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lll lll 

'VI'U1 3 'tle:J-:1 9 'VI'U1 

b Vi adh.!bb'W'J'VI1~1 'Wb~~ m.J 1Tt.rn:w bb~~ Ln'Ui' n~1b'Eln£111/1 'V'Jci'au1 n'VI1m1 nG1Vi' b~~1i a~ n'U 

lfl1~m11~~~11'i'-r'Ufl'J1:Wb~'W"!l'El'U~1nflru~m1:wm1 bb~~lfl1~m11~~rh~~l1i'1b'W'Wm1a~ ~~dbf1am1:w 
" 

2. '!J'El'Ub'!J~ 

16~1 b 'W'Wm1:w1~1~1'Wfl1'El'Ufl~:w li"l1~m11 ~ ~ bbfl~ b'Eln£111/t 'V'Jci'a b~ n'VI1'El'W nG1~ b~ ~1i a~'VI n ... , , 

Lfl1~m1-ffili1-r'Ufl'J1:Wb~'W"!l'El'U~1nflru~n11:Wn11 

3. f111111i''U~tl't1B'U 

b~"!J1'W n11flru~m1:wn11 bb~~ b ~1'V!oU1~61'1irn~1'W iiVJti1~ 'U~VJ11~ ~ n11 1 'Wn11b~~~:W11'U11:W bb~~ , 

bn'U-rn~1b'Eln£111/t 'V'J~ab~ n'VI1atinG1~ b~ ~1ia~n'U lfl1~m11~~~1:w1~~~n~1~ n1VJ'W~ ~~db Y1a fl11:w 

£1~~1n 1 'Wn11~'WVJ1 bb~~fl~ 11"ii~m1-rn~1fl11:W~'U"!J'El~ia:w~ 
" 

"' 4. u.t-~'W1JiHI'W~B'Un11~hbihJ-Il1'W 

1 

2 

3 

fl~n'l1:W 

~~b~~~:wban£111Jl'V'J~ab~n'VI1vtinG1~ 

L~m.Ua~n'U L1"11~m1i~~ 

~ 
~ bb~-rn~1 bb ~:w/l 'V'J~a b~ n'VI1e:rumh-em?t11 
" 

i 
B'Wtu1~ 1~boU1(i~bb~:W , ., 

Cil ai~CVQ, 5. 11f!fl::Lvfl~n11u!)'U~ 

"' "' "" b~"!J1'Wn11bb~ ~ b ~1'V!'W1'VI , 

5.1 m1~~ L~~v:wLvn!;l1':ilt vM~L~n'VI':ivtinavi L~ v1ii'v-:~nu 1fl':i-lln111~vl ~L U'W':i::L ij vu 

5.1.1 1fl':i-:ln1':i1~vvivm 1'W~1nn1':iW~1':iW1 (exemption) 
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ftru~bb'W'VIEJA1a\91~ 1!'VI11'VIEJ1~m ;iEJ.:~ t 'VI~ 024/07.5 

9.1 fl1'Hfh.J-!fl~1bBfl~1'abFI'a.:ifl1'a1~V 
lll lll 

'VI 'U1 4 "UeH 9 'VI'U1 . 
"" 0 .., 0 ~ I 

'VIfl1fl.:i~1 b 'U'Ufl1'aBV 
'II 

~'llLL'U'U 1 'V'l~~LihrVI';ieJ'UnG'I1 'W';i~'U'Utl~lliinTreleJ'W 1m1-ua-:~-:I1'W'U~Vn';i 

-:!1'Wi..ij~ LLf1~1'V'lm\9leJTifl';i-:!n1';i Exemption 1'W External hard disk -ua-:~ 

~1irn-:~1'W\l~VL5';i';i:Un1';il..ij~ 1 'W:U'W~tl , 

5.1.1.2 ~1L'W1tJ'WYinoU'afi11:U LLf1~~1 L'W11 'U~m1'W\11nm';i'Vl'U'V11'W (AF/04-008) 

~U';i~'61'Wm';i:Un1';ifl-l'W1:U 1 'WLLIPlfl~ b~el'W Ln'U 111. 'WLL YJ:u b~~-:!1'1111~ 1~'U 

5.1.2 Lfl'l.:ln1'11~t~~ bi~'W'tf e:J'U Lfltl n1 '1VI'UVI1'Wbb'U'Ub~1 (expedited review) 

5.1.2.1 vi''WutJ'U Lfl';i-:Im';ii..ij~~L~'W"I:la'U L\9l~m'l'Vl'U'V11'WLL 'U'UL ~1atia~ 1 'W'l'llLL'U'U , , , 
1 'V'l~~ L~ n'Vl';iatin6'11 'W';i~'U'Utl~llii n1';ieJ eJ'W 1m1-ua ·N1'W'U~'V!1';i-:I1'Wi..ij ~ 

LLf1~1'V'lm\9leJTifl';i-ln1';i Expedited review 1'W External hard disk "Ue:J-:1 

~1irn-:~1'W\1~~5';i';i:Un1';il ..ij~ 1 'W:U'W~tl , 

5 .1.2.2 ~1 L 'W1tJ'WYi niafi11:U LLf1 ~~1 L 'W11 'U-r'U';ieJ-:I\1~~5';i';i:Un1';il..ij ~~L~~1.Ua-:~ti''U 

:U'W~tl (AF /03-009) ~U';i~'61'Wm';i :U n1';ifl-l'W1:U 1 'WLLIPlfl~L~eJ'W 1~ LL YJ:uL~~-:1 , 

flWZn'l'l:Un1'1U'U'Ub~hJflW:: (full board review) 

5.1.2.4 vl'WutJ'ULanG'I1';i~L~~1oUa-:Jtl'U Lfl';i-:In1';il..ij'~a~ 1 'W';iU LL 'U'U 1 'V'l~ , , 
~ L~ n'Vl';ieJtinG'I1 'W';i~'U'Utl~llii n1';ieJeJ'W 1m1-ue:~-:~-:I1'W'U~'V!1';i-:I1'Wi..ij ~ LLfl~ 

1'V'lm\9leJTifl';i-:In1';i Full board 1'W External hard disk -ua-:~~1irn-:~1'W 

\)~~'6';i';i:Un1';il..ij~ 1 'W:U'W~tl , 
5.1.3.1 1 'V'l~Lan6'11';i~'ll1L oU1'Vl'U'Vl1'W Lfl';i-ln1';il..ij~~1'V!-r'Um';itl';j~"l:f:u , 

~ I ~d Q.l 4 dd 
flfll~m';i:Un1';iLL'U'ULI'l:U"I:l\91 LL'U-:!1'11:U"I:l\9lm';i:Un1';i fi';i-l'Vl LLf1~1'WL\9leJ'WU'Vl , , 
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flru~bb 'VfVJtJR1a~~ 1l'VI11'VItJ16Tm ;itJ~ l 'VIli 024/07.5 

9.1 n1'Hfl'U~n'li1 bBnli11~ bfl~·:1n1~1~v 
II II 

'VI '1..1 1 5 'tl eH 9 'VI '1..1 1 
' cto.., o ""' I 

'VIn 1~~~1b'U'l.ln1~BV 
'U 

(1) 1fl':i'lfl1':il~VuU'U~~'U"llelfl~'l LL ':ifl 

(2) ':i1V'l1'Ufl11:WU"eJ~.fi'v (AE/SAE/SUSARIUAP) 

(3) fl1':iLLm"llLeJfl£'11':i1fl':i'lfl1':il~v (Amendment) 

(4) ':i1V'l1'Ufl11:wtl11'V!,r1 "ll eJ'l1fl':i'lfl1':il-.ilv (progress report/ 

continuing review) 

(5) ':i1V'l1'Ufl1':i~1 L '11'Wfl1':ivl L fi V'lL 'U'U\11flLelfl£'!1':i Lfl':i'lfl1':il ~ v 

LLm~/'V!~ eJ 1:w' '\Jfi U~ \J11:W fl~)':i~ L U V'U"llel'l£'1 Cl1U'U (Protocol 

deviation/ non compliance) 

5.1.3.2 1 'U 1 vJm~eJTifl':i'lfl1':i1 ~ vvi Lnu 1 vJ~ LeJfl£'11':il'l'Uuuuvi L ~'W"l!eJu 1~m.l'1 L -D1 

Vl'UV11'W 1m'lm':i1 ~ m1'1V1-ru m':i'\J':i~"ll:wflru~m':i:w m':i LL uu L~:W"ll~ ':i'"J:w 
' ' 

Lelfl£'11':i~el 1 ud 
(1) 1 u-r'U':iel'l\1~ Vli':i':i:Wfl1':il-.ilvvl L~ V'"JoU eJ'ln'U:W'U~~ LL"~G'f1L 'U1 

' 
Membership roster 

(2) G'11 L 'U1'V!'U'l~el LL ..()'l~:.m fl1':iVl'UVl1'ULelfl£'!1':i':i1V'l1'ULL~"~U':i~ LflVl 

(3) Lelfl£'11':iL~'U"llel'Ufl1':i"lJel"lJV1V':i~V~L1m~1Li'i'ULfl':i'lfl1':il~V 

(4) LL'U'UU':i~LiJ'U"lJ el'lfl':i':i:Wfl1':i~Vl'UVl1'ULelfl£'!1':i':i1V'l1'ULL~"~ 

'\J':i~IJlVl 

5.1.3.3 -.5' Wvh LL:W'LL 'U'ULL YJ' :wi'J 'UuU'U L eJ fl£'!1':i 1fl ':i 'l fl1 ':i1-.il tJ (AFOl-024) b1 'U 

1 vJ" L~eJi~ Ln'U 1 vJ~eJ L~flVl':ieJi'im1/LL VJ:w LeJfl(;11':i\X'UuU'U'th~fl eJ'Uii'i''"J tJ 

(1) ~eJ1fl':i'lfl1':il~tJ 

(2) ~eJ<H1WW1Lfl':i'lm':i1~v 

(3) ':i<H£'11fl':i'lfl1':il~tJ 

(4) ':i<H£'f~eJeJn1 -m~vG'11tJfl'l1'U\l~tJli':i':i:w 

(5) ~£'ftJ'U£'f'U'U/LL'V!~'lVl'U " ' , 
(6) 1'W~~'lLLm"lJ\11fl.fl1fll"ll1 

(7) 1'W~a1t1m1'U"il~vu':i':i:w -ruLeJn£'11':i 

CV .:::f t,.l CV Cil I 0 Q.l Q 

( 8) '"J'UVlLL \l'l!:.m \J11:W'V!'U'l{;1eJ£'f'l\11 fl£'11'Ufl'l1'U\l ':iV li':i':i:W 
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Aru~ bb'W'VItJA1a\91~ :U'VI11'VIt~1~m~t~~l'VI~ 024/07.5 

9.1 nTHih.J-rn~1bBna1~ Lfl·Hn1~1:5'a 
!II !II 

'VI 'W1 6 'tleN 9 'VI'W1 . 
.... 0 cv 0 .... I 

'VI n1 ft.:!~1 b'W'Wn1~Ba 
'U 

(9) 1u~d~'W"lleru ~~a~~'W61~ \J11l.J~1~'U1 u~an6111-r'U1'tl\l , , 

(10) ~'tln6111Lfl1\ln111~v LL6'l~ Informed consent 1~'\.JuU'\.J~LLa~ 
' .., d.., 

1'W'Vl1'U1'tl'l 

( 11) L'tln6111~'W ~ \J11l.J~1~'41 'WL'tln6111~'\J1'tl\l 

5.1.3.4 ~al 'V'Im~a{/~'WLL~l.JLeJn61111ii''WuU'U Lfi1..:Jn111~v th~neJ'U~"lV . 

(1) STUDY CODE V!~m-H'61Lfl1'1n111~v 

(2) ~a-H'1V!u1lfl1..:~m11~v 

5.1.3.5 1 'V'I&han61111 ul 'V'Ia L~ eJ {Lan61 1 11ii''WuU'U Lfl1\ln111~v 1 'IX~..:~~a1 'V'I~ LiJu 

" tld~ L.!l'Vl'll 'tl'l11 V'I1'W L6'l"tl Vi' tJ'WVi noV 'tlfl11l.J "il1 n.n 1 fll "1!1 STUDY - -
CODE/1-H'61Lfi1..:Jn111~v ~eJ-H'1V!U1Lfld\ln111~v" V!~mL~'U~"ll'ihwn 

L'tln6111 1 'WLL ~l.Jiii''WuU'U L'ti'W 

(1) LeJn6111Lfi1..:Jn111~v~eJ'Wlmfi~\ILL1n (Initial) ~a1'V'I~ , 

"Initial aaaa MED-25bb-bbbb ecce" V!~'tl - - -
"Expedite_ aaaa _ MED-25bb-bbbb _ecce" V!~'tl 

~I ., " Exempt_ aaaa _ MED-25bb-bbbb _ecce" L u'W\J1'W 

(2) n11'Vl'U'Vl1'W'fi "il11UJ1\J1, m '11'' 'tl'l"tl 'tl'1Lfl1'1 n111 ~ v (Progress 

Report) ~a1 'V'I~ "Progress_ aaaa _ MED-25bb-bbbb _ecce " 

LU'Wiii''W 

(3) l.J1\J11n11 1 'Wn11L ~V..:JL 'U'WLLa~/V!~eJ bhJ~~\J11l.Jn~p~L iiv'U 

'll'tl\161muu (Deviation/Non-Compliance) ~a1'V'I~ 

" Deviate aaaa MED-25bb-bbbb ecce" LU'Wvi''W - - -

(4) m1Yl"il11ru1n11LLm'll1fi1..:Jn111~v (Amendment) ~a1'V'I~ 

"Amend aaaa MED-25bb-bbbb ecce" LU'Wiii''W - - -

(5) n11'Vl'U'Vl1'W11V..:J1'Wfl11l.Jtlaa~.nv (Safety Report ~ 

tl1~neJ'U~"lV AE/SAE/SUSARIUAP) ~a1'V'I~ 
~I "' " SAE aaaa MED-25bb-bbbb ecce" Lu'W\Jl'W - - -
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If If 

VI'U1 7 'tiel~ 9 VI'U1 

5.2 n1"at91 bb~~m~t1bb ~:wit 'W~~ b~n'Vl-aviln~ bv n~1-a 1~-a.:~m-a1~a 
" 

dh.Ji' mmb ~:w/1 Yl~ L~nelft Yl~~ L~ nw~mJ mhre1~ bel m11-a 1m~nT~1 ~ f! 1 'U~tl~el~nJi' f! LL~~ 

,]1 n~n~ L "l!1~~ -;J'Ufi'JTnfl~1'U~'U~~n 1fl1~ m-a1~ml~ 1~i''U n11L -H'U'l.lel'U 1~nflfltu~mThJn1'f'il ~mi'f'.i11 
~ , 

1Yl~L~nelflvJ~~L~n'V11eloUn~Leln~111fl1~n111~fl~L~~-;J~'ULtl'ULWni~nL-;J'ULU'U inactive study 

file 

"llel~Leln~111fl1~n111~fl LU'U " tentative inactive" 1'Umru ~m~fl11fl~1'Ufl1111tlT'"J't-1,j'1LL~~ 
~ 

g 'U"llel~ elel1fl1 'Uf'U1el~ bb~~n'a111n11'Vl'U'V11'ULLiK1iifi11~JL-H'U'l.lel'U~ elel1fl1 'Ui''U1el~ 1-H~'U~el , , 
"tentative inactive " eleln 

5.3 m-aeluru1~ 1 ~b ih~.:~ Lb ~:wit <W~a b~n'Vl'leliln~bvn~111~-a\lm-a1~v~t11 b ilum1v ~ . "' " 

"" .., ~ 6. 'lJli111AW'Vl 

't-1~el~'Vl'U'V11'U11fl~1'Ufl1111'll~el~nJi' f.l n11 b ~f.l~ b 'U'ULL~ ~/'t-1~el 'WtJ!jU~I'l111 n~p~ b Dfl'U 

"llel~~(l1U'Ul-1~m1fl.:J1'U~ LMf.l1oVel~ b vh,!'U~ii~'VlTIL .U1~n Lb ~:w/l vJG'i~ b~ n'Vl-ael'Wn~ 
~ 

5. 3. 2 m111 n11~ilfl1111oUinbbcJ~'V11~~~tl1~ 1f.l'l.ltJ 't-1~elm1:wm-avh~ LMm"l!el~n'U n11tl1~ LiJ'U 

~~el~ n11b "l!1~n Lb Yl:w/l Yl~~ b~ n'V11el'Wn~ bel n~111fl1~ m-a1~ f.l 1-H"llelel'Ufii11Jl-;J1 n 
~ , ~ 

tl-a~51'U"1 bU'U11f.J ~ 1tJ 

5.3.2 n11"llel~1L'U1beln~111-HLU'U1tJ~J~1:W HREC-MEDCMU 026 

LL Yl:w/1 Ylm~nelfl Yl~ 
..:::::. d .Q, ~ 

m~n'V11el'Un~Leln~11 

1fl1~n111~f.J~fl1~~~1boU'Un11 

(Active Study File) 

1~i''Un11el'4~&iLLiK1 Leln~11~L~f.l1oUel~ Leln~111~1'lel'U Lb~~5'U~ 

"llel~ 1fl1~n111~f.J~fl1~~ ~1boU'Un11eltl 
~ 
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AF01-024 

9. V'LIVJntb::1i HREC-MEDCMU 024 

"' .. 1'\..!'Vl 

HREC-MEOCMU 

024/07.5 

!II !II 

'VI'U1 8 'Y.Jil~ 9 'VI'U1 

~ij~'j mn~ _j OO!_j 20 '\"j~~I11fl~ 2550 ~1-:Jfl!-:Jl~'jn 
'j"Pl.iJiJm ~1n~ ~0.2 1 mn~1fl~ 25----150 ~1-:Jfl~-:JYi61B-:J 
1P~.61~~11 ~~h&iv~n~ , . 

r 1P~.iJiJm ~1n~ .0 15 ~n11fl~ 2551 O~U61~\J1ru 

1 1:·~'\"j:-:J,;~n,; 01.1 15 5tJ11fl~ 2ill llm"ll~1~~ll'LI~-'LI-.11-~-CJflru~m1~m1mT:u 
Pl1Uru6fl~~-:Jfl~ l~CJ~ SIDCERIFERCAP fl111~11'0Jl~CJ~ 

I Pl.tJ'V'j.U'j'jf1lfl'OJ 

1~'0J'U1ii1w.Jt1 

03.0 2 ii'LI1fl~ 2555 

_l 
04.0 1 tl'UCJ1CJ'U 2557 

"' l~B 24-26 mn~1fl~ 2551 

llm "lJ 1 ~61el~fl~eJ-:Jnuu~u'Vl~l u~CJ'U 1 'llll~~ 

~1~~llt.!~'l111~vflru~m'j~nT;jWn"Jl~CJ~ 
.d .d 

SIDCERIFERCAP fl111m1'0JlCJCJ~L~el 27-

I 29 mn~1fl~ 2554 I 
lLm"ll format 1~mtJ'V'j1~n1'j"Lti~CJ'U I 

I bullet ltlt.! number 'V!~el letter list 1~ 
41v~Bm1eJ1-:J~-:J; l~~tl'j~1&im'jllm"ll 

SOP 

r-- I "'~ ---r cJ ~ 
04.5 14 n~.fl1'V'jtJ5 2559 - lti~CJ'U'OJ1n SOP 024 LiJt.! SOP 023 • 

L __ j-L Communication record eJeJn 
~ d .d 

- L'V'j~n1'jlnu1fl'j-:Jn1'j'VJ exempt 



l 
L 

HREC-MEOCMU 

024/07.5 

!II !II 

'Vi'i.J1 9 "tle:I.:J 9 'Vi'i.J1 

05.0 30 llfl11flll 2563 - LJ-ru'VllJ1tn~'llU'VlhJb'iJ'W SOP 024 
' ' 

btie:wil1n'l11 SOP 023 u'WVinm'j~e:n.n~i 

f1~Ull11off 

1 
- b~llf11Tvl1bbllbbUUbboWlJ~'WOUU 

bfl'j\jf11'ji~CJ 

06.0 14 nlJ.n1~'W6 2565 - LJ-rub'l.J~CJ'W~tl SOP ll1bU'W REC-

07.0 

07.5 

, 

I MEDCMU 

- LJ-rul'hLLVIU-:JflruU~ 1~LU'W1J~~U'W bb~~ , 

fl ru~ fl1'jlJ f11'j~ ~CJ 5'j'jlJ f11'ji ~ CJ 

- b~llo[tl 5.1.3.5 vl1bWU~"!ltibbCJf1'\.J'j~b.fl'Vl 

btl m'f1'j 1 'Wbb Ylll btl f1i:f1'j~'WOUU bfl'j.:J f11'ji~ CJ 

I 
m:llf1~'ji 1 'WbbYlll~'WOUUbfl'j.:Jf11'ji~CJ 

-b -wlJerViG11lJ1'jm ·ih(i.:~ bb YllJ btl nG11'j 
" l 

I 29 il'W1flll 2569 1-b'\.J~CJ'W'j~{;'f SOP 

L i'i'u1'rl• L~a-il vM!i L~nmatim\~a• La"""' 

I 

- b~lJf11'jbnUbtlf1G11'j'Wtlf1~1mLYllJ~'WOUU 

-----'-----'-· ______ ___,_, bfl'j.:)f11'ji~CJ 


