed Doses of Tavapadon in Early
Parkinson’s Disease (TEMPO-1 Trial)

%10 H 3 10 H




