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Incapacitated Participants

10.7% 2§ & ~ ?/% BT RLFE EE #& =413 Adverse Events,

Adverse Device Effects, and Device Defects

10.1 %_% Definitions

10.1.1 | # 2% ¢ Adverse Events (AEs)

10.1.2 | #% E#* L& & Adverse Device Effects (ADEs)

10.1.3 | £ # 2% i# Serious Adverse Events (SAEs)

10.1.4 | B& %5 F B4+ 7 2 F J& Serious Adverse Device Effects (SADEs)

10.1.5 %5 K B+ B Defective Medical Devices

10.2 MR (ZPH b F i N T kiR T EE%KRY ?%“ S
1 2. 4p B 1+ ) Reporting Procedures

102.1 [ 4F7 LF 2225
Reporting Procedures for Adverse Events (AEs)
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Reporting Procedures for Serious Adverse Events (SAEs) and Serious Adverse
Device Effects (SADEs)

10.2.3

W 4R F % F 4 4 2 425 Reporting Procedures for Device Defects

10.2.4

WARHTF A LF & F R 4ok 2 4 ' Deadlines for Reporting All Adverse

Events and Device Defects

10.3

FAHHLFATEEFHEN LF M (FHFEF e Sl )
Anticipated Adverse Events and Device Effects (Including Frequency, Treatment,

or Management)

10.4

By Z B4 B ¢ 7 3 Information on Data Monitoring Committee

11.% % % 3 ¥4 Vulnerable Populations

11.1

Tk RSB 2 AL/ EL L LG T EM2 BE Care Provided During
and After the Trial for Vulnerable Populations

12335 ¢ 1k 3§ # ¢ ot &% Criteria for Termination of the Trial

12.1 BE B TRl i ok 25 30 A SESR H Y 0 S 4R Mk 2 i i 2 {2 % 2 Conditions
and Arrangements for Termination or Early Discontinuation of the Trial or Sites

12.2 Tefk 7S ¢ 1 Vg m ¥k 2§23 0% i Criteria for Unblinding in the Event of
Trial Termination or Early Discontinuation

12.3 X —%‘ 2_ {4 4 i B¢ Follow-up for Participants After Trial Termination

13.3+ 4 3 337 2. 42 F Procedures for Protocol Amendments

14.%-p % % {2 Declaration of Publication Policy
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7 % F# Basic information

L.}

Protocol Number

Tk 7% -4 (¢ < ) Protocol
Title (Chinese)

Tk % LA (F2)
Protocol Title (English)

BHAEEEMETR
Clinical Trial Sponsor and

Contact Information

WERAFEAZ AR
Clinical Trial Leader and

Coordinating Investigator

Ttk 5 18 1 Trial site(s)

A E B (s iz p oy

Version and Date
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f&hk 2% * %4 & Clinical Trial Protocol Synopsis

B R ]

&3 &AL Item Name

F "% Brand

¥ A 55 Specifications

and models

A+ Origin

Wep 4

Manufacturer Name

WEF ¥ a

Manufacturer Address

3 TS e AR
Indications/Efficacy/Use

& 3E & % Device

Listing status

category and grade
L i CIEp ¢ + 3 Already on the market » 37 ¥ & 3 5L/ % 475 55

license number/registration number :

CJ® P & &+ % Not yet available

[]# = B %2 + 7 Already available in other countries » B 7
countries -

[]# # B %3 + ¥ Not listed in other countries

EE

R

Trial rationale

BN

Trial objective(s)

PRI R

Estimated period of trial

# (year) » (month) ~
# (year) ¥ (month)

HR

[ 1%+ e Control Group :

Randomization

Trial design 24+ B Uncontrolled Group
[]-T {= Parallel design
[ ]= ® Cross-over design
[]J# v Other

BT A R [1%_Yes []Z% No
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7 i Blind [ ]#¥ 2z Open-label [ |3 &7 —*Ff 7 1% Evaluator blind

[ ¥ 7 Single blind(patient)

[ 1# % Double blind(patient+PI)
[ 18 & %t Double Dummy

[]# © Other

_%f[‘:\i/’;t‘:\i

Multi or Single center

[ 1% ® % ¢ .~ Multi-national » & %_:
[]5# % ¢ < Multi-center (Taiwan)
[]5 % ¢ < Single center (Taiwan)

o ;};] 1% Trial

1 & 3* i 4p ¥ Primary endpoint(s)

endpoints

= & 3% 4p # Secondary endpoint(s)

= ;éﬁ *%% Population

LHE R
Total number of

patients entered

E RN IABUSRSS : d
Number of patients on

each treatment

< ook SN e 0 2 o
RpE L e iE

Diagnosis

B E PR

4 » i i inclusion criteria

Inclusion/Exclusion Ft % i i+ exclusion criteria
criteria
Rk AR AFEF
Study procedures P r- S W AR RS o
2. RFFFBIAL S F AN G RB IR A
B FEE G EE
3. FJABIIALEE TR AR G
E RO g _ #(year) " (month)

Duration of treatment

FE O 2 :f,%)%‘ fi® Permitted Therapy

Concomitant Treatments | # i & * 2 % J &} Prohibited Therapy
$u3+ 3 ;£ Statistical methods

A B R BEGR

[ ]# i+ Superiority
[]# % 1+ Non-inferiority
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Main study or Primary
hypothesis

[4p % {225 Equivalence
[J# v Other

R S

Estimated Sample Size

i~ 33% A #ix Number of enrolled participants :
¥ =% A & Number of evaluable participants :

3. 5 A% A % Total number of participants in Taiwan :
4. 2>zR % A e Total number of participants worldwide :

B pE i H A [JZ Blie% Intent-to-treat(ITT)

Efficacy Assessment [ ]iz2*+4]2 Pre-Protocol(PP)

Group [ ]2 v Other

T DI [(J& Blie % Intent-to-treat(ITT)

Safety Assessment [ ]iz2+4]2 Pre-Protocol(PP)

Group [ ]2 v Other

Boe/% 2R A R
E 7 S A P E
Statistical Methods for
Efficacy/Safety

Evaluations

#p ¢ 4 47 Interim

Analysis

[ 1% Yes[]#& No

42 B8] Flow chart
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https://www.equator-network.org/reporting-guidelines/consort/
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CONSORT 2010 checklist of information to include when reporting a randomised trial
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