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fi1~tl ~~'tflJRW~n~~lJfi1~bb'U'Ub~lJRW~ • 

II 
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2 'lJeJ'lli '1.11'1 
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" 4 bbe.J't..l.niJ-ff'WI'le:J'U f1T~IA'1 b ti'U\l1'U 
'U 
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5.4 f1111'11'J"il61e:J'Ufi'J1lJClf)~e:J\lfi1'Uii''Jt.!'1Je:J\l1 'W~ bel f161111fl1\l f111l..ij'CJ 
'U 
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'U'VI~ 3.4 n1 <;i'VI'U'VI 'J'Libfll <;i .:J nT:i1~vl'VI~~1'VI-ru II II 

'VI'LI1 3 "Uel -:1 11 'VI'LI1 
n1 <;ith~'tf:U fll ru~n<;ica:Un1<;iU'U'Ub~:Ufllru~ 

q 

2. '!le:I'Ub'!l\91 

iTI~1Lth.Jm~l.l1m~1'Wfl~e:JtJfl£'ll.l Lfl~ ·:m1~1~ ~ 1 vr11 vtl11L "li'1"lh~~Dm~'Vluvn'WLL tJtJL ~1 ~1.'1\IL "111l-l1 L Y1e:~ ... , 

flru~m~l.ln1';ii 1-ff';i~tJtJ primary reviewer 1'Wn1';i'V11J'Vl1'WLfl~\lm~1~~1vr11 

m~l.lm~, ,ffi;;~tJl.JvtJvrl.l1mtl'W~'V11J'Vl1'Wvr"'n (primary reviewer) i1vr.U1~'VltJ'Vl1'W1fl~\lm~1~~~ 

1;{~1Jl.Jel1J'V!l.J1~mh\l£'l~L~~I'I LLiK11 '!X-rrm~'\!Lfil'l .rrvfli'IL ~'Win vv/'lh~"lll.Jflru~ m~l.ln1~i l'l1l.JLL tJUU'WVin , 

LL "iJ n~ 1~ 1l1m';il.ln1';i i 'lh~ LiJ'U-#\1;{ 1'Wi 'Vl ~1f311~191{ LL£'1~;{ 1'U"il~vti~';il.J 'Vl1\l~ Ll.J£'l'V!~el'Vl1\1~~1JUU5U&i n1';i 

€J€J'W 1mJ"il€J\I\11'WtJ~vr1';i\11'W1~ ~ 

" 4. bbe..I'IJ.flii'!J'IJ I9l el'IJn1 '3~1 bihH1'1J 
v 

~1~\J nvm'3l.J 

1 Ll'l~~l.l';i1~~€J Lfl~\lm~1~~ 1 vr11LL£'l~';i1~~€Jm';il.l n1~~"il~ L"li'1 

~"il1~ru11 'W~ 'lh~"lll.l , 

2 L£'l"il1'Un1~ , 

3 
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'VI'U1 4 "He:Jo!l 11 'VI'U1 
n1-;ith:'ti~f"lw:n<;i';i~n1-;ibb'U'Ub~~f"IW: 
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~1~'U n~n~~11 

4 91~1'0Ji.'1fl'Ufl1111tln~fl .. :Jf'l~'U5'd'U"llfl'l1 rhhani.'11~ Lfl~'l rn~i~ ~ 

5 

6 

7 

'U 

..} 
bb4whvrthvk1111n'I1'W i Vl1niJ.m'jii'OJd'l~'d'WV'h 1 ~ 

1~611111'jt;) b oU1~111'1.h~'ll11911111'W~11~'lh~'ll1111i1 , , 

... tl"' "'"" 5. ~1at=t~baa~nT'$ {)'U91 

5.1 m~b91~a11~1a~a Lfl~.:Jm~1~a1'VI~bbt=t~~1a~an~~11m~~~~b<Yi1tl~~'q11 

~"li1mt=t"ll1'Wfl1~ b91~~11'j1~~fl1fl'j'Jfl1'ji~~1VI~bbt=t~~1~~flm'j11fl1'j91111 Membership 
'U , 

Roster 

GJ4 II OJ 

5.2 m~fl~bt=tann~~11n1~~'VI'U'VI1'W'VIt=tn 

5.2.1 b~"ll1'W f11'j-rl 'OJ1~ru1fi' ~ b~ anm'j11f11'j 1 ~ dJ'W~Vl'UVl'd'WVI~ n1~~1 ~m111~1fi' ru~a 
, 'U "' 

1 'W Iii' 1'W1'Wif dJ 'W m'j11 m 'j 1 'Ui.'11"ll1 f11'j bb 'V'I'VI ~';i 'VI~ 11"111.'191 { 2 fl'W bb~ ~'Wfl f11.'11"ll1 

fl1'jbb'V'IV1~/1VlmP111.'191{~bU'U lay person mh'liffl~ 1 fl'U fl1'jb~aniJ-b'aYl'OJ1'jtlJ1 
" .... "" 

~'I'U 

5 .2. 2.1 m'j11 f11 'j 1 'U611"lJ1fl1 ~ bb 'V'I'VI ~/J'VI ~1Pl16191 {fld'~iJ flt\J1~ bb~~tl 'j~(;1'U fl1'jru , , 

1 'Ui.'11"ll1fl1~i~~~Yl'OJ1'jt\J1VI~fl 1nlK bfi~'l 

5.2.2.2 mru~bU'Wfl1'ji~~1'Wb~n ~a'l1~m'j11fl1'j~VJ'UY11'WVI~n 1 fl'W bU'W~iJ 
'U 'U 

tf ~ .odl cv ..::.. ..:::.. c:.: 
bb'V'I'VI~ 'V'Im'U1t=tb~fl Vl'jfl'Ufl'OJ911Vlmb\9ln 91111b'VI111~1.'111 

5 .2.2. 3 fl'j'jlJf11'j~fl'~1~iJ~~'lh~ 1~'lluVi''Uiaw1'U 1fl'j'Jf11'j~Yl'OJ1'jru1 
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Afl.l~bb 'W'VIVA16t\91i :U'Vi11'VIV16l'V b ~V~ b VI~ 010/07.5 

'U'VI~ 3.4 n1~'VI'U'VI'J'U 1A~~nT:i1<5'vl'VI~~1VI~'U II II 

'VI'U1 5 'tleN 11 'VI'U1 
n1~'t.h~'Y1:UAru~n~~:un1~bb'U'Ub~:UAru~ 

q 

5.2.3.1 vr1m~~~b 1~1 'W-eht.n~ bb~~m'il.lnT~ 1~mBn bb'U'UU'i~bii'Wb~m.J~tl~ bblK1 

1 ~ b~"ll1'W m1'l1~ m~n~ 'Vl'U'Vl1'W'V!~ nr~'W~~tl-:J 11~1l.l11t~-ru b U'W~'l11 b~'WB 
, 'U 'U 

rl~-:JI'itJ1 'll 

5.2.4 ~1'11n-:J1'Wr111b~~~l.l'U'i'i"b·1hw"11ru11 'W~U'i~"lll.l L\iWb ~1 .rn~1 'W 1 b~tl'W vr~-:!1~-ru , , 

5.3 nT~~ul'VJ"LvmiT~LA'i.:tm'i::h)~ 

5. 3.1 b 41vrih~~1'11n-:J1'W., £1-:J btln~T~~~tll.l bb uu'\J'WVi nr~11l.l b ~'W 1 'Wn11'Vl'U'Vl1'W bfl'i-:Jn1'i 

(AF 102-o 1 O) 1 'W1Ubb uu hJ~~b~n'Vl'~erwn~ (b1''Wbbl'im-al.lm-a~'Vl'U'Vl1'W"llm tl'W 
'U 'U 

bBn~11) 1~m-al.lm-am~-rulJBuvrlJ1~mh-:JifB~ 7 1'W'lll)Y1'W nB'Wi''W'll-a~~lJ 

5.3.2 m'il.lm-a-ru 1 Yl~~b~n'Vl1Biln~'Vl1-:JBbl.l~/"'lmbtJn~11~b41vrif1~~1'11n-:J1'W ., £1-:J1 ~ 

5.4 m'i~'i1~avuf\11l.l~n~ v.:tf\'i'U li'1'W'!lil.:t Lvn a1'i 1A'i-:Jfl1'i1~~ 

5 .4.1 ~11"~t1u'i1i1 bb uu'!J'l.!Vinr~11l.l b ~'1..!1 'l.lfl11'Vl'U'Vl1'W 1r~-a-:Jm-a 1 'W 1 Yl~~ b~ n'Vl-atJiln~/"'ltJ-:J 

be:Jn~11vr~a bJ 

5.4.2 bb4-:Jb41vrif1~~1'11n-:J1'l.l"1 vr1mt1n~11 hlr~-au 

o QJ ~ ll .Q, .c~~ocv .cJ..:J J..l cv 

5 .5.1.1 ~-a1"~tl'Ubb U'Ufl1"lltl1'U m-a~"11ru1~1'W"1~511l.l n111"~'Vl bn~1"lltl-:J nu 

l.l'W~6 (AF/ 01-01 O) bb~~bb'U'Ubb~~-:Jfl11l.l-il~m'J-:J'Vl1-:Jt:-J~'ll-a~ 1~"11'11 , 
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f'lru~ bb ~'VIVR1a~i :uvn1'VIv1av b ~v.:~l ~n.i 

'U'VI~ 3.4 n1-a'V1 'U'VI'J'U bf'l"HnT:i1~vl Vi:U~TVI-ru 

n1-ath~<tt:u f'l ru~n-a-a:un1 "abb uu b~:u f'lru~ • 

5.5.1.2 ll'WUlluurhueJ Hnu lfl~-:~m~1~CJ 

5.5.1.3 eh'Wlfl~-:~m~1~ml~~leJn?l1~'lh~neJu 

HREC-MEDCMU 

010/07.5 

J,l J,l 

'VI'U1 6 "tl el {l 11 'VI'U1 

(AF/02-010) 1 'Wm~ 1 <tX.rr eJfi IPll ~'W (VIl.l1CJL Vll'l ll u uD''WVi nwnl.l l ~ 'U'vl 

meJmllKT'il~ lnu 11\tl'WVI~n~1'WeJ1-:~a-:~l'ieJ 1 tl) ... 

5.5.2.2 l ~ CJ'W-rr eJfi IPll ~'Wtl~~ l~'W 11Pl ~ 1 'Ull uuD''WVi nwnl.ll ~'W1 'Wn1~'V1U'V11'W 

Lfl~-:~n1~1~CJI'l1l.ll'VIl.l1~?1 l.l 

5.5.2.3 mruv1hi~UleJn?l1~tl~~neJU Lfl~'ln1'~1~CJv1 m~ii lYi eJ 1 itJ~~ neJUn1~ 

~~~~ru11 ~&ll'll'ieJ?IeJUml.l l ~1VItJ1~thwn-:~1'U~ ~m5~~l.lm~1~ CJ 1 'Ul.l'W"M~ , 

scientific/non-medical) ~ -:~1~ ful.leJ'UVIl.l 1 CJ l 'iJ 'U~ 'V1U'V11 'UV!Gf n 1-H 
'U 

m~1~CJ~~ 1~-ru 

( 4) m~~l'll~eJ nUflfl~ loU1i1l.l 1 'U Lfl~.:Jm~1~m tl'W 1 tl eJ ~1'1 b?ll.leJ.fl 'lfl , 
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f"'W~bb 'VfVIVA16t\91~ 11'VI11'VIt~1atl b ;jtl'l L 'VIli 010/07.5 

'U'VI~ 3.4 n1";i'VI'U'VI'J'U bf'l";i.:inT~1~t~l V~1iri1'VI-ru .., .., 
'VI'U1 7 'tleH 11 'VI'U1 

n1";iU";i~tt~l.IAW~n";i";il.ln1";ibb'U'Ub~l.lf"'W~ 
' 

.f1 1~1~LoU1 1\J~1f.J LL"'~Iij'~LIJI~VlJe:J~1~L \11.!1~"'~ 

(7) i1LLtJ'U~~m~~oUe:J~"'~Lfh.J~1'U~1~L~e:JL~1~~1~fi11~'\J"'a~.fi'f.J 
'IJ 'IJ 

-rn~1fl11~~'U"1Je:J~oUe:J~"' (tl1LVI~1~"'~) 
'IJ 

(9) i1~1~JJ~m~L~~L&i~1'Wm~'\Jnila~ri'~fl~a~erL"li'1~1~m~1if.l~ 
, 'IJ 

L'\J~1~'U1~ (vulnerable subjects) 

5.6 .fl1~VI~·:In1~VltJVI1'U Lfl~·:ln1~:;hi~ 

... .... ~ 

6. 'U~1~fl't'(V) 

5.6.1 L~JJ~f.l~LL uuu'WYinrn1~ L~'W 1 'Wn1~'Vl'U'Vl1'W Lfl~~m~11ij'm~a'\J~~naum~'t11L"''Ua~m 

n1~'Vl'U'Vl1'U 1 'U~'\J~~"ll~ , 

5.6.2 m~~m~~~~1L'W1LL uuu'WYinfl11~L ~'W 1 'Wn1~'Vl'U'Vl1'W 1fl~~m~11ij'f.J 1 ~~Tun~1'W"1 

na'W1'W'\J~~"ll~ a~1~'l!af.l 1 1'W ~~dm'OJLtl'W1'W~LJ1'Y'l~aLan'Vl~atinG1 
, 'IJ 

Primary reviewer system 

(primary reviewers) 

~'Vl'U'Vl1'WVJ~n~am~~m~'OJ~mi~~~m~11ij'f.11'W~'W~v~i1fl11~ 
'IJ , 

L~f.l1"111qJLVJ~1~"'~nu1fl~~m~11ijf.l~~'W"lm-ru'fl'OJ1~ru1~1'W'OJ~m5~~~ 

m~11ij mr'U LL"'~'t11 L"''Ue:JoUe:J"'~'\J<tm~ Lfl~~ m~11ij'm tl'U"'1f.l~n~ruern~~ , 

1 'WLL uuu'UYinr111~ L ~'W 1 'W m~'Vl'U'Vl1'W Lfl~~m~., VJ~a~1 m1'0J11 'W~ 

'\J~~"ll~flru~ m~~n1~ Yl~e:J~ tl'UoUe:Jf.1~ L ~'U 1 'U'\J~~ L~'W1'Vlf.J1f'11"'~JJ{ , 
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'U'VI~ 3.4 nT;i'VI'U'VI'J'U bfl'a'lnT;i1~a1 'V1a.iri11'Vi~'U !II !II 

'Vi'U1 8 'tleH 11 'Vi'W1 
n1-ath~'tf:u r~ru~n -a-a:un1 'abb uu b~:U fl ru~ • 

bb 'U'U'IJuVinf111~ b ~'W 1 'W m1'Vl'U'V11'W Lf11-:Jf111"lle:J-:Jm1~m1., 

bb'U'Ubb6'1\91-:Jf111~-ffl'lbbeJ-:J'Vl1-:J~6'lth~ LtJ"!ltJ (Conflict of Interest) "tlmen~tJ 
'U 

8.1 filj e:~'\.J lc.~'U1CJ bb vi-:J"!l1&i-;h~i'1 c.~ m1rh n'U\91 bb6'lli11'W\l~CJLi11~ bb6'l:: bb 'W1'Vl1-:J\l ~CJ Li11~611vr~'Um11 ~c.~ vi 
'U 'U 

8.2 WHO. Standards and operational guidance for ethics review of health-related 

research with human participants. Geneva: WHO Press, 2011. 

8.3 ICH HARMONISED GUIDELINE. GUIDELINE FOR GOOD CLINICAL PRACTICE E6(R3). 

Final version. Adopted on 06 January 2025. 

8.4 Federal Policy for the Protection of Human Subjects. Federal Register Nol. 82, No. 

12 /Thursday, January 19, 2017 /Rules and Regulations. P.7259-7274. (Revised 

Common Rule) § _.111 Criteria for IRB approval of research. 
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00.1 20 ~t]~.fl1fll..J 2550 

00.2 

01.0 15 ~m1f1~ 2551 

02.0 15 B'\.J11f1:w 2551 bbm "ll l'n~vi bb 'W~~1L\91 CJI"lru~ m';i:Wfn';i\Wn\1 b~ c.~:w 

SIDCERIFERCAP i"l';i11\9l';i1\lb~m..Jbije:J 24-26 

mn{l1f1~ 2551 
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~l"l .ilil~~ l.J~fl~ 

'ji"!.ilil~'j l.J'jfl~ 

HREC-MEDCMU 

010/07.5 

'U'Vl~ 3.4 n1"a'Vl'U'Vl'J'U 1~-a.:~n1-a~hif11 'Vilhh'VI~'U 

n1-ath::'Vl.l ~ ru::n-a-al.ln1 "aLL uu L~l.l ~ ru:: 

II II 

'Vi'U1 9 "Ue:l-:1 11 'Vi'U1 

• 

... .. ... .. 
LL"'~\IflTmm "l.I'VI~fl 0'\J'\J'Vl 1'U'Vl 

03.0 2 iJ'U1fll.J 2555 LLm "ll1-H'"'e:J~fl~eNtl'\J'\J~'\J'Vl~L'tJ~CJ'U 1 't.JLL~~ 

ml.l~ LL 'U~t!11~vfl ru~ m~l.lfl1~~~1-:u L~ Vl.l 

SIDCER!FERCAP fl~11~~1':ilL~Vl.JLde:J1'U~27-

29 mn~1fll.l 2554 

04.0 1 tl'UV1CJ'U 2557 LLm "l.ILvll.JL~l.J~~fl1~~':il1~ru1~~~'U; ~ ~ .. 
L~l.J15 

~\lfl~LL'U'U'VI1fl consensus 1l.J1111; Lvll.Ji5 

C\. d . . . 
~':i11~ru1fl11l.Jt1"l.le:J\I cont1nu1ng rev1ew; 

L~CJ'\JL~CJ\I't.J~~L.f1'Vlfl1~l~CJ 1 'VIlJL ~e:Jfl11l.J 

i~L':il'U; LLm"l.l format 1~mo~1~fl1~L't.J~v'U 

bullet Ltl'U number 'VI~e:J Letter List 1-H'~1CJ 

~e:Jfl1~B1\I~\I; L't.J~V'U Ref WHO; Lvll.l't.J~~1~ 

fl1~LLm"l.l SOP; 't.J~'UL't.J~V'U AF02-010 1'VI1J 

04.5 14 fll.J.f11~'U5 2559 - Lvll.l Declaration of COl ml.l , 

SIDCERIFERCAP surveyor LL'U~t!1 

- Ei'1v 5.4, 5.5 1'\.J'U'Vl~ 21 m~'t.J~~"!ll.l , 
. . 

05.0 24 l.lm1fll.l 2563 
<~:~t. 1.11.1 IJ..::.IOCV 

- L~l.Jfl1'j"LL':il\IL':il1'VI'U1'Vl"'1'Ufl\11'U"1 'VI1fl 

m'jl.Jfl1'j"1 ~~.f11'jn-:u~h'U 11l"'1l.J1'jmoV1 

't.J'j~"!fl.J 1111 , 

- EJ1CJ AF/03, AF/04, AF/05 1'\.Je:JVL'U'\J'Vl~ 21 
'U 

~1l.Jfl1'j"LLm"l.ILde:J1'U~ 14 fll.J.f11~'U5 2559 , 

LL~~LLm"l.I~1~'\J AF Ltl'U AF/03-010: 

Declaration of Conflict of Interest 

- ~~: Informed Consent Checklist e:Je:Jfl 

L~~1~tl'il':i~D'U 111lvhfi'1LL'U~t!1 H'\J'U web site , 
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fliW~U 'Vi'VIVf116f~i 11'VI11'VIV1aV b ~£1-:j L 'VI1i 010/07.5 

'U'VI~ 3.4 n1':i'VI'U'VI1'W Lfll':i-:jfiT~1~vt 'VI1i~1'VI~'U II II 

'VI'U1 10 'ijt)-:j 11 'VI'U1 

nT~'t.J"a~,.11fliW~n"a':i11 fi1':ibb 'U'U b~11 fliW~ • 

... ...1 
u'U'U'Vl 

05.0 24 ~..Jn11rlll 2563 -1-H'm1llfl11a..:JLL'U'UU'l.I'Vinf'111lJ?i~L~'t.I1'\.J~ 
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