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Topics

A Composition and responsibilities
of IRB/IEC (3.2)

A Application for IRB/IEC review
and approval (3.2, 3.3.3)

A Review process: exemption,
expedited and full review (3.3.5)

Reference; Declaration of Helsinki, Belmont Report, CIOMS Guidelines, ICH GCP Guidelines, WHO

Guidelinesfor Ethical Review Committee on Biomedical Research
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Synonyms

Research Ethics committee
Independent Ethics Committee : IEC
Institutional Review Board : IRB
Ethics Committee : EC

Ethical Review Committee : ERC
Ethics Review Committee

B X7 HHHT UM A YHI
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K3 K L3

T HHHRT THOKATK e YH




K3 KT3™ vy, B X HHH™ TH XN
A3 K3 ek KYNTH B TKATK i YHK v K RyHHIRRE K
@ UHHNh W K e HEBX K TH eH

A3K3ek3Kzak KYWTIHE Ty K G H T r4lAAE H
X Y ACK TH XKin EICH M HHKHHHY HATD: THYn OL€

AHXKKYXbY KRmRK B H Kb g 8 YKk 7 TH & T
bhHbK34YN€ YynHe ny:




- OUH3 YTOUT Kk 1 T3 4~ v

A Scientific merit
A HYHHH TéPAeb T 3 Tt research methodology; H biostatisticST H 4 y X
A HyrH Tig BAb T XK TTL T HMLp TRAK Y/ Hye /]
¢ YUXHZ YARHUNBh™ K Gy K THT X~ @
A Ethics
AT i THR THIWHIZL 6™ v, -bhibk 3 XY T
ATHHHS TH3 h™ " k€ ATPKWT X~ € pf 6 TIH 3 K
AT HHH ™ TIoEKKK KkETH© K v 1y OGRS o THK iy W X H
'@ TH k7] yiir K wafX€e WO MNeH  THe YU




"6 X Hr Tipkvi - KMTYp T HIK KYFTL v:
T MoXVHMKHHH e MK BF T T, b

Belmont
Repant

Declaration
of Helsinki







hp THKXXYemXy::
"B X" HHHT TH X Tk WH YHK




he THK XX Y vy::" 5 X" HHH™ Hlr

N b X HHH TH XK KMYE
Tl
A @ TH €k Jingdepehdence)
A ' @ LH T TUsomipefnce)
A ' @ TH T b L (pluralibih)
A ' @ TlH | k(trafisparency)
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he THK XX Y vy::" 5 X" HHH™ Hlr

@ TH €k J] (independence)

AKHTCUTT vy Y3z KYKmy y:i:
o T 3 TK®RKkKPIZ: Kk H XH Tp T €7 A 3 hy
o 3 Tr7 TH(QM i @R @M v 21" +#7 Tk | HKTT TTkKTkk
T TOHe YN HU TS HT WX F
o Kh Tk x K T (KK W 5oq b BT

A e TK: 1 KH
o HKTKDY DHHY THX
o HYHH TR WHEX XISTKK T HY Y HY3 Y AKHYW ¢ Ty UYTH
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he THK XX Y vy::" 5 X" HHH™ Hlr

e TH T T Hcalrpgtency)
eTX:1 XXH hpehbYemXkKkHXTK” THp O
» TO T AT erpk HXTK Tiip Ol 4 TH
kY TeT K e Yb T TH
C T TUH€ AR X KT THY KHH KA K W YHKHHH™ TH

"5 X TR T TYSKHTNS TORTK .
| * HE:" THae YAXx HXK € U oKW BHQH K W X DKy HU T : " H
y UT TTHX' H T3Hﬂ<>m KX~ @Ylx H
bRbK TX H HX €Ky HK TO T Ty @Hab T
COKT| aTH®n Ty Kk x K " @ TH KH ity HOKk:: T
TKKKHHHEKYHHK HXEKE Y THOH @ THHY HHXK
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hp THK XXY Vv::" BX HHH

HYy @ THT I T mIHemX | k 0 A XKT

AHY @ LUH T mUplurahsiH
o XC BYb kY Tifek KKHH kR T ThRbK
o 3 NTIK YN TH yuli@able arélins” e Mr o 4 K hriihar Uh i X
€1 bV TK 4 Y

A HY' @ TH | (randparekdy)
o KHX TICE€ ynHae xK ~ T HXEK4yHK ~ i
(‘KK website)
o TWTTH Kk X" o WD % s Kk X HE: HTL €Kkl Kk pTY

14



Vet OKHX YK X HHH ™ TlH

A MY TK e K vy BTARHEK GGPSIR2.1)

AT HHHRT TH Y H IR BBk T T THHTE iHMBHICTT X 1 €
(ICH GCP3.2.1, WHO)

AT HHHS THY HUKE Sk K RDK i3 Y T Tk Xk T 3 TUK
(ICH GCP3.2.1, WHO)

A HYeTyT b T Hll v T T, ThK (WHO)
AXHW eHH YWHOL €)XYy He

bt

Nonscientific or Layperson CKUu Ny €eKJl K XX @€e3 K~ Vi
KHYK3™ v:: Yy UTTOTHX HemXbhHbKKXHKH

cy

Nonaffiliategl committee _CXKunyexkJk™ THeTX: 3 4W: el
YUTHXXKK™ THKYUNTHE THX KHy: s |7 ™ THe YAX H
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" OUHHuw K €T Kyl

\ o4

- e KA TK UH

b X~ HHH

X Ny
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" OHHY K €T Kyl Ht

AT HY K@ BTl k XI XKH' B)Xa fukubiis K| Ky i 1
Ae YK 4™ TH EXHOKE XKH' 5)XSe W wARThH yb h1
ACY” THOH3 ynHunk €TK Y

Al W:HWH:” THe YUX HRKXKTHKhHE O

Al W:HNTH:” TUBeiTlxHR Kx KHNYy

AeyT TUH™ v’ e UHHYKHYHUTY v T TUTH X'

AKHXeXxXYKhile YNx HemXKh iHMMe He YU x

A § TTymy @©K investigator brochure 1272 ¢ 5 T e K K K x
T Ay dighym
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TH3 K3 ek KYNTHp TI " H
B X HHHT TH AN YHKH KR
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| evel of IRB Review

Levels of IRB Review

More than minimal risk

EXpedited Not greater than minimal risk

Exempt Less than minimal risk

*Defined by federal regulation (45 CFR 46)
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" TUH3 K3 ek |’ H:HWT

Full Board Review 6 T THEXABAK

1 W o T HYe T N XTEIBME X K H €7 i T THeTKHK
expedited T HY4y XHWTTHTH3™ yH €e ik~ TIHKYW"
exemption

1 T HWT:T v e Y x HEw AK T Xh WEDKK y TR UE m
S R T TR e X MUK VI R ORV o TH BB vy

-7 TR MR AE W7 KKEVKero® M JiabkiS Tkl eHH K XeK K €TH:
€mXXT W e QHET/IKk€ 4YynHe  x K THae YNXx H
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" TUH3 K3 @K | '™ H:HWUT
Expedited Review N6 T3 MK HY KT HTH

1 HEHEE TiMkB AUe TG K iy T

e KK T v iSEH H ysensitivey h m

© 7 THHK 3 @ K € e b W XIEKIAHY TIH vy i T:

THXH

v Yr 3 U eln i

» 7 TIMHIG R BMhg 4y n X H Nek 1k’ @ TH mx K
7 DiemATHT Aol iy b LY THSHGIARR. v K v
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" TUH3 K3 ek | HE:HWT

Exemption X XK i H Geltidicite of exemption

I EEHAT:T THe YU x H3 Y i kbRKIH X
7 OHK HXE€H YK Ky THk T YK XK Y : TK

L TR X € BRI e RS RECTDRHEHC T

7 O e OH: Tk™ Ay Hhms T T3 HUxY

17 TH 3 Kby:: K Yxr @k K Hi lOH I WAXH WKXKIA™ H
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4.

" TUH3 K3 @Kl HE:HUT
" TUH 3 K 3 @ K H X SRatichile $¢ikntific S H
" TH3 K3 ek kx p T CERiEKBerdflit) Y HK H H H
" Tip K3 ok TG yrhe W TN +7 Tl
(Information process, Recruitment process)
" TH3 K3 ek Kh e YLK GERHiKing 0O @ H @ Y|

T TUH3 K3 ek YT TTHY v nkesK BK1e3 YnH
(Case report form) € X v 4 R @/ [l
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UH3 K3 ek HXEKYH

AT TRy YT e KK HHCQLWl>K3hKH

A 1 D', G T URYA AN S W1 Recruitment process
A e YKYOKY TeK Yk~ T o [RSEREVETT
A 1 CH D' &S NI Bl Yo Outcome measurement
AT THT YN X KKh e nye r XEEEGEERY - y

AeKK™ THHhXY TIH € S Srtleniein
analysis or Termination

Discontinuing criteria
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- OUH3 K3 ek XKinTk UH

1. eTHETA:3 WIS ik 1] Hok SA TN X K
U VRITEK H of_oTEH:3 4 Ay A€ YK YHKEE mXK H
Y UTTUTHX HUXKXKAHX K ©THTUXTHT HYY X
U~ THMEK o THA:

Risk & Benefit

Post trial medicine B2
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J

T TR TG H: e K Ay y3 X AKXK ~ uy

_eTHEHKH v eTHEH:3 MHHTL ol B Kbe Yx k H X 1]
T VY OUTTOTHX H34nHYyTh™ HOKk™ x Y

- _eTHEHHTL” ol e THEH:KVIHe X ' TDKe MTINXH YK H
VIOTTUTHX H34n€ WOHMNeH Xkl :" THe
' eTGHHTL” ol o Tl H:KViIH TG ik HX] Hb K B/
Y TUT TUT 38Tk |1+ Tl oxiMIRRK 4 HoK T~ H
T Hy Tk HoH
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" O3 K3 ek KNTK UH

2. © OH' x Xemuwy ™ y UT TUT H x ' H PRECEGIERNIHEE

3. HM QM ek K KK™ TiH KNGS MIyGHernX ali ¢
K by XKHX H3 4y ny A€ YK WPk e THe HI X
Yy HUT: €1 H TXTH

4., H Y "o HT TH- YTE x KOKh gDatacaiéty k my XXH
monitoring board; DSMB) T H 4 Yy X H U

|

Sponsor
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" OH3 K3 ek XKnlk UH

5. " THHx~ ¢ Tl @ TH(Gonfidentiality ofidata *' ),
Focus group
5. 7 T KYNTHE T3 K3 @ k | H:H W T: KT o
T HhH KR ' m3 Yy Wylnerablesubiéce il B K T :
" THe Y X HXKk bhH b
" TibkB HOWTE iy XK il oK R
" THe YUX H3 T: Kx k KhCTT X H 6

0]
0]
0]
0]
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" O3 K3 ek KNTK UH

bh VK Y Ny Kk €y @/onérébie goplkatib)is)

" Tre BRE KT FY VK XD Tbk bTIH yK ~ mmhWHKh
T o WA GIRVE@MWIT Ty Hh MKk T3 Tk T © A58 e

T Tre YNk kkuigmh AW Hh 1 parent Permission

" TH e WA GiKWie HXK T Wyt Hh™ € Yk

" THe $0MTXx H:' HHHO

" THe WX HAuM Yy Kh ik dy::" x:THuyKh i€HTle 63
" TH e YW x HXK KHTHECT KU v K h ™ ThH

T TH @ eru AN 3(sensitivel issues)iil Hy K Hg bRbK TX H T HY
KUTK™ I'1HTH

LAR
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)

T3 K3 @k Xt Ty U

" TH e YU x EofimbnityiRésearch

Tk Ttk HEH™ y b hbK

O YTk W: 3 Ww:" KKKHHHEKYHHKHXCKE
TUHEe NTKKKhink YTUbhHbK

" HXKek” TOH™ vy @ OHHYK Hy H
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" O3 K3 ek KNTK UH

.~ TieMB ¥oMTEmy XX i oK K (Placebo control)
| QTYV/ERR V¢ T ny”

HUYTIH H X~ ¢ TlHyTHHAeTdkin @ T H 4y X H U

T THHXHXOKH X e Xy KK KkHTH3 4y TN€ YX 4y
" mph WK HTUT iy~

H rescue medication T H Y y X H V

T THXKY Tk Yk ™ THHTHHT nox::” T e Y X HXK™ mh
KOK I H X K HER i T Hb K @3x K U X X K il

ATL ~ THES NTOH We vt Tk @ Y14 x H

[EN

(I

[EN

[N

[y

31



W

" TUH3 K3 @k XinTk UH

-7 TH e YW x H3 TPhaxmagogenatitskResearch)

pery

7 THX” ¢ T @ TIH M X K™ y::7 My HhT

" THE THIOK™ THpioRT KDKIS THT Hy 3V KOKE V. iy T TTHXH
__Tre R WemT iy THTWrHul Sk @k K T3TK3 A kK V K € hX
M Tk i odrG T

THIOK™ THHK3 HTK Wiy Hyie iy THHK 3 HTK

MEHTSIKHHY THKYUHKHEK3 Ttk g p T|

=

=

=

=
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- UH3 K3 @k XKin Tk NH

7. 7 g K3 ok § TGV yrhy W@ THI" H7 ThobkL X
0 -~ THXT - "nyrhhm HK3 ek

HT¢ T nTXWK: NTIH wXx X hH

O kMR H KR3 YK THKYY oy TTTTHXH

U XHUHY THKX:' XKTHuy€TK VYK

==

0 " THHYKh k™~ Hy:m:ik GTHHYK Hy H XKK™ HB Y 3
0 T THXT i WTKY K3 K
0 © TrXKhemy UTUTHX' v ° WTbXE€bH XK~ HpY3
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" HH3 K3 @K Khiha

8. " TH3 K3 ek Khitea YUx HemXKh inH |

Ky HyHHWkyk H X T K™ Twg § T,: Tk(ICHGEPR.8) @ !
7 THR M H T ik OoRpldk < HN (Conflict of interest) ™ y:'s K h i ¢
7 THCHS TR TF Y v KEMKE iHMEK3 HEkYitHe K3TH@ X K X

€ K3¢kg] Kk K h(iCkl GCP2.HH e H

GCP training
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" TWKMTim THOKT & .
" TUHeWk: Ky THKYINT
"B X HHH TURAK YHKH A




7 THKHTB TOKTK

X" HHH THWUWHYHKHHH

S VRET OK HIXD HELT K KKK @ YK 4 OKSORK Yk~ T

" HHHT T3 4nHY e TH™ koKidiorintgred]) K nyk
CeHYyy T UWTP 1 Ayt k HXbhH™ B XKYUTHB T

7 o TR B THDK TR K3 oK@ i 3 'AcHHEHY Y GH:

7 TR @B B BUTL THB K3 ok KMTHE Tbroy HidHTHy HZ
€KYy H : Ky
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" THKWTip THOKT

3 K3zek !l wET THe YN XxH3 T mUK Y4 3 JHEK
By HIZET K BBl K ¥

H X KHWYK:h/HETYIK by K

KHXx Ke™ il o NTELY eS8k iy IKy Kk 1 x K H
KHx Ke™ il w:HlNTE:" TUre YNx HEKu ny Kk Y T
X H U H KKHIWY: K hH X % Y

[EEY

=

=

=

Appropriated

Acceptable

Reasonable
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" THKWTip THOKT

- oMK C Y TT kSOPXy, TA €k J] K ™ (VDe) 151 i
WX K 3 (Dopsenkus)

KX K3 W Ky T KY W UFTEHEESHKT | DiHEH X Bl

KK HB Y34 QHX KH YA Y I T e udihy Kk K-

T HHXHWHX KHy:: | e TR © TERKYY X F
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- OUHeUNKk: Ky TH KU

eHeW it Ky THKYUTH G The” VIHKTHHDE KER/DK TH
T bX:,: " THWHOX b hH

J

- KK H B Y4 HyxKKRHHYK K Y

T YT Kk KH X HX €d v R @Rl ) BiK)qH - :

T YT K OKGEHIRITT GE] T K Tkl THhTHHK HY -
CH X KeRTIH H X 6 Wb -y i k1™ THTHTH TR KB = 1
ik TRl KHKk H XK TIk™ HHH™ THY
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- HHeUWk: Ky TH Kt

K™ HB YHYKKREHyX DK Y HTHT mx::~ THK HX K
KK 7 H b 4 M@K uoldy K Y TI€™ n TKY W T p T
YTiek Xk YTDKK™ THK Hx KKk H R e X

@ YK Y4 KY Tk Yk~ ThH KK ™ TiH Hw a5 EPKK i
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- OH X YUk TH HTHT m X

B X HHHT TUHAR YHKHH K

Post-Approval

Follow Up




" OH3 K3ek HOUHT mx:HXKHY

1. 7 ThHTE:TK Tk € 0 €XHeKMI b HEE Ty

(Protocol amendment )
2. T TH HTH: Tk’ @ TIH~ © RProgress reporti) @ Y
3. © HHHTH: Tk @ TESafety repottingr )

4, - TOHHTH: Tk ™ TIHeKynH:€eKkK T H4y XH
@ YW x H3 Y4 1% XKEProteddl déiation: i/ wiolation /
non -compliance )
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" O3 K3 ek HOHT mX,: HXKHY

5. TH H THH: TiK T 1 h (Rinal refigrt o) Y14 x H

6. © THH TH: Tk™ THHhX Yl ° " TUHe"
(Premature termination _ or suspension of a trial)

7. 7 TUHHTH: TIR €H 4 Qs HAY:: €H Y4 HK *
(Complain)

Sponsor

44 ICH GCP Guidelir:8.8



