<

Sk P05
T N 1-7

,,,,,, BUTUNRER M TR A gerpw 1142120 11 p
33Tk g
K PO5 R BT VRIS
#1374 |SOP | k& KRN IRB ¢
A T p i %37 R F] BTN R
1.0 98 £ 2% 1 p (98 & 2 % 10 FrHiAeR 2 FTHT VVRAPBE AR o
P
1.1 100 # 7 % 1100 # 8 » 26444 f 2 1 174 4L F~378L f 22
p p Bo TV REMRE (A B RTVRE FE KT
i [F PR ARRAR S L2 B -
1.2 101 & 32 22(101 &4 5P >FRE (B3 As 2 TR EUHE
a Bl
1.3 10322 % 25(103# 37 TR(Bec2RE* PN g (Wi A WA 62351
2 Aog es 2 8 ivg 2y%
E S AMPETEEER
1.4 104 #3727 21104 % 3% 31|22 iFr AR [T i 703 o
P P
1.5 110 & 3 2 11110 # 3 % 31| 148 w3 @ B~ @ 4R | 1.2 MOD # F 35642 F * 3k
p p AR B RIS | (SRR APM Y LRI & o
P o 2.IRB 1 ¥4 B & &3
2032 F A BH | BT 6 LI AR
TREREFRE VR
HFIE = 1135 4
A ERTERHRE 6
,J\p‘é}y}‘__p o
1.6 112 # 12 % [113# 1 % 18| = ¥4 i3 3THR A P Hp
14 p 2
1.7 114 & 12 % | 11501 % 01 | 5 F 5 #7i& ~ B & | HWr[FATE X R Fietr i
11 p 2 TR F%:;c@—i‘g (R0502)]) -

?‘—:/L:z:"’\'ﬁ °




> BT % 1/5

¢9$ B 2R FrAMEmt R g M P05

18T XL B T E LR R TVRAEER e L7

Kaohsiung Municipal Kai-Syuan Psychiatric Hospital

B3Tp E (114 & 120 11 p

Lpen: 2 2% E A g4 0 2 10X FoUene B2 o fid S e F3d
g0 EEAE S T BEABATY o
zg@:w%ﬁﬁ%ﬁﬁﬁw&@ﬁ%iﬁgwpiﬁawm&ﬁo

3fEF A RIKTVRLAWBHRLE I LA LT A IBET

4.% & :
41 gt Rp LEeROBPAARL  RBLI PRSI R EHRmETY
42@%:@:&uji WA AT AEIHERE B PEIE S % o

5.8% 1 %
51 %7 VISR (HFl- ) -
527 B 20 4 PF o
52.1 1 f#IRB 4 [ 1 (T8 { 2 1 (F35Lp o
522 §i4= iy TAmEThesaih ¢, _E,‘f,a,ﬁ\ S T AR
T ERR AR Rk
523 ;&?éki’—;i * IRB SOP -
524 37EEZ R U FZAIRIBEE- XFAERK -
525 FiFEE AR BG%k A F BRI
L S RN
¥

532 #EsLr TAREY W#Eiﬁg
i T ERR A TRk R ER
53.3 zakgr £ * [RBSOP -
53.41RB 7308 52 % 5t o
535 VBRI & A(MOD)E (78 Y > [Rikis RS APH Y AR S £ o
5.4 LB KT
541 44 IRB % & By FHHTIR > & FEF2 202 G0AEY X phi
FRAR o
5.4.2 7 & BB AL 5 SL(MOD)IE (78 ¥ o k(s e da M Y LRI £ f o
54342 B 5 E# 3 S F 6 ) BFU A REESR D R PE -

”"fl\%

RN L RN




> BT % 2,5

¢Q$ RN S IS F RN - P05
N mzﬁﬁ;}%nﬁﬁfgfp?" IIIII > & f,, 7?]6_ : :?’( N %‘;rl ‘zﬁ 2 =2 Ly Ny 1 . 7

B3Tp E (114 & 120 11 p

544IRB1iTA & &3 IF 6/ FFrit A BE%RD RPFHC -
55 H#7RE L
5.5.1 Issues Based on Study Population # 3 *# ¥ 4p M /2 3, F 38
5.5.1.1 Vulnerability in Research % <% & % *%3#
5.5.1.2 Research in Public Schools = = & &7 7
5.5.1.3 Phase I Clinical Trials in Healthy Adults % — F# £ iz & é"ﬁ
5

5.5.1.4 Requiring Birth Control to Participate in Research # % #3573
5.5.1.5 Research Involving Fetuses and In Vitro Fertilization 3 #%¥2 % 5275 ch4p
iy

5.5.1.6 Research Involving Pregnant Women 3 % 4% -2 7 7

5.5.1.7 Research Involving Children F -] 7% £ 77 3

5.5.1.8 Research Involving Adults Wlth Decisional Impairment 7 #4 % 4f 2 =
A FBGET T

5.5.1.9 Regulatory Issues of Research Involving Prisoners 3 % | 4 482 77 7

5.5.1.10 Research Involving College Students 3 £ # %7 = 7

5.5.2 IRB Issues Based on Study Design or Category FrRFAPMALER

5.5.2.1 When Are Research Risks Reasonable in Relationship to Anticipated
Benefits b ‘& & & ch g 2

5.5.2.2 Internet Research: A Brief Guide for Institutional Review Boards 4§27~

e

1
5.5.2.3 Qualitative Social Science Research 4+ ¢ # 5 # 7

5.5.2.4 Ethnographic Research ** # % ## 3

5.5.2.5 Health Services Research = & fiF2 #2 3

5.5.2.6 Epidemiology/Public Health Research ix {7 555 & #

5.5.2.7 Survey Research i ¥ # 3

5.5.2.8 Research Involving a Medical Device %5 K BT

5.5.2.9 Humanitarian Use Devices &>t A i & & & * m%}? B 44

5.5.2.10 Banking of Human Biological Materials for Research % L‘« R L




CEEx 3/5

N "’CEFEFZ%“??“{?,. lllll > & f,, 7?]6_ : ?’( N %‘;rl ‘zﬁ 2 =2 Ly Ny 1 . 7

B3Tp E (114 & 120 11 p

5.5.2.11 The Placebo-Controlled Clinical Trial 14 % & &7 4| 087 3
5.5.2.12 Treatment-Withholding Studies in Psychiatry 7 % /55 2 # 4 $287 7
5.5.2.13 Phase I Oncology Trials % — F# B8R i85
5.5.2.14 Research Involving Genetic Testing & & & F|4& Bl 757 3
5.5.2.15 International Research B "% |+.#* 3
5.5.2.16 Alternative Medicine Research 3 i #7 7
552,17 A3 A7 BR2 3 527 edl
5.6 FeHT VR
561 TH st G2 i B g orik T BREDISGRE - B A
W g A
562 EH B AF R YA o
563 3 % 4te o
564 FF Jzdp o
565 @0 gt .
57 3" REH
571 kv R F A [ROS01] 243" ~ B X FH ~ 3t g Bhhifo
572 2 Ad BAEEFRfH AT A WERLAE -
6.4p B = i%
6.1 =i 4 AR o

6.2 & ¥R mﬁ FA LI PIREEY Ly RBER G B2 A LR .
6.3 ¢ L FCRE M IRAL R b & %?ﬂiAﬁi%%Ei&ﬁio
6.4 FrtlE i LM I RIFL FL AL R B

6.5 Wb Ak AFL &

6.6 * ISO & ¥ ¥4/ 3 [P601]) -

T353R

7.1 Forum for Ethical Review Committees in Asia & the Western Pacific(FERCAP), Standard
Operating Procedure for Ethic Committees, 2005.

7.2 World Health Organization, Operational Guidelines for Ethics Committees that Review
Biomedical Research, 2000.
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