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.LJe:i:wri?i1'U'lJflflrl 1~11'1:::tl11n n 1 'LI1tl bb 'lJ'lJ'lJe:i-:imEJ~ n~rue3'n~1V1~e:i 1~EJ11"il1 .LJe:i:wrim1:w~LJ 1~EJ n nVfmEJVl~e:i 
'\J 'I 6..J \I 'U 6.J 

rhi-:if"11ri bbri:::~'U I ~bMEJ1oLJ'eN ne:im~m.LJ11'LJm1!1ne:im:w 

( 4) 'IJ 'a~ :I.rm b d B\'11 n1 'a'U 'a'a E.m.J b ~ ~ '1.Jl) u&i n1 'a 

?I~ tJ ?111~611r1t1j'IJe:i-:in1';i'lJ11EJ1EJb~-:itJ5u~n11 b ~ e:i 1 Vf ~~ b M EJ1.U e:i-:i n'lJ n11v11-:i 1'U'lJe:i-:i fl ru~ n 11:w n11 

"il~EJu11:wm11-.s'EJ1'LI:w11~tltJ1:::'<i11?1mu'LI1~fom1:wim1:wb.U1h 1'Llm1u5u~-:i1'Um:wm1?11"11'U?11nr1bbr1~?1mu'U 

iim1:w'\"j~e:i:w 1 'Llm';i'lJe:i1LJ1e:i-:ifl ru.n1'\"j 1?1rie:i~"il'U ii bfl~e:i'li1EJm1v11-:i1'UnLJ?1mu'U~'U ., b~mbri mu~ EJ'Ub~EJ'U~ 
' I ~ 

u1:::?1'lJm1ru 

L l°lW~m''a:Un1'a\l~E.15'a'a:Un1'a1"5'E.J1'1J:U'IJ~EJ • 
Research Ethics Committees (REC) , Institutional Review Board (IRB) 

fl ru::: n 11:w m 18?l';i:::~tJ1::: ne:i'lJ ~1 EJ ?1:w1~ n"il1 n ?11'1J1 m1 bb '\"jVJ ~ 1VJ EJ 1f"11?11?1i bbrl :::?11'1J1~1~hl 

iVJEnf"11?11?1i iiV11.J1~fo~~'lleJ'lJ 1 'LI m1tJ nl1e:i-:i~VJB m1:wtlri e:i~.tlEJ m1:w~'lJ bbrl~ m1:wb U'Ue:i tJ~~'lJ e:i-:imm?l~m 

~b .U1~1:wm11-.s' EJ bbrl:::b ~e:i 1Vfm1:w~'U1'1bbn?11u11ru::: bMm n'lJ m1tJ nl1m~-:i mh1 

11?1i;itl1:::?1-:if1 
' 

2) b~e:itJ nl1e:i-:i m1:w~'lJ m1:w b U'U?i1'U\911 bbr1:::m1:wtJm:i~.tlEJ'lJe:i-:im?11?1~fl1 

~ 

3) b~e:i 1 Vf m1:w?1'U h b lJ'U~bf"l~n'lJ nri':wb LJ11:::m-:i b ~e:iV11ifiLJ nue:i-:inri':wb LJ11:::m-:i 
' ' 

e:i-:if1LJ1::: ne:i'lJ'lJeJ-:Jflru:::m1:wm1 LJ1:::ne:iLJ~1 EJ 

1) nd1:Wfl1';ie:Jci1-:ii.Je:iEJ 5 fl'U 

2) m1:wm1e:ici1-:i1.Je:iEJ 1 fl'U "iJ1n?11'lJ1~1:w1'1i1VJEnf"11?11?1i 

3) m1:wm1e:ici1-:ii.Je:iEJ 1 fl'U ~bU'U8?11:::"iJ1n?1mu'U 

4) m1:wbU'U8?11~ m1:w?11m1i;i m1:wV1mnV1mEJ m1:w1 tJ~-:i1?1 
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2. -Un1'1v 

'UflfH'lVl~eJf1~l.J'U fl fl'1~~1 b -U'U f11';iff f1~1l~tJ b ~e:Jrl'Ufll1Vl1fl11l.Jfl mJ ., b ~eJ'Vlt'l?feJ'U?fl.Jl.J ~~1'U 1\91 tJ , , , \J I .,.... 

1-ff15n1';i'V11\11'Vl tJ 11211?t~1e:i~1\1 b lJ'U ';i~ uu i'.ivtii' 1~~u ~ \91'/Je:iu1'Un1';i e:i e:i n bb u u n 1';i ff n~1 ~1 b -U'U n1 ';i b il u 

';i1'UT"Jl.JoLJeJl.J'1 1 bfl';i1~'V1 bb'1~?f ';iDe.J'1'1V'H5'1JeJ\lf11';il~ tJ 'l.Jnu~ml.lvt'1fl'1~tJ15';i';il.J1 'LI f11';il~ m ~e:Jrll.Jfl';itl\l~'Vl5bb'1~ 
\J , d.J 'I 

m1l.l'l.J'1 e:it'ln tJ'/Je:i\I m?11?1:W fl';j t.Ji)u~ ~ 1l.J fl!J ';i~ bu tJu~ bMm-Ve:i\I 

3. B16'116'1:iJf'l':i 

'U fl fl '1~boV1~1lJ1'LIf11';ifff1~11~tJ1\91tJ?I:iJfl';i1 \I eJ 1 \I b lJ 'U r:f ~ ij ?I '/J i11 ~~VI~ eJ r:f ~ ij i111 ~ b ~ 'U U 1 tJ 1 \91 tJ 
'I \J , \J 

Cl.I iJ' iJ' Q..I I CU ' .di Q..I 

• m?11?tl.lfl';itl1\l~e:i\lb '/J1';i'U f11';i'Vl\9l?te:iu fl1';im1\l';i1\lfl1tJ fl1';j?fl.Jm~ru vt';ie:Jfl1';j';jf1~1 

• m?11?1:Wm'1~1 ~oLJeJl.l'1~bM moiJe:i'lnu fl1';iff n~11~ tJ 
'IJ 

~ c.:it..c.il i.I Cl! I Q 

• ?t'Vlu'Vl\l~';ieJ\I b ';itJ'U~e:iflru~m';il.lfl1';i\l';itJ5';i';il.l 

• ';i1tJ\11'UoLJ'e:in\11'1vt~e:iuqJvt1~bnt'l~'U boU'U m1l.l'lJ'1e:it'lntJ m'!Ji)u~~e:im?11?1:Wm 

• '/JeJoLJeJl.!'1 b ~l.Jb~l.lbMm nu~'V15'1Jm~'UbeJ\I .ff 'U~eJ'U'/JeJ\l 1fl';i \lfl1';il~ tJ vt~eJ';i1 tJ'1~bB tJt'l~'U I 
'IJ 
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·. 

4. 6l1tl'n-:JTU 

61Tu n'l1'U fl ru::: m1:w fl11'1~ CJ 511:w 1 ~uviu 1viV11.J 1~ 611f1~1 'Ll fl11~ l?l~'lfl ru::: fl 11:w fl11'1 ~ CJ511:w 

m11~ CJ fl11bbt?i'l ~'I m1:w m1bb1:'1:::~tl~fl~1 ~?11::: eN ri'tl1::: fl e:iufl ru::: m1:w m1 m1ti'1V1'U1?1 flru?t:wu&i fl'Vi:W m1 , 

bb1:'1::: fl11e:iu1:w fl 11 ti'1 Vl'U l?l'U'Vl'U 1 'Vl bb1:'1::: fl11:W ~'U ~ l?l'lleJ'U'lJ eJ'lfl ru::: fl 11:w fl111 (position-specific TOR) 

flru:::m1:wfl11u~V1111 (Executive Board) b~1V11.J1~tl1:::~1611'Ll fl'll'Uflru:::m1:wfl11'1~CJ'011:w 1 flru?t:wu&i , 

"' 
m1-.5'~~-:iflru~m1:um1"'il~£J:rn:un111-.5'£J 

b ~eJ fl11~1biJ'U'll'U1Ji'e:i~1'ltifll'i'eJ'l~1lJVI~ fl'1~CJ'011llfl11l~ CJ 1 'Ll:W'U~~ bb1:'1 :::?teJl?lfl6i' eJ'l tl'U fl11~1 b iJ'U'll'U 
~ , 

"' CV 0 .c:). CV 0 ct 

"l.l'U~mm11~1b'U'Un1''a"'il~'Vl11~b'U£J'U 

1. ~ 1?1v11~1'11::: bu CJ'U b ~ eJ'lJeJfl11:W b ~'U'lleJ'U'11 fl~tl1:::'lJ:wflru::: m1:w fl11'U~Vl11'11'U'1~ CJ511:wm1 , 

2. v1'1V11.T'!~e:i~1'U1eNe:i6m1u ~ 1 b ~e:i~'l 1 vtfleJ'lfl!JVlmCJ ~11'1?\e:iu 

3. v11V11.T'l ~e:i e:i'Uil&i b?l'U e:i ~1'l1::: bu CJ'U b 6if 1~um1Yl'111 ru1'11 fl~tl1:::'lJ:w flru::: m1:wm1u ~V111 , , 

:UV11l'Vl CJ1~ CJ"l.I eJ'U bbrl 'U 

4. v11u'UVi fl'lJBeJ'UiJ&i b 6if 1~tl1:::'lJ:wMn:wV111vim~CJ'lJeJ'Ubbrl'U b ~B1:'1'l'U1llb ~e:itl1::: mf'11olit?ie:i1 tJ , , 
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·. 
., 

"ll'W ~ B'W m -a~1 b U'Wn1 -ai ~vi Tth:m1A 

1. ~ ~vr 1~1.:i'j::: bu m.J b ~ e:i'IJe:im1ll b ~'U'lle:J'Ulil1n~'\.J'j:::'IJllflru:::m'jlJ fl1'j'IJ~V11'j .. :ntr'il~ tJli'j'jlJfl1'j • 

2. v\'1vti1.:i~e:i~1'U'je:J\le:JTifl1'j'IJ~ 1 b ~e:i~.:i 1 ~ne:i.:in~vtll1tJ\91'j'JWle:J'U 

3. v\'1vti1.:i~e:ifi.:ie:i6m'j'IJ~b ~e:ii;i.:iml!m1:::'\.J'j:::fl1f'11off~e:i1'\.J 

l'i'1mh:i th~mA6i1'9ru~b~f.l1'ti'v-:i ., 

- 1i;i1 

m-au~-:i~-:im-a:um-a~~f.15-a-a:um-a1itJ1'U:u'U~v • 

"" ' - 'j::;b'UtJ'U'IJe:J\IV!'U1tJ\11'U 

- e:i.:iri''\.J'j::; ne:iuflru:::m'jlJfl1'j~ b lJ'U 1 ul'11l!off EJfl1V!'U~ll1 1'1~\i1'U 
"' ,, 

- eri;i\l'U1ll bb~.:il'l.:i 
" 

0 i.I c::il Q...I ~ 

- fl1V!'U~V!'U1Vl'UV1'1.J1Vlfl111J'j'l.Jt:-.J~'llEJ'U 

- n1vt'Um1'j::: 

v-:if'lth~nB'l.JflW~n':i'a:Un1'a~~f.15'a'a:Un1"a1itJ1'W:U'U~V • 
n1vt'U~"i\'1'U1'Um~llm~'\.J'j:::"i\'1 (1~-U' EJtJn11 ... bbi;i::: 1~bn'U ... fl'U) bbi;i:::~1i11'jru1e:i.:iri''IJ'j::; nEJu 

buvn::: fn'jll fl1 'j'IJ ~:::"il 1 ~ b vtm :::~ll~El~ fl ti EJ.:i nun 1'j~1b1J'U\11'U'IJ e:i.:ivt'Li1 tJ\11'U 

• 
• 

• 
• 

~ ' "' . 
LLY01Ut1El1~1Jt1El 3 YlllJ 

l.Jfl fla~l3.J'hii'lf1~l'HL'\>~YIU l1~m~tnVtN rm 
,/ .C. C. <ii' I t/ t 

f1l '.)lll'mf.I 'Yl'ltl1YIDlY"11Cfvl'lCll':ll'l\HlU 1 Yll\J. 

l.Jl'lml111!'.J'IJl!JfliJth'l1.JflEI 1 llllJ 

m1 bLfl'IJ '11lJ'lf 1.J'Yl';ja~1 bl'll'WJllfft.h;:'lfl 'lllJ ari1~ 

1'!t:1 u 1 rhu 

• n'l::~1m:nu L'WY1 !'hn7i"W 1h:-:aum'lw . 
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• 

• 

• 
• 

• 

"g v -.. < .co. ~ 

~L'llEJ1'lflty~rnJCMflJJff1am V4CJ~m·nJl'llef91'l 

unnni.-nnu i!m.n1r1:1t1il1Ul mhnit:1u 1 'ti1u 
dQ cl 'OI' - .t 

'U fl AIJ YllJff)l~ b '1JU1'lll tulill1J1Ylf.11 f)l';i l 'L ''011'.J ' ~ 

BrJl ·:J'UflEI 1 l'illl 

'4flflammrnnmh'l1im1 1 Yi1u 

~r1u l'nJ?.1:1J'll'1m~B~1Ll mrn1ri1.h:;·1n·lfu mh.:i 

uaa 1 lll,J 

m ::'illl'.ltllFJ LYffi i'lfl?i'W 1h::CfUfll"iW 



bbfl:::~~vi'1bbYhJLJ1:::1~rH1.l:::m1:wm1 'th:::ne:iuvi'1tJ tJ1d'~ (CV) rhi\lbbl'i\l~\I TOR (position-specific TOR) 

VI~ rnnum1e:iu1:w~b~tJ1-Ue:i\I (Hum an reseatch eth ies,GCP,SOP) beJ n~1'Jbb~~\le.Jfl'Li'J::: 1tJ'lltlViu.ffm.i ( COi 
"' 

declaration) bbfl::: beJn~1'Jfl\l'U1:W-rmnfl11:W~U (Confidentiality agreement) 

n 1'Hl 1 'Vi'U ~'IJ'Vl'IJ 1'Vl bb~ ~fl 1111i'u il ~"IJ e:iu 'ti e:i .:i fl ru~ m-a-11n1 'a°1 (po sitio n-s peci fi c TOR) 

th:::oTtmru:::mwnT~ 

1) n1V1'U~'U 1mJ1 tJ bbrt:::mufl:wm1~1 b U'U\11'U'l.leJ\lflru::: m1:wm1"il~tJ011:wm11~tJ1 'LI:w'U~8 
' ' 

LJ1:::"'11blJ'U1 LJ\?l1:WV1~n"il~tJ011:w ~eJ~fl~eJ\lntm~V1:w1tJ1 vm bbrt:::m\?l1~1'U~1nrt 

2) ~lb iJ'Um1LJ1:::'q:Wb ~ HW"il11t1.n 1fl1\1~1\lm11~mbrt:::fl\l'Ul:W1 'Libe:inm11'i1\I 1 'l.leJ\lflru:::m11:wm11 

3) ~11V11 fl ru::: m1:w m 1tJ 1:::"'11 bbfl::: fl ru::: m1:wm1~:w'Vlu 

4) ri'~ b~e:ime:i\ILJ1:::01'U 1 brt'l.11'LI m11 flru:::m1:wm1"il~tJ011:wm11~tJLJ1:::"'11 
' 

bb 'Vl'Uflru:::m1:w m1 bbfl~m1:wm1~:w'Vlu 

6) :we:iuV1mtJm1n"ill'i1\I 1 l~bbnflru~m1:wm1 bbfl~b~1V1'lJ'Tvhhurn1tJ1 

7) "J1tJ\11'Ue.Jrtm1LJ5u~\11'Lil'ie:ie:i6m1u~tJrt~ 1 fl#\! 

8) ~'LI 1 \?l1:W~:WVl11'VltJ1~tJ:WeJUV!:IJ1tJ 

nN1h~o1tmru~mwm1 

1) LJ5u~\11'UflDJ~m'J:Wn1'J'1 1 'Limru~LJ'J~51'UflDJ::: m1:wm11 1iJmm1t1tJ5u~\11'U 1vl' 

2) foe:J~'lleJU\?l1:W.fl1'Jfl"il~D'J~51'UflDJ~m'J:Wn11'1 :WeJUV!:IJltJ 

3) ~'LI 1 \?l1:WD'J~51'Uflru~m1:wm1:we:iuV1:W1tJ 

bfl'l.11'4fl11flru~mn1m1 

1) u~V111~~m1b e:i n~111fl1 \1~1\1 m11~ tJ bbfl~ fl1TW"il11ru1"il~tJ011:wm11~ tJ 1 ~b lJ'U 1 LJvi'1 tJ 

2) ~U e:J~'lleJU\?l1:W.fl1'Jfl"il~D'J~51'UflDJ~m1:wm1 '1 :WeJUV!:W1tJ 

3) ~'LI 1 m:wtJ1~51'Uflru~m1:wm1:we:iuV1mtJ 
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·. 

mw fl Tab:: sh 

1) vhnrn.n 1m .:i 11.:i flT~ii~ cimvi'fo:w e:iuV!m ci ri e:i'U m 1LJ 1 ::'lJ:wfl ru:: m1:w m1 , 

.c:ij I iJ ~ 

Vl?f'lb 'll1l.11~"il11ru1 

3) b-U111:w m1LJ 1::'1l:w~"il11ru11fl1 .:i m1i ~ CJ'll e:i.:iflru:: m1:w m 1"il ~ciu11:w fl 111~ ciLJ1:: "il1'1lvi , , 

l'i''U~.:invi 1lJ't!e:icifl11 1 1'LI 3 '1Je:i.:i"i\'1'U1'Ufl~.:im1LJ1::'1l:wvrne:ivitJ 
' 

mni flTn~a.mu 

1) ~"il 11ru11m.:i11.:i m1i ~ ci~1vi':w BUV!l.11cirieJ'Um1LJ 1::'lJ:wflru::fl11:w m1 , 

3) boLJ111:wm1LJ1::'1l:wl'l1:w~LJ1::u1'Uflru::m1:wm1i ~e:i.:i'lle:i , 

4) boLJ111:wLJ1::'1J:W/~:W:W'U1~fleJ'U';I:Wb~Cl1rl'U"il~Cl511:Wfl11l~CleJ~1\ltJeJCI 1 fl~\lVlfl 2 tJ , ' 

b :511V1-t! 1~tJ':i:::S1~TUn.:i1 i.J f'l ru:: n ':i':i:IJ n 1 ':ilil ~ t1 u':i':i:IJ°1 

f'lWi;t:IJU~ • 

• i11:: b 'Li ciui-UciLJ ~u~.:i1'U 1'11:W m::u1'U m1e:i ~1.:ii1ri rum~ i1m1me:iu fl e:iu 

• ll\l~'U~WJ'U1\l1'U , 

m ':in 1 'Vii.J ~u'Vlu 1'Vl uri:: f'l 'J 1 :iJi'u ~ ~'tj eJu 

?te.ium:w-Ue.i?t.:i~ci 1 ~r\'1 bb 'U::i.11 1'rne.i n?1111m.:i fl11 ~\l"ilV1V!lJ1C1~1.:i 1 

m1~.:i b'i.l n?111 m1fo~"LJ1:: d'.J'Um1i~ci m1'11viV!mci m1LJ1::'1Jd.J 
' 

b"'lJ1i.Jfl1';I : , 
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' ' i.I Cl! Q.I .q ~ 

Vl'U1Vlfl11m'U~~"lleJ'Utl'W 1 

- md~~ bnrnei n?11d mdv11~1 b'U1bei n?f1'j"~b~CJ1-LJ'ei\I nu 1fl'j"\lfl1'j"1~CJ 
- 'j"1CJ\11'U~m~ei\I (continuing reports) 

- 'l.h~'11'U\11'Ufl1'j"eJ'lJ'j"~fld'j"~fl111 

- fl1'j"~~v11/bbm '1nJ~mh:i so rs 
' 
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5. 'Vli.i1t1~1'Un1nu~bb6'l (regulatory authorities) 

Vlt.11 c.J\!l'U rll nu VI bbfl ~\lb U'UeN ri m'Vl~t1Vli11CJ\l1'U'1J tl\l-r\i~:iJVl'W' 1~-ru~VJ'llt!U 1 'Y nl'Hll nu~ bbfl f11U fllj 
\J ~ 'U 'I 

bbfl~ 11111SJ~e:iunSJm1l-l ~1\l 1 ~ b~ CJ1.if t1\l nu m 11~ CJbbfl~~IPll'Y 1 b ~ e:i1Vfaf'Y1SJ]1m1~1 btJ'Y n T'HU'W1tJ 1111l.l 

n~VlmCJ n~1~biJ CJu bbfl~m1111Ji1'U~n1Vl'Uvi ~1'Yrn1l.ltJfle:iviJi'mbfl~SJ ~CJ011l.l :iJV1iJ1~ rhnu~bbflm1tJ50&1 

1111l.l.if e:ir\'1Vl'UV1 11111SJ~e:iu~m'Y~1 ~CJ bbfl~m1~1b iJmTw -ru11 CJ\ll'Yb Vllil m1ru1:iJ~\ltJ1~~-:iri ~\Pll'Yl'Y 1CJrn CJ bbfl~ 
' 

&1~1i11l.lbf11\ln11l~CJ bV!CJSJ~~t1\ltJ50&11111l.l'V!6i'nSJ~CJ511l-l~1nfl Standards & Guidelines & 

Regulations 15~1blJ'Un11lJ11111_i11'Y (Standard Operating Procedures (SOPs)) Aru~m1l-ln11 

SJ~ CJ 011l.l n 111 ~CJ1 'Yl-l'Y~~ SJ~~ e:i -:iiJ1 ~u u ~11'u ~ 'Y'Y n 11v\'1-:J 1 'U~ ~ bbfl ~n n 11~ IPll 'Y 1Pi'nCJ.n1'\"j 
' ' 

tl"a~ bflVI bb6'l~"atl bb uu n1"a\Vl "a1vi'u·rn~ ri w.o 1'W <Recognition/Accreditation) v i 

• Office of Human Research Protection (OHRP) - Federalwide Assurance (FWA) 

The Institution becomes engaged in human subjects research conducted or 

supported by any U.S. federal department or agency that has adopted the 

Common Rule 

• SIDCER/FERCAP: 

Strategic Initiative for Developing Capacity in Ethical Review/Forum for Ethical 

Review Committees in Asia and Western Pacific 

Developing capacity for ethical review in developing countries to ensure 

the rights and safety of persons and communities participating in clinical 

research 
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" 

• AAHRPP: 

Association for the accreditation of human research protection program 

An independent, non-profit accrediting body - - a voluntary, 

peer - driven, educational model to ensure standards for quality and 

protection . 

• NECAST: 

National Ethics Committee Accreditation System of Thailand 

Accrediting,quality assessing, and consulting to develop standards for the 

institutional ethics committee in Thailand 

*vt:i.rn.Jb'Vl\?1 : 1 'Lin1'HJ'lJ'J:Wfl~'l.n"il~tl1b?l'Ue:Jn1'im1"il~m"iNfl!11.fl1'\fol'IJ'iJ'I NECAST 
' ' 

National Ethics Committee Accreditation System of Thailand (NECAST) 

NECAST v1u u1asilu ms3oulu u~ uu 
;'hunu1ums'5'5uutiuu1ti 

I 
I "i~<1lu 1 flfU:::ffl'ilJ~1 ')'',l~EJfi'i'illn1'ii~EJ 1mJ1.4tftl~Cf1lJ1'ifl 1l1m'i.W"l1'ifU1LQW1:::Lfl'i'301'i1~EJ~i1m1tiL~EM hj 

Lfi1..1A11JJLau-:i9i1 

1 "i ~ i~--; -~~n'i'illnT'i'il~; n'i'iJJ m'ii~u 11..1lJ1.4tt6~a11JT'ifl l l1nT,'W"l1<Jru1 Lww1::: Lfl".i-301".ii~EJ~;'j m1lJ L~fNLnu 
.J: .,,. .. .,.J..J"., 
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Composition of EC/IRB) 

2. fl1'j'\.J{)U'&i~G1eJV1flc;le:i\ln'U'U fou1ma·vn::: (Adherence to specific policies) 

3. m1l.lm'U~1'U'lleJ\lm~'U1'Ufl1'j~'<\J1'jf111'Vl'U'Vl1'U (Completeness of review process) 

4. 1fifl1'j'\.J~u&iVl~\11~fl1'jb~'U'1leJ'U (After review process) 

5. fl1'j-.5'VJfl1'jbeJ flG11'j bb~~ fl1'jbtl'U-rn~1 beJ flG11'j (Documentation and archiving) 

fl1'jb\;l~Vl.l beJflG11'j fl1'j'AVJ b~ e:ivi 1m'I fl1'jl-.5' v fl1'j'U'j~G11'U\11'U EC 

fl1'jeJ'lJ'jl.J~l?l'j1'<\JU'j ~ b:iJ'Utl niXvi 
" 

.ail Cl/ 0 Cl.I Q..I ' 

fl1'j b\?l'j'Vl.J b eJ flG11 'j fl1'j bV Vl.l G11'U fl\11'U fl1'j'G1l.J.fl1~ru 

fl1'j~\I bfll?l fl1'j'\.J'j~'1Jl.l 
' 

fl1'j~Vlvl1 'j1V\l1'U 

fl1'j&iVJ~11l.l (follow up visit) 

• Membership files I Appointment of members 

• SOPs 

• Approved protocols (Expedited/full board review) & related documents 

• Continuing review (SAE reports, progress reports, etc.) 

• Agenda & meeting minutes 

• Communication records 
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IRB/EC Recognition Requirements 

1. Structure and composition 

1.1 ei.:iritJ';i~neiuriru~n'Vil.Jfl1';i"il~tJ5';i';il.Jfl1';il~tJluJJ~'l'J8 (Membership requirements) 

1.1.1 Member: at least 5 members 

1.1.2 Gender: Balance 

1.1.3 Experience and knowledge: balance in ethics, science and social science 

(alternatives to cover the topic of review should be in place) 

1.1.4 Non-scientific or lay person 

1.1.5 Non-affiliated person (independent of the institution/research site) 

1.1.6 Terms and conditions of appointment, including policy and duration of 

appointment, disqualification, resignation and replacement procedures 

1.2 Administrative requirements 

The EC/IRB should have: 

1.2.1 Administrators that oversee the day-to-day activity of the EC/IRB; 

1.2.2 Documentation of the functions and activities of the staff; 

1.2.3 The Adequate number of administrative staff; and 

1.2.4 Terms and conditions of appointments of members. 

1.3 Membership initial and continuous training 

The provisions available for EC/IRB members to receive introductory as 

well as continuous education need to be stated and observed. 

1.4 EC/IRB office 

The EC/IRB should have an office space with necessary equipment and 

staff for good functioning. 

1.5 Management of conflicts 

EC/IRB should have a policy to address conflicts of interest and obligations. 
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fl1'WJ'\JVlTYbbVhrt.J1:::]&1mwn11 

- 61~~Tum1:wm1 (medical/non-medical, scientific/non- scientific, male/female, 

affiliated/non- affiliated) 

- Complete list of members, staff, independent consultants 

- Expertise related to types of protocols reviewed 

- Complete and updated CVs 

- Appointment letters 

- Confidentiality and COi agreements 

- Updated training records 

- Differentiate roles and responsibilities 

- Validate actual method of appointment, training, administrative support, 

review procedures 

- Determine perception of current challenges and suggestions for 

improvement 

- Qualifications 

- Appointment procedures, TOR 

- Specific role in EC/IRB 

- Perception of EC/IRB roles and procedures 

- Suggestions for quality improvement 

2. Adherence to specific policies 

2.1 Management of EC/IRB 

The EC/IRB should document and make publicly available a term of reference, 

which should include its purpose, scope, objectives, activities, organization and 

management. 
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2.2 Availability of standard operating procedures 

The EC/IRB should have a written SOP with which they comply. The reasons for 

any non-compliance should be stated 

2.3 Areas and functions covered by the SOPs 

The areas of review conducted by the EC/IRB should be covered by the SOPs 

SOPs should include, but not be limited to: 

- Normal review process, 

- Review of resubmitted, 

- Amended, 

- Continuous protocol review 

- Confidentiality, 

- Informed consent review, and. 

- Expedited reviewed. 

2.4 Continuous review of SOPs 

The SOPs should be reviewed at least every 3 years and revised as necessary. 

EC/IRB should indicate how often this is done and also document and archive copies 

of the previous versions. 

2.5 Guideline for protocol submission. 

The EC/IRB should have a guideline aiding investigators on protocol submission. 

The guideline should include the requirements of the EC/IRB for the review of the 

different kinds of protocols. An informed consent document guideline/template 

should be made available 

2.6 Submission process 

EC/IRB should indicate to invest igators when to submit a protocol so as to meet 

meeting deadlines. Applications by investigators for ethical approval should be made 

on standard application forms; EC/IRB should also have and make available these 

different application forms to researchers 
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2. 7 Meeting requirements 

The EC/IRB should have documented meeting requirements with which they 

comply. Included in this is the minimum number of members required per meeting, 

the professional requirements, and the distribution of the various professions. 

3. Completeness of its review process 

3.1 Completeness of protocol submitted for review 

3.2 Review process 

3.3 Continuous and protocol amendment review 

3.4 Elements of review 

- Value of research 

- Scientific design and consent 

- Ethics (risk, benefit, informed consent) 

- Documents and processes, care and selection of participants etc.). 

3.5 Other after-protocol approval reviews 

- Site visit reports 

- Data Safety Monitoring Board progress reports 

- Serious adverse event reports 

- Termination of study reports 

- End of study reports 

3.6 Completeness EC/IRB meeting minutes 

3. 7 Decision making process 

4. After review process 

4.1 Communicating decision 

- Should have an effective and timely way of communicating a decision. 

Where protocol approval was denied by the EC/IRB, reasons should be 

clearly stated. If provisional approval is given areas that need be re-worked 

should be clearly stated . 
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- Should have and issue approval/disapproval letters with the conditions of 

approval or reasons for disapproval clearly stated. 

- Should have and issue suspension/termination letters with the conditions of 

lifting suspension and the reasons for suspension or termination clearly 

stated. 

5. Documentation and archiving 

5.1 EC/IRB Documentation and archiving 

- All protocols with a complete set of its supporting materials are maintained 

by the EC in a file or database till at least 3 years after the end of the 

study 

- All documentations on pertinent discussions and decisions on protocols 

and communication of the EC/IRB should be properly filed and archived for 

easy access. 

- All document pertinent to effective function of the EC including its SOPs, 

constitutions, regular annual reports, national and international guidelines 

etc. should be properly kept. 

- A retrieval procedure should be indicated and complied with. The minimum 

period of archive should also be stated and complied with. 

' "" 0 ., 

fl1'HtJtJ~'1l~?l1'UfN1'U 

- Adequate space and equipment 

- Confidentiality protection 

- Orderly filing of protocol files and documents 

- Separation of active and completed files 

- Complete database for tracking purposes 

- Use of database for tracking 

- Availability of information to the public (website and posters) 

- Adequate space and facilities 

- Confidentiality protection 
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- Orderly filing system 

- Separation of active protocols from completed ones 

- Appropriate archiving procedures 

Recognition Process 

Assessment and recognition process 

1) Self assessment of ethics committee (EC/IRB) 

- SIDCER Assessment Tool 

2) Survey 

- Interviews 

- Assessment of documents and procedures 

- Observation of the facilities 

- Observation of an EC/IRB full committee meeting. 

3) Recognition 

If the standards are met, the EC/IRB will be recognized by the SIDCER 

committee. 

Reports 

A recognized EC/IRB will be required to produce annual reports for review and 

monitoring by the SIDCER committee. 

This should include all the relevant activities of the EC/IRB in the past year, any 

amendments to SOPs and guidelines and any new SOPs or guidelines that have 

been developed within the one year period and any changes in the administrative 

staff or procedures. 

Recognition certificate 

A certificate of recognition will be issued to EC/IRB that meets the five criteria 

standards. And recognition will be granted for a maximum period of three years. 
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3. m1l.lm'l.HlTU'lJe:J\lm::;u1'Um1vhnrn.nviuvi1'U (Completeness of review process) 

Aru::;m1l.l fl1T'il~CJ511l.lm11"'5' CJ 1 'Wl.l'U~~'l.Jd::;"iJ1?1mu'U 1 'W~d'V!m CJil\I Aru::; m1l.lfl11"il~ CJ511l.l 
' 

fl111"'5'CJ1'UA'U lJV!1lV1CJ1~CJ~bVICJ511l.l1511'1J "'5'1Prvi'115~1b'Ll'Ufl11l.l1\?ld]1'U Standard Operating Procedures 

(SOPs) b ~e:i 1-U'b U'UV!~ fl bfltu6V'JL 'U fl11~"il11ru1"il~CJ511l.lfl111"'5' CJ 1 'WA'U 'lJe:J\l'U'flPi fl~1 m1::;uAm fld'lJe:J\ll.lV111vi CJ1~ CJ 
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~\Id b ~ e:i 1 ~ii A11 l.l A1u '111..l'lJ e:i\I fl1::;u1'Wfl11~ "il 11ru1viu vi1'U A111 ~ii fl11viuvi1'U b ~ e:i'lJ f u 'lJ 1'1 bbm'lJ 

15~1b 'Ll'Ufl11l.J1\?ld'11'U 1 ~Yl'U?llJCJe:Jti1\l?tJ1 b?ll.Je:J 
""' 

4. 15m1ui]u~V1~\11~fl11b~'U"tle:J'U (After review process) 

A ru::;m1l.lfl11"il~ CJ511l.lm11"'5' CJ 1 'WA'U l.JV111vi CJ1~CJ?l b 'lJVJCJ511m611"tl "'5'1P1v1115~ 1 b 'Ll'U fl11 
' 
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' 

b Vll'l fl11ru1li~\lu 1::; ?l \I fi"-r1CJbb1 \I VI~ e:i fa 1\Ifl11ii fl11-U e:i fa \I b~ CJ'U e:i ti 1\111n~b~e:i1~15fl11uiJu~V1 ~\I 

1 ~m1 b ~'U"tle:iuiiA rum~ml.ll.11\?11'11'1..! bb1:1::;tifll'i'e:J\l\P11l.JV1~ fl"il ~CJ511l.lfl111"'5'CJ m11 ~ii m1viuvi1'Ub ~e:i'lJfu'lJ1 \I 
, d.!I 'U , 

5. m1"'5'1P1fl11be:Jfl?l11bb!:l::;fl11bn'Uffl~1be:Jfl?l11 (Documentation and archiving) 

Pl'U~ "il~ CJ511l.l fl111"'5'CJ ?lmu'U1"'5'mb1:1 ::;~lil.J'l..!1 1 'W '11'U::;ci'11! fl\11'1..! A ru::; m1l.l fl 11"il ~CJ 511l.l 
'\) ""' 
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m 1 b?l'U e:J~ e:J~'U ~V!11b~e:J'lJe:Jfofl11?l'U''U?l'U'U~e:J1 u 
'\) ' 

(6) 'lh~1CJ"11tl~hH'u 
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""' '\) ' 
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