p% AEARMEEELAQ

B

m;:f
$7 %3 | SOPO010 | B | Dec. 18,2020
il . HEBEEWESE

R A 11.0 B 1of 13

http://www.vghks.gov.tw
B &%
Lo B B ommmm—s———————-—ss 557 2
D, B e miamasssssssyms an s s S A R 2
R Y SO )
T3 . I s SR —— 2
T | TR TR ———— 2
5.1 IR IE T AE . oot 2
5.2 B BRI B E oo 3
53 BB EEFIBET. oo e 4
S8 BB RE . oot 6
6. BRI oo 6
7 9}% SBE o eeveee ettt ettt ettt ea bbbt et ne 6
T 2 SO OO OTUTUPROON 6

Q\
tf&:"' ditre Amne AL B A @




Laed )

http://www.vghks.gov.tw

AT REFLLR €
%%, | SOP010| F # | Dec. 18, 2020
HhBE kg h
WA 11.0 S 20f 13

1. pen

AEE B P hE 4cit IRBAcm U2 2 2 5338 1

2. &
AR LA A SHC LB IRB FAG kP HFB D2
‘7’%? o
3. F¥
IRB 02 A3 § %2

E%%ﬁ%#%i%

4. A2

% i

5. mp|
5.1.%
51.1.

=

ik

21
>0

2. e 3

o

1

) FavEs

3
4 TR

it g

’LE LFAFR IR E B

a4
= T

2

7?‘

v ;%— e

%2 ApRE 2
T84 f%‘&‘?ﬁﬁ‘%—r o

\\0 .

1
2L

3,,'E'_ ajpfﬁgv &S

5.1.2.

5.1.

PrtiE g
2.1. IRB#s% &
AR A
[FRSINE

N ° é

]2{;}7%\1; g‘ < ],_

FREAH EHrEdL
A

A

F4E =

IRB #4%

IRB £ &

IRB 5% /i

IRB 743 /e

%2

]l
~ 'Z

@$%

ignv E p;g&jz,.%

N 1 iaxlez@m? [E N

# ¥ (AFO1-007/11.0 # %

1*%'\?

(AF01-010/11.0 2% 3w {5 4p



pRRiey AR BB AR ¢

4. 3
(F'-j 5. | SOP010| p ¥ | Dec. 18, 2020

%
\_
fa
\\EJ»
‘W

S 11.0 [ 30f13

http://www.vghks.gov.tw

5122, AF%EZ & > IRBFRF e PTMS 5 5Lt 3 5 i vt d 4 45 4

Ao
5.1.2.38. ljJ_-,-q,h'ppi;‘L—%"; N FRL o FYHEIBL RS
E#’ #\fg‘é%.ﬂﬁ]iﬂe'g%——b&o
52. %3&aB 5%
52.1. IRBfRZ i3 83481 %4 F 9% 4 (AF02-010/11.0 % ¥ %
- HEIHETRE o
5.22. 0 HFEREREIEZINE RFH TRL R LT HREE
flZe@nn  Alip-3- 4 %4 -
523 RAREFBIEGIN FABRAK  BRGBD B LRE G -
Mh'% 2Pl ifEEtEah -
524, B %2 %38 RAIId RE AL B3 L RELL A Fleag iz %
BRF R RERE T A RAR LR B A B AN L 145D

FE{% o

5.25. 2R EFRLT B LFRFL MY IRBRE AUFTBITp 3 &
§-4_(H)H?iﬁ$%ﬁ@w’dIRB%*%”14@1WBW
BT A RSk 4 P A O (AF12-008/11.0 # 531 x4 | & % &
® o

526. # LT B{ 4T o

526 1L B4 R { P FAFA[BEHBRAFA Py HEL A Ay
AR o
< EL'ﬁAiPi%
rR it ARTIRNE AR LBt E 5

o

‘—:é—ﬁ}‘ﬁ ,&fz
5.2.6.2. B te & R BFHN T HH
52.6.3. % { Lo ¥
5.26.4 R L LREER LTI HELTR (W FLHELES - (#T
L ov A %AE FE% AR 2 gal,,ﬁg_)
5.2.6.5. # 5 #3k54p Rk A f TR B
526.6. %+ n B
5267. 3322 kA2 84K 2 EMeENFTHELE T (3o F3F)



Laed )

http://www.vghks.gov.tw

ARETAEE AL ¢

5. | SOP010| p ¥ | Dec. 18, 2020

\_
2
s
w

%

S 11.0 [ 4 of 13

5268 BXIFL LA TRADBEL N FFEL
5.2.6.9. B3 KA B F sT B2 E QR
5.2.6.10/8 13 & 35k 2 "L (4o 1)
5.2.6.11H8 # R FRF L5 (TFR L

5.2.7.

FAHLAPVIIBL R XBHRL IR GRATIATFEFT A
£%4 -

53. 3 4 &% v

531 fRF rMiE gy v B2 EB L RF AR AL (AFOS-
010/11.0 ¥ 2 % 44 § o
532. 3844 F Rt EBr %% 51 L4 (AF03-010/11.0 {74 %
4
533. 2 LB L2 AL RER IR L2244 24 (AFO3-
010/11.0 » ! X FFEF AR LT R L2 Sesip > Ew e
f{‘@o
534, 35 HKIEBIL X2 AT hiett i ~JIE2 Y
TREHEEET R~ JIE -
535 %42 2%F5L T2 A
1. [ %]
2. [Bnisdap]) (et &+ S F A HE Ligecisd AT FEIL
)
3. [z g %)
4. [# 35 )

5351 [#ple [Brisap)l itz
1. #5823 4823380% > d IRBRE &3 A0 E2 14

1fEp p IR AT T % B A 9 (AF08-008/11.0 i# %
‘ l;ri ﬁﬁ?l\.‘»o

2. AP T RE%RTER L S ",/TT i % AF08-008/10.4s 7 :@ #F%k+ &

ZREEH A (BT RA) 2 PIHREWHE L LD
VEAME VAN UEEHEPY PR A EZL [ 2

Lt

ErEAupMiAR TR FEPBIAEP o



prlEy ARG BEEALE ¢

S :
l,( FF'-LJ %% | SOP010| P # | Dec. 18, 2020

%
\_.
fa
\\EJ»
‘W

A 11.0 S 50f 13

http://www.vghks.gov.tw

3.IRBfa% dui-i T4 R Ainis 2 A M IR% T AR L 302
(AFQ07-008/11.0 ~ * %87 7 [FE% % F & & (AF08-
008/11.0 2 ¢ FAFARFTEFTRF > F L HAFL > gl &
» % IRB ﬁéx%’ s fp B H i+ o

LIRBAAE AT L TR~ FEERA B0 ERY 2F P
# o

5.5 5 - RF R P ER LA RNFAFREFAUEE 45
/\’gﬁlﬂ %3 R R 3: °

53h52. [BrisfE %)+ E %

1 IRBfoF e F#EF B2 %% 418 24 (AFO3-
ONMHD*%%W’T%iﬁﬁiﬁ%rwqjﬁéﬁﬁﬁg
LR Lw % 15,1\ (AF04 010/110 3L ff')‘l'i A

2. FEHEAPFAZN-BFIPEBIFFIBEIZEELALTRE
(AFO4-010/11.0% & &2 R Rk § - 57 Brcs + b
oo IR it fe R A A SR UL B F A -

3. P EABARHL B Ry - B 5 IRBELILES LG
L

4. IRBSE A# § 2501 %% &1 14 (AFO3-

z_

010/11.0) “J-é #EAE'&;ET“%E%?L%@J} %%ﬁﬁiﬁ"&%
(AF04-010/11.0) % { k2 > B2 43 FH - HEARF 4%
Aga -

5. 344 %8 ERYEBI 2348 L4 (AFOS-
010/11.00 - &> 141 p &= p ﬁb?;;jxg o
6. FHEAFAG oY R g o B IREFEEHS
7. IRBFAELA WA FAFAELTEZAA 44 IRB g3k -
5353. [##g)itg: %
1.?”%%&&257‘% B3 d 5 d |RB$A4 i@é ;l N
?ﬁ%éE,ELZ\(AFO3010/110)J’%§FITxé’fri—é ;}%/\ 0
2.7 HamEAT RN B ELFEEHW
3ﬁi$ﬁ§ﬁ%¥3(7ﬁ@]?%$’m%ﬁ@§#§@i

o

v



19%:5':?% AP RREALE €

%
l,( FF'-LJ %% | SOP010| P # | Dec. 18, 2020

http://www.vghks.gov.tw

\_..
2
s
w

%

S 11.0 [ 6 of 13

w

© XN s

10.

541 ¥ FALRZ PR A A L WAL H 2 B R
5.4.2. %4 WA= § #% % F L 5(AF08-008/11.05 # 4p b < © ffh ¥

Forum for Ethical review Committees in Asia and Yiestern Pacific
" Use of Study AssessmenSOP# FE 008 Version 1.0 Effective date:1
Aug. 2003 page 7 of 9.
World Health Organization, Operational GuidelinesEthics Committees
that Review Biomedical Research, 2000.
International Conference on Harmonization, Guidamt&ood Clinical
Practice (ICH GCP) 1996.
Associated SOPs: FE # 010.
FLRALTRARERER 0 2014.10.23
¥ ESE‘?%P? F= IRB % i ¥ 42 & 2018-
S %*"H%%Efg T yEE | 0 2009.12.14
A RE Y 0 2019.1.2
RRFALIAETRERAGELAMFLREEE FEFT S
1010265098 » 2012.7.5
TARMFET AREFALE 6L W2 E Ty myE2 | 0 2018.5.7

x;gf i+

AF01-010/11.0 % 1 % ¢ #4
AF02-010/11.0 * 431 %4 K 4% 4
AF03-010/11.0 2+ 4 3 1 %% & % 2 %
AF04-010/11.0 +* 431 2% 43 2 v § %



1&‘!@5#@. ‘iﬁlﬂffﬁﬂﬁﬁi ﬁ g

4. 3
(F'-j 5. | SOP010| p ¥ | Dec. 18, 2020
= J-_ -~ Z

LS 11.0 7 o#c 7 of 13

002
-
o
\{:: N
el
W

3
B
uxs

http://www.vghks.gov.tw

AF01-010/11.G* % # o % ¥ 34
SNAFRAMET GEEELR 6
PR ke G4

YL

o

My

¥

3

-3

4 VGHKS -CT -

Bk S A

kil kil

s TR S

B A T il
AR AR R S

T =3 1 P Ea ~ =3 n p

RS TS E R
[(J-%%2 [UH*%2
(I 2342 FHP AMPTREBALIR EF 22 H (A ddF” 24 IRBCIRB) 2 (7 .~ A

ﬁ%wfh~j f%%‘;ﬂﬁ%ﬁﬁﬁiiﬁwﬁﬁ$$§#ﬁfﬁﬁi#§#)
=B =

\\

7

R ( g0 R A T 2 F )
qF }%7 l}‘]
. i s R4eit3 2 b
i3 38 P ig o w '9' (Bdeit =
(1% It i A Bl e A SRR T ) | M 2 BRER 7
2_ )
A rﬁﬁp;@%}\?’ ;?—*
TaRE
XRERLE
BRapL £
’El 18
(dof* % ~ f2 H 440, %)
A Fa)
FEIAFAE L PEF R 2 7 p




pEBly P GRFALR 4

_&_.
1..( $‘1,J %% | SOP010| p # | Dec. 18, 2020

L EE Tt

A 11.0 S 8 of 13

http://www.vghks.gov.tw

K OFRABL > PrEFHFLE.. %) > "BIW7 & "B 2 RYFE o "BIRT v Rige
Je ! Re B 4o R RAE T b'rr»ﬁ 2 E-Na f},\jn_'.ﬁg»ﬁ WA PP o
WO R B KR T3 e-mail 2 irb@vghks.gov.tw



K= A
&

http://www.vghks.gov.tw

AR REE AL R ¢
%% | SOP010| p # | Dec. 18, 2020
ok I oot
TN 11.0 7 9of 13

R} HERE

EER L
;J‘% rfﬁ- .
S SR O
i S

-~ HEPEun

AF02-010/11.G- % 2 ¢

FER'GIEFE

10952

e %Fa

_Jg;%ﬁ

ﬁa©©© ©00 -
4oF

R R R

¥k L H P4 R
1| ©00 14 QOO
2| ©00 15 QOO
3| ©OO 16 QOO
4| QOO 17 QOO
5| OO 18 QOO
6| ©OO 19 QOO
7| ©OO 20 QOO
8| ©OO 21 QOO
9| ©OO
10, ©OO
11| ©0O0
12| ©0O
13| ©OO
Comment
& ¢ pp: &~ £ 2
A A A



psiay AR BB AR ¢

L
J $‘7,J %% | SOP010| p # | Dec. 18, 2020

LS 11.0 S 10 of 13

http://www.vghks.gov.tw

AF03-010/11G*F 2 r 2% 53R L &
L

L I/’;/ %Ei) T~
P E
YR RH
PFEH A
%?’_g}gﬁl\?;“ £ 3 EI~EJ'L;L, =3 n p
b1y % & 3 P 2 3 H g
=%
1. Bt %4 FHRP R EEB 2724 9
2. BB RALFARERERR > BRAR G2 B ?
3. |BrIBAFAMELREEE ?
4, [FEEIEHB T EF K2R L FHE ?
5. [ RFFEAMMEFRRFERLE? 0% ;0%
6-FEALL (FHERE B EFL2E22d )

gy [eg Ol [Ovrisid (7 4ak (%48 §34%)

NI E

R b4 FhL Rt h e i pg (J4 3 0 24

7

EREBRFAMSF 3B - x (6B - =x [J12B - =%

2
>

Vo

: PP -2 3 p

z
e o



pRBEy e L F LN

4. 3
CFD-’ 5. | SOP010| p ¥ | Dec. 18, 2020

S 11.0 S 11 of 13

http://www.vghks.gov.tw

AF04-010/11.0*- 3 B 1 %3 42 2w & %
%ﬁ%'%**4wpmﬁﬂ$§ ﬁg
53@ A3 4007 R

Nu-

OOOFF (i )b
Dapot e o i 5 S ERRBFERA- B
HPLLELL AR S 9L,—rvﬂé FH X1 XX
El R fizxzjﬁl‘mﬂ#\ R P""‘?'E,B*F”ig:@ B s ;]u]j\gffmg«_f_,jﬁﬁ o3t
$%, 00T X gﬂﬁ_]_i}? °
IXFHE 1Lz p @P}, Fra ke g e R AR 0 A %4 o
2. F;hﬁ.y’i‘m‘}'ﬁ&ﬂ, - B ppM e Y > T igacis e it o
kg is e B4 F L F email 2 irb@vghks.gov.tw
£ S22 B
4T
g 3 ] p
R ELF A B
PEAHA Py~ 0




phBig AR REEALR ¢

4. 3
(Fl-j 5. | SOP010| p ¥ | Dec. 18, 2020

%
\_
fa
\\EJ»
w

LS 11.0 [ S 12 of 13

http://www.vghks.gov.tw

PTMS% { %

=
T

IRB/REC% & %5.: 3R 5:

L F e

AR &

FEEY L

%é%#

A= ’3'-?5}‘7‘;,1 : CDE2 NRPB-IRB% 3. :
FRAFEL
%,\.54{; RF% %\4%;_

CAEEE F #R %

PR P P R T3
;é%%i?ﬁ

FEHFY N

IRB/REC ¥ »cff/f & s p # (AT A7)
L3548 20F OLfikm:

e dk A

M ..

=3
=3
4y
'
T

EM&%P*(%giﬁﬁi%‘%ﬁﬁkié‘i%‘ip‘%ﬁﬁ%%~%§
i%;»pé Rtz &)

DZ%i?i LAF A

[(IB4TH AR L35 £ R/l 1A

[J4Bw-F 54 P8

[I5ATH{ 2% < 2

[ 16.H 1

4~ IRB/REC 7, ~ % { %+ i,gﬁik4%$¥,?%4ﬁ‘ﬁﬁg
FEORAsErRIERAT GATPALRIANGT - Em §BPL LS
§ $8 LRAB EATE R FREELRE)

O



LIS ARG GREALR €

4. 3
(Fl-j 5. | SOP010| p ¥ | Dec. 18, 2020

LS 11.0 7 o#c 13 of 13

002
\_
fa
\{:: N
=
h
3
=
s

http://www.vghks.gov.tw

FHRLEF KL b G

O Lo bR R7FHG ©
OR L1 Tnh "G RFH B 0 L P AR 7 HEL R 1R -
O Lo TRhh ' Ry 58 > BRI ¥ ;
AR EIG O Rk

AELFRENL T rpELRE LG T 0 8 & IRB/RECH: &% g {7 ik
Ar(im £) 2 % ¢

OL OF %5 "L, v ¥ TR L35 - ppradfEsg?

B AR AR ;E—!P(p}a fegiig b v i *lé'ﬁ-)

g fs e 2 %F»*\ElﬁP( .E\Ti"é-ﬁi)i

—;J-%—_‘ g/\?g»pa

1AL FTRELTRARR HEFAZ TR ZRAPPMZEL 21T &
15'—)»\;4):“ N%ﬁ‘\l;\ﬁ‘lﬁ;uivf"’t’ﬁﬁ& 2R ENFTE A ERA
B “*iﬁ ERTR AP g M REIBAEEZFP



