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Protocol Title :
Protocol No.

IRB No.

Principal Investigator(s)
Co-Investigator(s)
Study Coordinator(s)

Jen-Ai Hospital
Institutional Review Board

483 Dong Rong Rd
, Dali, Taichung, Taiwan, 412
REPUBLIC OF CHINA
Tel: (04) 24821771
Fax: (04) 24821771

Duration of Approval: From yyyy/mm/dd TO yyyy/mm/dd

Executing Institution:

Version/Date of documents:

1. Protocol :

2. Chinese Synopsis -
3. English Synopsis -

4. Informed Consent Form :

The IRB approves the waiver of the informed consent form.

The IRB approves the waiver of the re-consent process.

The IRB approves the waiver of the participants' consent .

The IRB approves the waiver of the document consent.

DSMP :

© ©o N o U

Scale :

10. Advertisement :

11. Others :

Investigator’s Brochure -
Case Report Form :
Questionnaire -
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The IRB reviewed and determined that it is expedited review according to

<Take blood samples from fingers, heels, ears, or veins of an adult weighing more than 50 kg. Also,
the total amount of sample collection should not be more than 320 ml in 8 weeks and should not be
more than twice a week. The amount of each blood collection should not be more than 20 ml.

/ Use the noninvasive measures to collect specimens for research

/Collect data with the following non-invasive measures. The medical equipment used for the
research should be approved for sale on the market by the central health competent authorities and
does not include the use of ionizing radiation, microwaves, general anesthesia, or sedation.

/ Case research or cases treated or diagnosed by clinical routines. However, this does not include
HIV positive cases.

/\Voice, video, or digital imaging collected for the purpose of research. These data cannot contain
any identifiable information or information that may affect the subjects”  work, insurance, finances,
or social relationships.

/Study properties or behaviors in individuals or the group without causing potential discrimination
to individuals or the group.

/Personal information, data, documents, or specimens collected from legal biological databases
without hyperlink or identifiable information can be used for research, but cannot be involved in the

interests of individuals or groups.>

Date of Meeting -
Date of Approval :

DSMB/DSMP: To be established

Frequency of Continuing Report: Once a year / every 6 months / every 3 months
¢ The trial research has been reviewed and approved by Chang Gung Medical Foundation

Institutional Review Board, and the research has already been approved by other legal
Institutional Review Board shall be recognized.

#%Next Deadline of Continuing Report: YYYY/MM/DD. To facilitate the review, please
submit the report six to eight weeks before the deadline (or one month before the
expiration of the trial if a continuing report shall be provided every three months) in order
not to influence the principal investigator’s right to conduct the research. In the case that
failure or delay to submit a continuing report makes the IRB unable to determine the next

trial period by the deadline, the trial shall not be continuously conducted. (This paragraph
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shall be provided if it is necessary to submit a continuing report.)If the Principal

Investigator fails to submit a continuing report on time, rendering the Institutional Review

Board unable to issue the next trial execution period before the previous trial execution

period expires, all research activities, including the intervention or interaction with the

participating trial subjects, must be suspended. Unless the Institutional Review Board

considers that the continuation of trial intervention or trial participation is greatly

beneficial to the trial subject's safety or in the best interest of the trial subject from a

moral point of view, no new trial subject shall be included until the continuing report is

formally approved.

#¢The research will expire on YYYY/MM/DD. Please submit the final report to the IRB for

review within three months after the expiration of the trial research. For extension of the

trial period, please submit the amendment and a continuing report two months before the

expiration.

*<The re-consent process shall be required

*¢The research is a community study. Please provide the participating community with

research results after the completion of the research. ¢

The IRB is organized and operates in accordance with Good Clinical Practice and the applicable

Chairman
Institutional Review Board

Jen-Ai Hospital

laws and regulations.




EmmmpmEA | EEE Jen-Ai Hospital Institutional Review Board w1020
L d ke % P | 2024/12/01
R 1E R AR ATST " ; ; ¥ #k | Page 130of 18

Initial Review of Submitted Protocols

[i

1.

2.

10.
11.
12.

13.

14.

15.

F# AR ar]
AMAGFRECTRAFER EMAEFIAT NN ERP AN L LR R EE L
5‘@ﬁ‘@&@?ﬁﬁ&
VEARFHRESAL YRR AT AR T IRETRE B RS R RS 0 iR 2
g ERL L Fg o
iazﬁa%W$ﬁwN~ﬂ$ BFTH Y BT §
"E 4 (privacy) £.4p B 4§ 4 e Rl B Jdrﬁ % E’A\’iﬂf b=
}%Q kQﬂ”?"7‘#_;’,@1&&4?3’5_‘\,»%,)4&Au\g_mzluu\o
AAE LR RETRPREOT @ D %“ﬁaﬁ«z ey E 2aEE o TP R
(confidentiality) £ 45 f 4 7 Fg F AL eng 12
FHAMPFETIVEY BRIV E S AMEY rg
L=

F R EELEY R RS
B M WFRR AL RE S ks

R B R S
o g s ARl PR
%

?%¢“#’4%¢%%£@*4w4#pw@%w
EpE s A BEEH T

ST AT GELR 6N H M ALY ww
HW?M¢%¢%ww’@%M¢%%H§* ﬁﬁ&& 9t E% -

AR LA BT PHBERVED CXRFHRL DRSS A 0 LR A REET S
¢Wiﬁgﬁﬁi@fmﬁ@ REE DT f%éw@\&ﬁﬁﬁﬁ RN
HAGELR §H AR PR ST RE A A RELR P EL R R
Tk RSN TP ZikE P oo

B2 RERBREL/IFRHF  FREN LR ES BATIF A Ep 2 dud 2l
EEFR SO TR Fnie 2 o

TP d = TEFE ) ~ TAMBRFESE, ~ TR~ TAMARTRE
FRiEG )~ TESBURARREN )~ TFRBHEURARRERN ) Bk R
%ﬂ#éxﬁﬁiﬁﬁ’vwbl?%%‘Awpimwiﬁéﬂ%ﬁ%ﬁmﬁ#O
TeAE et g o TRk sd R eip B A | MR R E 2 RRERFRMA S FRBEHTG 2
S CRE R R AL RS LR S RN S e

Bl el #ﬁA%é%hTFT\%&Fﬁ‘%#EFﬁgm%}%LA °

BEFE SRR %imﬁﬁ A A R T AN R UF
ﬁbm¢m§@%£ EEPHIBREEE Y RBRAS AR RRITL2ET 5
-fﬁiﬁ‘ﬁ%'}ﬁfﬁ@ﬁif@* ’ “-*/Fl’r-’rf'/» ﬁ}“’?qz °
i%‘ﬁ%%r%ﬁgﬁﬂiﬁ%ﬁﬁﬁ%Jﬂr%%%%ﬁ&ﬁﬁﬁmJﬁkﬁéﬁﬁ
Wyt 2 RFoNER e P ME R AR P A AFY O M EEETT LE B
BB IFA RS T A A %ﬁ;ﬂi L g v e G FA AR —g BN = bt A
P AR M oS I AR PR R A4 KGR M - E R
BEAHE S BRAREE D B Lok 1 FEEAEE L F ST LEB(ADR)
B BT D e R T 2 &iﬁﬁmim%mﬁﬁﬁo

Z_

A
*
e S
A
(54
25,

"é%% #’r/\}@]};%]‘;‘{; ] &'ﬁwﬂ x\ﬁ%‘ FE]F ? ﬁIZJ K @\Q F“ ﬂz ”’L‘itgrﬁ
2 ;\ﬁjz R ;%—gfric H ,J-;\«},'\;k#‘f—rﬁpﬁ&f“ﬁp T B~ 18 R A RN Nt
L L Tfﬁﬁ’¢ %iwfﬁiﬁ&%bﬁgﬁﬂﬁﬁr

LREFLEET RAFEE TFSRARARREN | 20T FEF ERPLITTR
FRETLFHLFAPR BUTRRFAFLI I REIZF L EREE L T 2R
i%%%%%ﬁ\%iﬁﬂ4§$kﬁﬁiA’ji%%@%ﬁkio@?@iiﬁﬁk
i%iﬁ%§$ﬁ1E$ﬂM%a?#’@i§ﬂ4ﬁpfﬁﬂiﬁgiﬁﬁ;ii%%
My e T2 TRk sk TREIA M2 P o




R mEA | Jen-Ai Hospital Institutional Review Board w1020

= e L -1

L E & i % P | 2024/12/01

L ¥ gp B AT — : : 7
Initial Review of Submitted Protocols P % | Page 14 of I8

16, SAMF T HRELRE €2 Ep 5 AP REPN E- R (¢ 77K HT 418
AER KB ERRET R ECER CRERF CVEIFA BRAFFE) BRA
?;%iﬁﬁﬁ’ﬂkﬁéaﬁﬁag’% D20 F3RIA A FlEp FHE S KR
SFEPF EMNETRUELOAE o

17. 3% 3 @%ﬁmé%%%*ig%%ﬁﬁﬁ FEETCAFPHATTEZ2 L RTA A
fARTZHE BB RAR T AN FR YRR R RIS 2R R R
SRR

1&4WP¢mWi§§F&~$$$WJﬁ’ﬁﬁiﬁﬁﬁﬁwﬁ%’@*éﬁwﬂﬂwﬁ
20 F A e

lgng,%/;er,f?_A ggp;gggé[ﬂ;*,fi ,fz)\r}%ﬁg\:;‘;@; VPSRt 2 S ;zafr\gn
,f%%ﬂifi%ﬂi#%@'L%%wﬁﬁﬁﬁ?iﬂ%ig”%%%ﬁﬁ AL e

20. FHRALFANPL(LIR)FHFRZ BHF L ERBRPM DT 25 o FRIF > BHRAF
Al A %@Aé*i?$%ﬁ’vﬁﬁﬁ Z(§ % ’”*%ﬁ@ CH) s A% D
s BEF PR X BEREE > TR ¢/p%§EFFo

ZL%ééwzﬂuf%ﬁ’“3’%&ﬁﬁm$—%KnaL Falt o

Zz@ﬁ%r&W$%g #zjrgﬁﬁﬁagi<ﬁ%#§§ﬂﬁﬁ TARL hm R
Ak TR R E AR R ER ) R FREHAMEL L AR
iE"‘LKEi? %K%’]‘ Hilfe » BB IFALEFL o

B. PRV HAF A BFAG A FIRABAIFIF FI P FAF LR ETE

24 LIFEFF R R GAFRELFE BRI o

25 FRVFEPrAFLEFIZINA 0 AF AT o2 ML A § 2 2% L3
=

26. ERBIERRNAGTE %ﬁﬂiﬁ'ﬁ&ﬁ%%ﬁﬁ*rﬁiﬁ‘*@é%+%@%ﬂA
REFRTVRE ZEBFRBGLTRF AL - F 3 AFANERFFR A H
#cH FATUE 10 i o

21 F =€ FRMMZ A 1 208 Frasi g hnd

ﬁ“v

« 22 3 THIS

EFTANFRFIZFARLTI LA
A

A
AAKEE RN B F R R F R LR 0 B AL AR B % st i
EIES- LR &o&éﬁﬁw’@gwiéﬁé@%:i LR L o R RR
w%%r*g%M@¢4<#té§%A%F WL R AL BRATY BRALFEH

L2

28. FRREF PR ALERIHPEFRR RERSHEESFERT MRERE D
O B TR RS 73 e 5k - Clinicaltrials.gov (£ ®) - clinicaltrialsregister.eu (%< g ) > wp
Tl Bk T e~ ¥ - f“;ﬁ?‘#‘ﬁ’éﬁ P AT RS KB EOERE -

20 PR FEMFGREF FREMAETT AN TR AT BELR§ 0 R
LRFRELEL



c A gﬁgﬂm L8 4 ﬁ g S | 012

EmmmpmEA | R Jen-Ai Hospital Institutional Review Board w1020
P E & % pEp | 2024/12/01
Tt

Initial Review of Submitted Protocols F ¥ | Page 150f 18

M2 = AF02-012/02.0

cé%&ﬁ@%&%gt@%
AR GRL R €
A Al

b B 1412 S¢ F 1 2 LR 483 B2
B 2 :04-24821771
B A 2 T35:104-24821771
T+ ERE 345 [ jahirb@mail.jah.org.tw
R LR «GRER ARy Ak Rl
OO-O0000 L4 A ¢ Wigp
OOO00& OO OOFP

Rk BFELARTRVOR L AR EARAMETRELE 5 FELER
FlraoBFsigma et ~ 223022 A 02 Py > P aip w2 F
PR 2 B A o /i * T L 2}5?%3;«%?4?3% P ERZ G B EH OB
~E' m/ “z&tﬂa@*{fﬂé 7’3%‘22‘72” Pl ch ERpeEr ;\Ljffc?j{;;\*igaz
" F W HEEREY ES f%’z?;ﬁﬂ PR HB H TR AT 2
,L//EH“’L?: b mh's P HATH IR 2 bR rﬁ"‘%iﬁ%\:gifﬂi‘g )

lbi‘”i%ﬁi A g’J‘—x Eé’bg}ﬁm#%g BEM o B R G o éf}fplﬂf"}f?\hﬁ-
‘E 2T AR FARRE > ARNP A LAY AR PET AR GE> TR
= E'u,q_-ﬂ\f‘m&'ﬁﬁpixg%@iﬁg%g Hoglmm oo

j‘iﬁg,éﬂ,?%‘i_?‘ﬁutg‘ o GCP %%

e
G
=k
=%
et
b
K=
W
>~
A
g
i
2
SF|
E@


mailto:：OOOO@cgmh.org.tw

c AR GEER € S | 012
EmmmpmEA | R Jen-Ai Hospital Institutional Review Board w1020
P E & % pEp | 2024/12/01
el (E A2/ ATST T # | Page 16of 18

Initial Review of Submitted Protocols

Jen-Ai Hospital
Institutional Review Board

483 Dong Rong Rd

, Dali, Taichung, Taiwan, 412
REPUBLIC OF CHINA
Tel: (04) 24821771
Fax: (04) 24821771
Protocol Title -

IRB No.
Principal Investigator(s)
Date of Approval :

The IRB reviewed your research protocol and determined that it is exempt from IRB review according

to<Anonymous, non-interactive, and non-interventional studies conducted in public and without

identifiable information./Use information that is legal and already publicly known. The use of

information shall follow public purposes. /Governmental organizations assess the efficacy of public

policies or authorize professional institutes to assess when performing legal duties. /Educational

assessments or tests, or evaluation of teaching skills or efficacy in a general teaching environment. /The

research project has the lowest risk. Its risk of the subjects should not be higher than non-participants.

Once reviewed by the IRB, the project is exempt from free trial with an issued approval of exemption.

The lowest risk refers to the probability or intensity of hazards or discomfort that the subjects may

suffer not being greater than what they suffer in daily life > and the regulation of Ministry of Health

and Welfare, Taiwan.

The IRB is organized and operates in accordance with Good Clinical Practice and the applicable laws

and regulations.

Chairman
Institutional Review Board

Jen-Ai Hospital
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