(s

I
[ @y,
i

TARERATF A MRRLR ¢

e R

VGH-IRB SOP 32
Version 4.1

TR )
http://homepage.vgh 4 mee L4 @ 4 HEA:
tpe.gov.tw/~mre/goo R S R ) 10-Jul-2023

dexp/content.htm

b (6 R AR R BT eR ARP

B3R 510 B aE TR

# 2 4 P& ERuER Rl R u
SOP |- & 1.0 06-Mar-2013 | % - 4%
SOP /| & 1.1 12-Mar-2014 | % - %% — =K i3 37
SOP /| & 2.0 16-Jun-2015 | % = %x
SOP -] & 2.1 21-Feb-2018 | % = =% - X 1337
SOP /| & 3.0 19-Jul-2019 | ¥ = 5%
SOP /| & 3.1 17-May-2021 | % = %% — =X i3 37
SOP -] & 4.0 06-Jun-2022 | % = &
SOP | & 4.1 10-Jul-2023 | 5= %% % — = 8 37
+ -5k 4 1 06-Jun-2022
BfFHIEF ¢ FL 5/SOP | e Date: 09-Jun-2023
FhE A HMRRLA G Date: 03-Jul-2023
% /EL—'F% CARERLIAgLIELER Date: 10-Jul-2023
P
8 B Y 2
= fﬁﬂ .................................................................................................................. 2
T B A 2
D 2 PSPPSR 2
& A 1 SRS PR R 3
Bl 5 P T 3 2 B B 3
5.2 5 ¢ SR TP E L ERE AP s 6
R AU T s 6
B r B BT s 8

Page 1 of 9


http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm
http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm
http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm

m} FAEANRFRAMFRLR ¢ VGH-IRB SOP 32

= - 27 1P
P{:?' EREITERE Version 4.1
K/

TR - ERHHER:
http://homepage.vgh .. Se s
tpe.gov.tw/~mre/goo A T 2% 4 10-Jul-2023
dexp/content.htm
- ~ P&

A AR LR E (T HAELR §) W2
ZRIZ TR BUIFIBET R B LFT RS R
iﬁﬁﬁg’éﬁﬁ‘iﬁﬁﬁﬁaiozﬁ: ﬂwiﬁﬁﬁﬁ
FRAPM TR UREEF T AN AT 2 G ok TR AL

RPp|EEETLER
-

%ﬁﬁiﬁf@pﬁr&é LEFEA 2 SRS P Y
F oA ST (PRRBLFAZPFIFA) RF-FHT
ﬁZF%%&EcﬁM1mP”d§o&m@ﬁ—fﬁﬁﬁﬁﬂﬁ’1
RKFHFAamead =2 B4 S FEFA-EF2 42T -
T ERA
1%iﬁg ?*ﬁ%%#’*ﬁ ﬁﬁgéﬁ;ﬁmpﬂ&g
EELERPFACEFEAPZRELHN -
&2?§3%A:?giﬁA%ﬁﬁpzfiﬁ’@ﬁﬁiiﬁgi

R e - B ) R B R b R S T AR N T

ST RAFAREHEY G R EE XBHLARPHT T -

33 HUFITWHFEE LI W LFAE R AT BT 24P
4] XA - ?6Mpxa§%, Bééﬁiﬁfﬁ‘??

I

NS KR
e~ TERR (FFEFAR)
159 w3342 34 KPEA IR TREIL BB ¢
2.5 P FE2EE2 AP KPEA I FREIZRIBHE

3L R g o s e H i
SCCRVENCE EVEN-E S PERPoE X

Page 2 of 9


http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm
http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm
http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm

4 Isl.’} FAEVRAFRANERLA € VGH-IRB SOP 32
C’S & ’ T EARA Version 4.1
i
T X
http://homepagevgh | P d B A SR HEA:
tpe.gov.tw/~mre/goo A 10-Jul-2023
dexp/content.htm

I ~HFwR|
5lsPwmyir$2%3

511 21 B ¢ oMeFaPiagr w2 miPEs
RN R S i T AR ST r 3 T
% 84841 (4c: C-IRB % & 841 - NRPB f/k 15 5
2% % #4](IRB-TPEVGH SOP-32- Ol) EFHr AP
FEVAFRE ZBAFRM L REF AR ) S
¥ % io B3 8%27Y FH%ELAER ¢ HY
IRB- TPEVGH SOP 05)4c F - = @ ®~ 32 L LE
2012-01-001AU -

o

.
il

5111 %k ¢ 51 ¢ g1 rk
2 ARRPE o R ikfp AL R
IRB-TPEVGH SOP 05)2
gL FIE LR §F

At
ﬁt‘
a

o

BLI2FArcg A2 AJL 1 ¥ A 3R d KPRA B 2tk @
PEEFPHFEEr AL R g ot o Rl RER
APIEAT- DL FREALFLAREFE 20N
gﬂFGIJSI]}TIFB;{ o~ iF oo

5113:F =% 4+ ¢ (%2 IRB-TPEVGH SOP 05)

5114 ¢ %% 4 342X EW 5 B1iFppPRFAEILA
(IRB-TPEVGH SOP-05-06) i& — % ¥ /zins s B 4n b 2
nob il i, Hapan m&wamHsm>%(§a
IRB-TPEVGH SOP 05 ~ 06)

5115 %% ¢ 3 4 t% : RA %R IRB-TPEVGH SOP 05 - 06
19> 4es & % 248407 5 H s p Bl (T X AR > RV RE

m .

512 ¢ WL F AR BT EE AL R €5 B
-&;t‘\.l

Page 3 of 9


http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm
http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm
http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm

4 Isl.’} FAEVRAFRANERLA € VGH-IRB SOP 32
C’S & ’ T EARA Version 4.1
i
T X
http://homepagevgh | P d B A SR HEA:
tpe.gov.tw/~mre/goo A 10-Jul-2023
dexp/content.htm

R s E AT & R L S
% 3 4] (4o c-IRB % 2 154] ~ NRPB Tof 2% WP 5 & 4
™% %44 (IRB-TPEVGH SOP-32-01) ~ 44 ~ &7 «~ 3z
CREVRFRI ZBLFRM L AL ABHE)E NG E
AR F B FEFLY e AL M (FR
IRB-TPEVGH SOP 05)4c + — % B3~ 4 % %58 » 4o
2012-01-001AU -

5121 %@ ¢ ¢ FAn AL f g %ﬁ?%%ﬁif‘”ﬁmﬁ
/Ea‘%w%v‘wﬂ’“&% G e F A PPE B
uf,am(fla,urmapé%; Eﬂ’ié) i T}"?% LR EAp M
FEYEZ AL A ERT2ZMMBATHE NEALE ¢
kﬁAﬁﬁzﬁ£iﬁg$ﬁfﬁz‘i%

5122 R ¢oERF > RAIFS AL A gUii 2 AT &
iz (42 IRB-TPEVGH SOP 07) 48 & % A ¥4 7 3
HuAphl (FE£AE R > R P BT .

5123 Fr a2 @ ¥ FA A EE AL §
d;*ﬁAFrafﬂ{z‘:;spg,T_Q#k fiﬁgﬁxk_:
% ¢ i (%2 IRB-TPEVGH SOP 19) -

5124:F =% 4+ ¢ (%2 IRB-TPEVGH SOP 07)

5125 V%% F AL AN 3 B2 f’FBM&%ﬁiﬁti
(IRB-TPEVGH SOP-05-06) i% - % ¥ /ziaf H Bin M &
A sk H4R4 0 IRB-TPEVGH SOP 07 -

5126 * 2 R ¢ {2 FAaRAFLIP oV EEPF Tk
BRALAE2ZFELARLERS T R LER “F T
2 TP EEL 0RWEFABAI(E)Z F TR
RURTRE ’%—4 ’ F?—ﬁ kB-BFLAERELFALE €Y
% % (%2 IRB-TPEVGH SOP 05 ~ 06) -

5i3%iﬁg%ﬁﬁ@i%@%ﬁ%ﬂigéwgﬁuizau
P33 88805238850 BO 2 103

Page 4 of 9


http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm
http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm
http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm

4 Isl.’} FAEVRAFRANERLA € VGH-IRB SOP 32
C’S & ’ T EARA Version 4.1
"
http://homepage.vgh PR ¢ ERHM:
. . N = S )J.é‘. } )
tpe.gov.tw/~mre/goo A 10-Jul-2023
dexp/content.htm

BMEFABHTE T RFIRAEFEZ AWML EIEFRR
¥ % (A)(B)(C) (IRB-TPEVGH SOP0701)9*;£’<5»‘$m{,K
% IRB-TPEVGH SOP 08) - 4cB5 & % B 847 § H 4 4p b (7 ¥
2B 0 RV RYET o

514 A1 R §F AL BLMEFABHLF ARG vz 59w
FIvEd BB SFa: PEIF RNZEA B
R e FE o rh U R RS FERAMAE(£L
IRB-TPEVGH SOP 11 -~ 23 - 34) =

N

“r

N

515 mEF AWML cHBLFL P E% AL 45 R%
“J'u"ﬂlﬂ”)"‘éi‘“/\ "‘*é‘ﬁwﬁ’z@w’léﬁé‘ﬁﬂiaﬂ'?‘%——fgu
Hedg 02 F 4585 wgiY ranigd wgad
Rt BRI N A ﬁ g}@%% Féﬁﬂ‘]? Aﬁl?fpﬁ (x;l-lzrl '1_%:‘
EHTEREMNEAGERAE ALR EFETERAE NG

%i%ﬁﬂw””iQ%EW#ﬁﬁp;o

516 4i & F 4415 c-IRB F A4 5757 c-IRB % & 144
{2 KR k&fﬁﬁaﬂwcmegﬁwﬁgwii
E°%%€%E%ﬂﬁéﬂ@wﬁiﬁ’&W“%ﬁﬂo

5l7Hw+L A ¢nv2Fhézrda%k:
ﬁw%@%iﬁg;?;ﬁﬁgﬁﬁ FhE AL R EY A
~2diEr2FhE o4 %4@¢ﬁ%a%iﬁg%%é
ﬂdIRBJPEVGFISOP(B)éﬂ&iEigi&%ﬁcj-ﬂ'aﬂ
4 %L N8 s 41 2012-01-001A] -

SLTLF @ i@ ft v AL [ 69 o b & AERARF
/E#&'#‘ﬂ’bf‘;ﬂ Ny = F gt ﬂ\iﬁg;ﬂ?xgﬁg
M2 P AS(F ARk Er L) T'dRE2L 2%
WHEFLEZ2 AL ERT2ZPAMFTATHE(LL
IRB-TPEVGH SOP 07) » 1 4~ % f ¢ Ly%t B B2 4
Beshpst -

N

3.

Page 5 of 9


http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm
http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm
http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm

i 'q,’} PERRF IR AWERLR € VGH-IRB SOP 32
cs {i‘) 1 ’f BT ¥ fe B Version 4.1
"

R - &R HEA:
http://homepage.vgh g 0 pmee el 4o '
tpe.gov. tw/~mre/goo AN ] 10-Jul-2023

dexp/content.htm

51723k P o & T\jz R Ed AL R ¢ "/?g‘f % AR
T hERZ (2D IRB TPEVGH SOP 07) » s iz & ~ 4
FBH - FFENR- KT AL TEE

5173 24 R ¢ i 3aAAF Y TS Tk
BALAE€2F3ARAFALERE IR LER “2F R
“E;'z"?\'{ X)L%lg‘i e A% R gw\-‘»?iﬁﬁg » T3 e

A FHRR- B3 ERAEFP AL R §Y FF A
(%2 IRB-TPEVGH SOP 05 -~ 06) -

52 3¢ Py E2EFZ AN

521 22 f g2 f AL A g2 57 vy iR B
1%~ “i—f‘% (%2 IRB-TPEVGH SOP 21) -

522 At F A LFA R RN R g 2 *R,Lra»ﬂ\:éﬁgﬂ' i3 o /%
L% %%ﬁﬁ%‘xmhmﬂﬁﬁ*%m%#ﬁh$d*$
PEZRTEERYYNF L PTBUF TR Y
LEH b e SHXFFRE Y REF

523 AL [ gRFPEANIE Iz ¥ ko AL g 2R TE
REARBEAMAREA AERFARETEZIELE T o

524 AA R RSB 5P TP AR AR B €24 ot
FoHF-FEEVARPFLERI nAREP B

525 AL R EWEF AP S oI PREH WEAPRS
*%ﬁﬁﬁﬁﬁéﬁ?ﬂwpiféﬁiﬂﬂ%ﬁﬁﬁg
”J ljl\)_ﬁ }f@ﬁ_ o

53 24 f g2 Hw H ek
5RL*L R g F AL AP FRIBFFEIMT D

lﬁvb%jgrjbq’g}%/gﬂﬁ%%é}if%FEﬂ,u\ﬂ\l‘m#ﬁ]fﬁgﬁ]ﬁ z H i
Wiz hegal &ATw%ﬁ\ T hezEmedag
AR AR /%@j%_

Page 6 of 9


http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm
http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm
http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm

FAEANRFRAMFRLR ¢ VGH-IRB SOP 32
ERITEARSR Version 4.1
e :
http://homepage.vgh e g 0 pmee el 4o ERE:
tpe.gov.tw/~mre/goo G 10-Jul-2023
dexp/content.htm

532 AL R ¢ 5P T EFAE T ENS
LEEBI/RLEF FFFALE - $E/E
@ﬁﬁﬁé%ﬂ%&%ﬁ”ﬁﬁﬁéygzi
Ak i EL 2 dpm 0 AL g AP ORTEL TR AP
2 heFEE > T2 ed pRin g o

533 ¥ 3% ﬁFF’&P\ s RPEA R BB S TR AR Y

tﬁf?ﬁﬁgmixﬁ’ BV UT AT I EEA N
*-*&1’4z B o0 & # 2 4 & &4 (IRB-TPEVGH
SOP-32-02) -

534 XU 2P g ()zﬁiﬁﬁ’%:gﬁ%§~igi

ﬁfT7ﬁﬁ%£~f iM?”*@#%iﬁ\%ﬁna

HF2 LA BI/R] B EAERERLE (2)
?iﬁgﬁﬁw%’%.gﬁﬁ} 1R EET S HTVR
S (3) RRER A AR FREL L R AL ]
¢E AN KyRA AR E N A B o

5354 L1 88 ~ 5 T s E AN o

5&6%%W?@é%iﬂﬂﬂ\ﬁﬂ&grﬁ~@¢&% B
LR SRR (TR ) LR G
B kAL Ao pY R R R E P AT R
% o

536%§{¢4~$ P’@ﬁﬁﬁ@ﬁﬁﬁﬁiaﬁi
%%ﬁnr%%iﬁ(%ﬂJRB1?EVGHSOP1$E§E°

53.7 —‘ﬂ,_%_m s j\ﬁﬁ.;}%% «r}gﬁw»_l-%;}-‘%i: ’ %ﬁaﬁﬁ‘% pg-' AN "’
M E -

Page 7 of 9


http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm
http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm
http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm

m} FAEANRFRAMFRLR ¢ VGH-IRB SOP 32

.‘- - 22
Pf?' ERITEARSR Version 4.1
K/

TR .
http://homepage.vgh | P ETuE RS EHER:
tpe.gov.tw/~mre/goo RS fL. B ﬁ 10-Jul-2023
dexp/content.htm
2 3R

WHO Operational Guidelines for Ethics Committees that Review
Biomedical Research - WHO 2000
Forum for Ethical Review Committees in Asia and the Western Pacific »

August 2003

WHO Operational Guidelines for Ethical Review Committee That
Review Biomedical Research (Geneva2000
www.who.int/tdr/publications/publications/ - accessed 11 February
2005)

ICH E6: GCP.

International Conference on Harmonization, Guidance on Good Clinical
Practice (ICH GCP).
45 CFR 46.107(e) and 21 CFR 56.107(e)
Ethical Guidelines for Biomedical research on Human Subjects, 2000
Code of Federal Regulation (CFR) 21.
World Health Organization, Surveying and Evaluating Ethical Review
Practices, Feb. 2002
# § ¥ 72 ¥ % (Declaration of Helsinki) 2013 & ¥ <5k > 2013

AP REF AL R e E Ty 12 #z*(f&f%%—}“‘
1010265129 5.4 ) » 07 May, 2018
BRIk g%k 2 EA(FERE S S 0930302777 B
<) » 18 February, 2004
o RATRR R TEER(P FAR-FELEN DL NP
Afldnfede e 3 % 1091407788 5L 4 iz F LHZE & 5\10\20\21 >
23~30~37 545573 i%i%~)» 28 August, 2020
RRFELAA PN P RAFAZL AL REPRFFFF
1010265098C %) - 5 July, 2012
Tﬁ}%,z RALER - X F % 10900003861 5.4 2 o~F % 1011 iFiE
<) » 15 Jan, 2020

Page 8 of 9


http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm
http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm
http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm
http://law.moj.gov.tw/LawClass/LawAll.aspx?PCode=L0030056

0 \I.: 4 FARAEFRANERLE € VGH-IRB SOP 32
cs {i‘) 1 HERTERE Version 4.1
"

TR .
http://homepage.vgh e 3 ot o 2l EHER:
tpe.gov.tw/~mre/goo A 7L. 2% 4 10-Jul-2023

dexp/content.htm

AR E s (WY F 3 % 0980263557 5o » 14 April, 2016
AREAT T A (R ER - B3 % 10000291401 #£4) > 02 January, 2019
Fop B L (F4- &3 % 10900004021 %) » 15 Jan, 2020
FoEMF LA F 7wl (e § 3 % 1101603292 L) - 26 Apr,
2021

Fo BH R LTk sk ok (R 8 3 ¥ 1101601721 %L) - 09
Apr, 2021

s FFEHIPFL2 AR REFEFR(FEFF >
1010265083C %) » 5 July, 2012

FALkLFELAEF L2 HFIFEFB(FFFFS
1010265079 %) » 5 July, 2012

FAFARFRARRERLL gIRE TR S SR (111267
AAHRPP £ & (October, 2018)

Page 9 of 9


http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm
http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm
http://homepage.vghtpe.gov.tw/~mre/goodexp/content.htm

