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pnaulaiygn Full board &

YA o o a
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(3) WINIFIUAULNTIUNITITEFIIUNMTITEIUAU (UAIA.) AIUNNUANENTIUNITITEUYIR W.A. 2556

(4) WHO standards and operational guidance ethics review of health-related research with human

participants (2011)
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IRB Member (for reviewer)

Conflict of Interest Declaration

Any person having a conflicting interest in a protocol must not review the protocol.

“Conflicting interest” includes participating in or supervising the project, (for example: principal
investigator, co-investigator, investigator, in a supervisory role over the Pl of the study, or family member
of PI) a financial interest, a personal or fiduciary relationship, or some other situation giving rise to a

conflicting interest. Such situations are defined in the guidelines on conflicting interest and related IRB

policy.

Conflict of Interest Declaration
O | am not involved in, and have no other conflicting interest in the research protocol No.
W Iammvolvedm,orhave a conflicting interest in the research protocol No.

W principal investigator,

O co-investigator,

O investigator,

Oina supervisory role over the Pl of the study,

O family member of PI
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(Participant Information Sheet)

luenansiloraditonauiivinugudadalsiinle sagevarusianinlaseins3se wiagunulidae
asurgaundrazdaled viwwazldsuienarsil 1 avy Tneviruainisadindulyeruiidiuie
UsnwmnSedugandes ilouadn uwnduszordavesvitu uisdouiinudainisuine wiavaely
nsanauladrsiunisIse

FalAsINg (Mwnlne)
Yor13Y
AUV

anuimhaw/anuitinende vingaslnsdwiiadoun waglnsdninviha/inendeveside

ARG

£ £ ' '
[y [ =

1ASINI8 TV UiNG... Faaziiuselevunaninazlasude...

1 = =3 ! Yo a Y Y 1 a v dy
MurselnnlulnATewewinuy lﬂi‘UL‘Uﬁﬂ%L‘U’ﬁ’JNﬂ’]i’JQEJ‘LlL‘Wi’]E...

Yy v
[y Y

I TR IieauU ST, AU

SE8LIATYNIUNNTIVE. .

[

nssunsIvetidululnearuaiaslavaswinunsainlulnasesvasinu Lifinsvsdu

(%
1Y

mnnunsamnluUnATasvaIudnaulansunIsITeLa asitunounisisesasaluilfe ..
A1 AT U DNSINTITY TeevinursaanluUnATawawinueIa...

' L= [ ' Y ! A = [ ] ] ! [
uvseanlulnasesrasiiuazlasunisdiewmdenseguadnuinisuiaiiu/idudiedy
WeunnNsITemuuInsgIumsgua lnegsuiaveudlddnglunmsauasnwae...

L ' = <

] = @ ] Yo a 4’4'4:.4 = J
mnviurseantuunaseseiulinsnlunmsidelinaslifinase... veuiunsewnluunases

[
£ @

YaaviunAag19la wanand vinunsawnluunasesewinulansaousneanainnsiseiiiolants lasll
Foaualyinsiuatantn n1saauseann1sivetazliuinanonts. veeriiunsoinluunaseave iy
3 dy 1 = <@ 1 [ Yo d' aa (v [y 1 & @

THRUNT AN TUUNATDIVRINIUY 992 lA5UNITRFINBN1TITITEWAS SN LTAVDINIUNT BLAN b U

Unaseweasiunudsnsiiduinasgiumuunfimeiduniu

Version 6: April 23,2019 Page 1 of 2



IRB-NS wuuasuvsngiay 3.2 AF 20.2-06

Ny v PN a v Y] aw & A & & av | a4 <
‘Vi']ﬂllﬁllaﬁﬂa\‘iizﬂw%%a@‘UﬂqllLﬂEJ'JGU@Qﬂ‘Uﬂ'ﬁ'JGUEJ NIDUDUIALIU/LAVUIYINNNTTIVY NIUNTDLAN

TudnasesaviuansafnmorIde Falaun ..
! a = ] ! Yo
AmauLnuNYuvTawdnlulnaAsesvewiaglatu .

AlgAnenvinunsadnlulnAsesvaIvnuRaISURnYaU ...

va o ¥

Y A a o v ¢ = A v o av & va 1
‘Vi']ﬂiJGU'E)iJaL‘WlImeﬂﬂ@quﬂigiﬁﬂuuagﬂjqﬂLaEN‘V]LﬂEJ'JﬂJBQﬂUﬂ"ITﬁ]EJu E‘JJ'J EJf'\]gLLﬁN&L‘VWlT]‘UIWEJ

Y

557 liTns

v

1 v I = =3 I =3 [ 1% 1 a 1 I
mayjamummaqmumaLmﬂiuﬂﬂmawaamuwgﬂLﬂmﬂmla VLiJLIJ@LNEJG]@ﬁWﬁ’]iﬂJ%LUu

[ 1 v &

MeuArauiarenuNaniludeyadiusy deyavesiirsunmideluseyanaeniinnynna

o v o

UINauNInTIaeuld W gliMuide, a1ty n3e09An10sFNINTNNNTIIEEY, ANENTIUNIS

q

a [~3 ¥
3855547 LWuUnU

¥
a v A

1A5aN5I98ilASUNIIRNTUISUTRINAENTINNSDS85TTUNTIVETUAY AMENEIUIamERS

a v

a o a =% Ao W ! ] s a o a d'
HR1INYN YU ‘?Nlla']uﬂﬂ']uag‘w 189 503 YU 5 AULNYIUIAAIARNT UKRIINYIAYUNRAR LA 999

DUUNNTUUNS 818 4 F1UAATAIE1 BUNBNNTUMNS JIMIAuATUTH 73170 nuneiaulngéni 0-2441-

5333 {92531, 2532 E-mail : ns.irbnursing@email.com #NNIUNSaLANtuUNATEIUBIvUlASUNIS
UfUAlInswnuniseylivine way/vsewnluunasesvewinuaiunsofnfeiuUsesuAneNIsuNIS w3e

ANy laanuanuikasnuneaunsAnT sy

A PB1UTwaLL D UAlULENANSTATUAIULAN

AL HL91571398
(e )
T

ARYD v HUNATD
(oo, )
T

Version 6: April 23,2019 Page 2 of 2


mailto:ns.irbnursing@gmail.com




IRB-NS WuuwasumungLa 3.3 AF 20.3-06

o a a o a o v < = =
ﬂﬁi]ﬁUﬁEJIﬂi\‘lﬂ’ﬁ’F\]ﬂLLﬁ%ﬂﬁiﬂJﬂﬂ?ﬁuﬂuﬂﬂﬁJﬁﬁ%iULﬂﬂ (ﬂ’]q 780912 ‘LJ)
(Assent Form)

1ATINITITY 1309 v vintuiiie .. (Vaningusyavdn 18019 udnaIusasdle
live)... Bwaziivslevinaninegldsuie. (seyuselomilagnswiawn nioUseloviagausa). .
fvutedlidnsiulasinsing g ... (vanauanvae i igauiiagiinsiny13ve oy “dov

Wudesuil...” , “deniuisguiaesivlse...”)..

1%
va v A

Eriioaduiidingnilasimstl tesasldsumsuiincd wobissutudag tialiidrlade 1wy

- Goeduemselasumsaidnsnmlsn usodus

- MOUUUUABYAIAYINY... TIMIN... T8 [FaaTYssanaL.. w1

madsaulasinsil deseradin... srydatorniadu wu iomiie Sndala imiesdn).. des
aunsaveniild fiagmesquatiosesnd wagasl . (venuimsnisguaraemdeludesiu 1y “Iin
aunseiomemies uasitazaidosimiouiivsmeunvuaevaiuniels windosdsludiunielsiosn
nOUNAD UpIaINITINENReY UaremAnmsid1sn3vela”).. fatvnide | (Wssywatradeeilsis
Ussaudann15398)... agldsumsthemdelns . oy “Faswiiodlumng werwia”, “Wesnniman
iloadn’)....

'
Ya v A

Wiszy¥efidenazaunsadnsield ninddedeslanazasuniuiisitesivlasenis niewle

UL/ UTU89INNISN9UTASING..... (49U “O119ili509a9a8 YSeae1Naau Uiy 14750673
107 Waunela snupale TnTANY 081-xxx-00x ).....

al' I3 d' 1 Y} v Y & [y} ) ¥ d‘
NagsnusasdudIvastedl i duanuau lulinudus

Y

Uaseusivazideauanlaniell
O dnla O 1siidla

UoI01ULA wazld1laN8azldenvedlATINISLAT
O © veuduladhsanlassnsi

O ® desliiduladnglasenisd

Version 6: April 23,2019






IRB-NS wuuvlasuvsngiay 4.1 AF 21.1-06

nilsdonansanuidugaudnsiunisivelnglasunisuannainaziula

(Consent Form)

U e, WADU eeer, Wl
T TS VO DN U VA EDYUIUAYN oo
DU AVUB. oo SRR 1 BV

FAALUTYMG s TATENI o
youanaamNugeutnIulasinside Bod..
Tnsdmidnldsunsuneasdenifuiiuuaggasmnglunsiidereasidendunousiie 7

whetUftivieldsunmsuion vsslevifienadinegldsuvesnmsidouazenudssilonnasifatuainnsidd

$nsife sufumsdestunasutlimnifndunmedu. . Tagldeudonnuiiiseandenegluenas

Puasfidrimnmsidelaenaen Snidildsumedunsuaznoutoasdoniminlasnisifoduiidouses

1)

Loy v

Fmaldnsudaanstmiagldsudoyaiufuionmaiulssloviuaganudeminmaidisa
mATeuazannsanoufimiomiinsiunidelimnile lasazlifinansenuse. Admidiaglisudeluly
auNAn

T Feadinsladhinlulasnmsideiuarfusedlvigiselddeyadiuivesimailasuains
o wirrlimounsdeassnsnduneyana Tasaziauadudeyalnesmannmsidomindu

mndrmdrditededlaifsafutunouresnisite vomnifamanisalitlifisUszasdannside
Jufudmid Frmdrazannsofasiory.

yndmidnlEsunsufiRldesemuiissyliluenastuasidiimnisite Smidiansafiadety
Uszsunmenssunist niefunuldfianenssunisaiesssunisideluay ansneiviamans
s ingndeniing Sedidriinauegivios 503 4u 5 angneutamans uinedouding wedl 999 ouu
WNFUANA @18 4 AIUAMIAIET BUNBNNTUMNS JIVIauATUTH 73170 nungiavlnsAny 0-2441-5333 sio
2531, 2532 E-mail : ns.irbnursing@gmail.com

Frmdndlatonnuluenanstuasidrimnside uasnddouanaanuiBusonilasnaonud 3

A A ')
asaneiieyall

lunsalgiisunsidfelianunsasunidelagnenudeaunmununugiinsiunIdeAene 1y

a o A
ANUD.ceeei WUNU IUN e,

Version 6: April 23, 2019 Page 1 of 1


mailto:ns.irbnursing@gmail.com




IRB-NS wuuvlasuvsngiay 4.2 AF 21.2-06

wilsdanansanundugaudisiunisidelaglasumsuannauaziala (@1g 13 e 17 )

(Consent Form)

U e, WADU eeer, Wl
T TS VO DN, U 91EUBYUNUBAUT e
DU AVUB. oo SRR 1 BV

YOLAALINUIDULBUTTINIATINGIFY 1504...

Tnadmidmsaiintuunasesesdimdilasunsuseazidenietuiiniwaznganuiglunisi

s 1vasdentunousieg Nazdeslfuiinselasun1sufun Usslesineninazlasuveinisidouasaiy

VEEIT19199LAATUINNNTTHVITINANTING  SIUNIUINT 9 umazkAlunindunsedu... tnelaau
ToANunlseazdenagluenanstuasidisiunmsidelaenaen dnadilasumesuieuasneudeasduain

wnlassnssedunsousesndn

o N

NI NI UUNATEIVDIT NI NI 1UDIENT Nz e SuTaual iR an1es 1 uUsloviinay

Y

Y 4'

AMULEBIAINATHUITINNTIFULAZAIUITONDUFINID9ALIN5IUNTIVe lenniile Teeazlilinansynuse.. 9

q

Pmansadntulnasesvestniaazslasunslulusunes

¥
a Y Va v

i msenniulnasesestimindsainsladisinlulasinsideiuaziusenlvifivuldveya

Y

dwmvestmdmiedinluunasesvesimiiildzuainiside udazlimeunsdeamsisundunoynaa
Tngashiauaifudeyalasunnsidoniy
mndmiddedinluunaseswestmidrdidededaiefutuneuresniside vievniAnmgnisali
Lifislszasdannfifetutuimdwiadnluunasosmosdma fmdwiedinluunaseswesimidnas
aansafinsen...
mndmidwteinlulnasesosdmildsunsuoRlnseuiiseyliluenarstusidiuns
3o drmiwdeiinluunasowesimiausaadefusysiunaiznssunsy viegunulafinaznssums
Busrsumsideluau auznerunamans suiverdouiing deidtinmuegiites 503 $u 5 AmgneIua
mans i ine1donding 1avil 999 auUNMSNMMA @e 4 fuamalen sunewnsuMTa JmiauasUg
73170 ngLavlnsAny 0-2441-5333 @a2531, 2532 E-mail ns.irbnursing@gmail.com
Hmdwtednlutnasesestmddnlaternuluenarstuasgidriumsite uasnilvdouans

a A5 v = A A yy
LQWUWUUU@NUI@UW@@@LL@Q ﬁNaﬂmEJ:ua%dL’J

A1 NLINSIHANSIY
(oo, )
o dl
FU e,

1o SO AUNATDS
(oo, )
FUN e,

Version 6: April 23, 2019 Page 1 of 2


mailto:ns.irbnursing@gmail.com

IRB-NS wuuvlasuvsngiay 4.2 AF 21.2-06

o Alvideyauazvenudugen/Mnilasini sy
(e )
FUT e
Tunsdifidniunsifeliansasunisdeldfiisudemnuiomaungdriunsitefonsu
1 NeU
(e )
FUT e

Version 6: April 23, 2019 Page 2 of 2






IRB-NS wuuasumngLa 4.3 AF 21.3-06

wilsdeuanaanuidusaudrsaumsidelaglasunisuennaruaiula (funasaadneny 7 s 12 V)

(Consent Form)

T K12, VI LUK I
LT T OO IR U 91D UMAUN ..o
1TV RV BN TP

YauananudusanlmanluUnATeURI T WA 1151lATINIGTIAE 1504...

lagdndnlasunsiusivasdeaneatuiuiwasagananglunisyinideseasdontunaumie 1

D

'
al

winlunaseswesimiazdesufiRvieldsumsufud Ustlenmifianinasldsuveanideuasannuides
p19AnTuINNIRdNNTITe Tatamatiostunazudlomnifedunmety. . Tagldeudeniuiia
swandeaegluenarstuasiitiimnsifelaonase Sniadsldsudiesursuasnaudoasduainitani
TasamAideduiizoudosud

P lansuieansnaglasutoyaiaiuianiwiulseleviuaranudswinnadisiuniside

Y = Y 1 a v 1% A ) ! a vy 14 <
LLﬁ%ﬁ’]ll’]iﬂﬂ@um’l%i@ﬂ@L‘U’]i’)iJﬂWi’J%EJl@V!ﬂLiJ@ Ima%l:umaﬂsz‘muma.mmwLmLLazmnimlnﬂsawaa

Prnsdnazlasusalulusuian

¥
IS a

drmdndadaslalitanluunasesvestimdudrsiululasinsidetuasBusenlvgidelddoyq

Y

drusveunnluunaseavesimdfilasuanmside wiezlimeunsioasisuziiuseynna lneaziiaus
Judayalnesinainnsidewinu

mntmiwazinluunasesastimidnidedesdanaiiuiuneurenisive wsemniinmenisali

[
=

TNIUsEaIRNAITITEVUAURN TUUNATDIVBITINERT TIMALALLANTUUNATDIVDITINANDLAIUTORARD

[y

nu...
< v 1% Yo a wal 1 d' & Y Y a o v 1%
‘Vi’]ﬂL(ﬂﬂIUUﬂﬂi’ENGUSQEUWWLQ’]VL@iUﬂ’]TLJQ‘Uﬁlﬂ@]iﬂﬁﬂmﬂi%u‘l’sﬂuwﬂﬂ’ﬁﬂLL‘NQlﬂJ'ﬁ’]llﬂ’ﬁ’]‘ﬂEJ YINLN

wazAntuunATasaIt AN SRR o UUTZUANENTTNNSY YSoRwLLATIAMENSTUNISITEETIUNTS

A v

FTvTuAu ANENYIUIAAIEAS UNIINYIFEUTRRE TINFN1TNIUBENYDY 503 TU 5 AMENEIUIAAIENST

Y

WNINYNTHUTRND LU 999 DUUNNTUMNA a8 4 FUarIaIYT Sunennsuuna Jandauasugy 73170

PUNAVINTANS 0-2441-5333 f82531, 2532 E-mail : ns.irbnursine@email.com

Prandlatennuluenalsiuaiinsiunisive uagnilideuanianudugeuilagnasnud

= A4 A vy
Jeasaneiletel]
o S AUNATOIVBIRLINTINNITIRY
(e )
U dl
L O
1o SOOI A lideyauazvenm B/ Mntlasiniside
(oo )
o
FUNoeeeseresersseeen

Version 6: April 23, 2019 Page 1 of 2


mailto:ns.irbnursing@gmail.com

IRB-NS wuuasumngLa 4.3 AF 21.3-06

lunsalgunasesvasgiinsiumidelianunsasunisdelagnetudeanunmununugunasesves
ALUNTINNTIdE AN

3K OSSR WU
(cevereeeerenesee e )
o
TN

Version 6: April 23, 2019 Page 2 of 2






IRB-NS wuuwasuvuneiay 5 AF 22-06

nilsFedygIn1siaualiun1sIeNeuaglasuN135UTa9RN

AMZNTIUNITATYSITUNITIVYIUAY AIZWEIUIAAIENS UNNINBIBBNTAA

v P! Y 2/ ay = &
VNN NBD-UIHEND).c.erveeererereeeeereeessssesesecesesseesseseseecesssssesssaens lugnugrhniilasainisidedadu

I R T = Sa (Y 13V 4 1A R 0 TSSO

N

[y [

Y A I S AL R 745 13 105 U0 IO

a

NANYIUTEYQNI VU Y.

L]
e

V1 PUOUE RO TUU e e e

e

L] nANBIUSQYEIIDN BUU oo

[

AGO UL BN TUL. oo e e

U ATAN N TITIETDT oo,

PINANTOFYYIIT WENTIINIANBITEN18UAINLATUNITSUTBIINALNTIUNITIIUFITUNNTINY

TuAu AMENENUIAANEAT UNANYIFEURRE  LSEUSTDEWAIYVINUU

PINUNLATINTIY

U, e, YA

LY

[ v wuiesu [ ddsrudgeleenss [ ] 9191598AUANINEInUswan
U v Y 9

'
=

U e, YA A

Version 6: April 23, 2019






IRB-NS wuunasuvuneias 6 AF 23-06

LUURAANUNANITAIUNIFTIY

Tusansandaanuluwvunesuilliauysainiade lneasuiuliasudiu uasdinnmenIssun1sasesssy

n15998TuAY AMENEIUNIAANENS NNIINBIABNRNE LNBANLTUNITANUSSIIEUVDIAMEATITUNISIRD I

O asunalassnsidousydnd uavudslalasenisive (wwuundnge vseasUnan1side 1 4n)
1.28lA59N1599

(AT ).t
2.991A54N1537

(DN VI e

6.4119505U5991A59N15998 1aUT COA NO. IRB-NS ..o, AUNSUTDY e
FURUFANITTUTO e

7uvdonu [ fiyu O aeluimingrdsr O meusnuminendos 58U
(7 aidinu

8.Usymuaz@UassATUNITANTUNITITY oo

9.siuaunsasusanidnsanlasensddeld Oesu O Lasu  swiidaueld

10.dayaingiudidnsinide 1usaseysngazidennil

Srunugidraalasensdide audidudulasenisouBeonst S0 o wuseanitu
- Srnudidninlasmaideiifuloyaasaumunssuiunafiutoyaudn o AL
- Sruufiirulasmsideiimdeglusgnindiiunisiueya follow up) oo AU
- dnnudidisulasmsidefivianisiase (drop out) Wie gRAMIAUTONA oo AU
- S5 lATIN T TR UIUNSAUTONAIFATU oo AL

- Srunudidhinlasmsideiogssvishanumandnaiaiumside (mafuleyaatafuudueses
AAANALNDLN T TINANTENUDINANTITY) - AU
11.feyaienfumnnisainioainishifisUszasd (Adverse event) infugidrsaulasinsade
O %idi [ § (Usaszylude 11.1, 11.2)

11.1 313U IN5liNIUTZENA (Adverse event).........ocrrcrrrnne ATA NTUNTEYDINT v

Version 6: April 23, 2019 Page 1 of 3



IRB-NS wuunasuvuneias 6 AF 23-06

11.2.7U7UmMAN150IT01N5 iU sEaIRT18use (Serious adverse event)...................... AT
° Y v Av ada ¢ = '3 1
VUM oo 578 giirdaulasensideniiamnnisaluieainislinaseasniieunseil
[ doudr¥unissnululsameuia. ... AU /ASS NYIVBINUNIT IV oo, A9
G o — AU LAEIVDITUNITIVY e, A9

CF SABEIU G THUerrmeceesesoeeeeeses oo

12.Tu5s17199118uN15398 dn15Usulasulasanisiaeg (Protocol amendment) visahi
Oug Oao A% O udsnauenssunTIEWTIOTUN oo O Fslailauds

13.Tusznineetiunisivedinisaniunisiiieauuluainlaseanisiveiaua (Protocol deviation) wsala

Oug Oa o A% O udsaaenssunITMEWNTOTUN oo O Fslailauds
14 Jvsuanguaulaiusiulundarnudsasauseleviannnisiae (Risk / Benefit) MNg2999nUN1539¢
0T T 0 TUSO55Y oo i

15.9uilkHun15UEUBNan1S e aEN9ls
3 auofRuflungansn BlUUSEIR SEU. ...
LAUBANUIIUIITANTANIUTEINA TEU .o

TNRAUDA T TTDY Therroeeoeeeoeeeeeeeeeeeee oo e oo e oo e e oo e e oo e e e e e e e

Quaaagq

-io
i)
o
=
©
c
<,
[l
o\l
3
©
allo
=

Taifluaunsazaue
16.9UNDUNITLHYBNINATUIY TUUST
O mdsdsuunainu

O ausunanulusinesussansnisvesnsansios O lasunseeusunar O Silunaudu

18.A1091LFUFANITIVGUD (FUARDU/AU) ..coovoeerecerercenr e
19.05UIUAIATINITIVY (NFAUITEUTUN) oo sess s
3N SO (WavtlAsen1533e)
(e )
Vi I— Y YA
3 1o OO (@138NUSnwIneinusvian)
(vt )
EiVI Y YA

o o

* psdiianilesinsiluernse/ dnide ludoessy

Version 6: April 23, 2019 Page 2 of 3



IRB-NS LL‘UUWB%@JVI&HEJL@?J 6 AF 23-06
A9UVDIAUIZATTUNITITUSTIUNNTIVWIUAY AMSNETUAAENS
FOU  NTTUNTTVTITTTUATVTIVITUAL (overrrreeereeeerceereeeeese e ssassessssssssssesssssssssesssssesssssssssssssssssssssssesssanes )
wolusafarsan A
NFIUNITININTUN
O  mssenumuimimsesniduniside wavveresig ond133useddasinsive
O  nmsasUnalassnsideuszdl wasusdadalasiniside
Tassmsisemuseasdeatisduiuiinssiiunuuasd fifaunasguanadinaznssinsiseusu Tay
O nsdesreauanuimmimadeduldauiimvun
O nsdesrenuanummiinsiduaidn
AFTUNITININTAUILAITNRA
O wiuauasUalasenisauiiauaun
O Susesdaiiiosdiszazingn 1 U

O shdhiansanluiivssyuamzassunis (Full Board)

BEY UTTSIUAMENIIUNITIIUSITUNISIAIUAU INBLUSANRITUN

Usgsuanasanudainnuiu D WILYOUATUANULAUYBINTIUNT

O Lidiuraumuanuiueaanssuns

Version 6: April 23, 2019 Page 3 of 3






IRB-NS wuuwasuvuneiay 7 AF 24-06

RUUNBIUNITII89TUEIUA LULNULANVDIATINITIYNASUNITSUTBIRIN
ANZNTIUNITITYSITUNTTIVYIUAY AIZNEIUIAAIEAS UNNIINe1a8UTing

(Protocol Amendment)

10 R LA o TS
D T T T TN T8 oo
B LTI I8 oo
4.5%a1A5915 18T IRBNS oo /e
5.M5USUUROUATT oo AU
6.51088BAMTUTULUBIUS oo F15U09: lUsaszyiataiiu iomisuiaey
wWisuiieusy wataln iemiusuaeuln W%’a:;/w%isym@m?mwdi”wz/ﬁyu (mniiteya
umn sz Ussfud Ry moduuy UasTUQITNATUONTITUNY) ..o
7 finsufudsumenastuasiiinunsite / addeuansanuBuseutisunmside

O id

Y O Juenasiiiuiia (Consent form Addendum) U oo

dmsugnmeasuuluaduiauids (reconsent)

O Juenansuasadtulug (New Consent form) atUR ..o
dwiu O fdrsawnsidessln
O {iweaunsluatuidiuuds (reconsent)

8. Lanansusenau

O wuuauslassmsaiusuasuuds 2 gn (hdamu/daauls lugaiususeu 1 9a)

[T DU TUTATEY oo
ARG I
(o, )
PINUNLATINTIVY
U /oo Y
K R N
(oo, )
9197159NUSNYINYTANUSHSN
YU, /o, YA
* nydliteyauinniiiiuld insenteyaneduyy uagsaviuiududuenaIsuuy

** nsdiianihlasemsiduernse/ dnvey ludeessy

Version 6: April 23, 2019 Page 1 of 2



IRB-NS LL‘UUW@%&IMN'}ULH?J 7 AF 24-06
A2UYB9IAMZNTTUNITITYFITUNTILTUAY AMTNEIUIaAIEnS
Sou  nssunsasesssunsideluau welusafiarsanliaaudiv
Uszunnuaenisudludiugia AUTUNTTUNITENIITANNUNIY o
D LLUULﬁu@IﬂiQﬂ’]i%';f&] ...........................................................................................
O L@ﬂﬁ’]i‘?}lmq@rﬁ’]i"m%ﬁlﬂﬂ ...........................................................................................
D Mﬁq?{al’l’amql’amu’]auﬂauﬂ ...........................................................................................
O m20afioflalunnsids | s
O wuugauo/Eunnunl | s
O LLUUﬂ’uﬁﬂ‘é’J’ay}a ...........................................................................................
O LLNumiﬁBu/IUﬁLLﬂillﬂ’liﬁau/ﬁa%aﬁﬂﬂ MAN | e s
O L@ﬂﬁ']ﬁﬂﬁg“mE%JNWUé/IUﬁLW?J%/LLEjUWU ...........................................................................................
O 5"146] ..................................................................................................................................................................
D Laﬂﬁ']ﬁ’gu ..............................................................................................................................................................
Uszlenivadlaseinisdeaianadias/dens ATIAUNTTUNITERITUINIUNIY e
O wWasuwlas 90RY MU e | e
O lgjLﬂéauLLﬂaq ...........................................................................................
anudssvaslasanisive AUTUNTTUNITENIITANNUNIY o
O sty snanisdfidowdonns O f Ol | o
L a089 e
D 1JJLU§SULL‘U6\1 ...........................................................................................
NANISNAITAN AUAUNTTUNITENIITANNUNIY o
T OO
[ 96l 0 e RS 1A B AT UTENDUATTRAISIUN | wooreeorerssssesesoosesessesssssessesessees e eessssssee s
D ‘U@iﬁﬁ']L‘ﬁ’}ﬁﬁﬂim’ﬂuﬁﬂi%‘quﬂm%ﬂﬁﬁmﬂ’ﬁ“’l (FULL | erereemmemeerme e
Board) e
msneauaadurilumsiudeyanienasldiunsausli@ Protocol Amendment
O%und O defvieyalédosar 25 O wdefiudeyalédosas 50 O 809
Sou  Uszsruanznssunisasesssunisiseluay welusaRansan
(e )
NIINAIALNTTUNITITUFTTUNNTIV L UAY
U e
UTEE UMD NTOUUNLEDTADVUITIU oo eeeeeeee e eesee et sessseee e eesseee e seeeeeeee e
(oo )
USE51UANENTIUNITISEETTUNNTITElUAY
FUT e

Version 6: April 23, 2019

Page 2 of 2







IRB-NS wuuWesuvuneia 8 AF 25-06

wUUTIEUmANITallinIUszasAaInlasaNs TN lasun133UsTesIn
ARIZNITUNITIILTTINNNTIVETUAN AEWEIUIBAIEAT W IMeFBuing

(Adverse Event Report)

2 A D T A A LTI TIDY oo
3. 5WALASINIS b8UN IRB-NS v e,
AR NUTIVINIRY oo e e e e e e e e e

511181 vUsEIMIELI591N15398 (Case NUMDer) oo FUIUATIN e

'
v

TUATVBI M. seeeeeeesseses s
6. FTUMARR ..o LI UAALYIBLocovooveeeeeeeerereee s sssesesesesssensenanennns

7asumanisaluagIsmsunlunlaviug siuitemsvesiidnsiunsidevarseny

8.{33eUssiiunuNeIveatmsNsalliieUseasAiunTIde fedl

O3 iAeades O lidrazifsntes [ emazifeates O Rerdesutiuou

9.MsAliunsAunTIuMTIdenevaarsnisallifiaUsyasd
O nyasiniunside velididnsiunsideeanainniside
O suflunsidesie

O laiusuddsuisns

[ isanmsnslunisiinaeTa A8 (SEY) oo
ARG R
(oo )
PINUNLATINITINY
U e, S,
S N EiE R
(oo )
2197159NUSNBINGTANUSAN
U Y e,

* nsaintilasinisiliuenansed/ Wnide ludessey
Version 6: April 23, 2019






RB-NS wuuvlasumneiay 9 AF 26-06

(G kit 1) N
5. e LT 1

P2 v Ao &
1599 N15LETBlATINNSIFUTULBNEN T

PBEU  USYEIUAMENTTUNNTISUTITUNNTIVUIUAL AENYNUIAFAIANS LN INEA8UTARE

= o = o a i Y & a
WLIYUNUNDNITU LLa%IUi@@']Luuﬂqiﬁ]@‘lﬂﬂjﬂ"ﬂzLUUW?SV’]@HU\T

q

(FnTNlASINISINE)

*A10L UV BI819155NUS N AN TNusuaN

WiuauaslitnAnyildteseddasinisideauiiausluenastuaadidnsiunis
Funasnilsdananuanudusauiiiun1Iselaglasunisuennaiuaztiula Wesn ...,

&

53y@77y4ﬁu7/a\787€7758 ................... Wiotdunrsivindgansuazdesduladliiinaiuidsssanng
UAKEANUEUYRILINTINNTIRY

(819158NUINWINGITNUSHSN)

* padimantihlassnadueansd/inide lidessyy azdngeniniloan)

Version 6: April 23,2019






IRB-NS wuuwasuvuneiay 10 AF 27-06

wuusIBIuANuAvnin lunsinudeyadiniulasimsiteniinnudesiildsunisiusesan

AMZNTIUNITATUSITUNITIVYIUAU AIZWEIUIAAIENS UNNINYIBBNTAAA

LD AT NNTITY et
2 AN ATINNTITY et
3. 5%alA59N15 1V IRBNS... Y2
QDT ..ottt
5. msenuamAvTihnsiudeyanuuAiuszlvseeudeAudeyals
(3 %00z 25 (3 30888 50 I BUN S5Y-ooee
6. 31urungufeg1e a1 uRTIea TmEwY . AU NANAIUAY ..o AU NRUNAADN ........ AU
7.58Y58ast8unluNM SN UTONANNTIY ... (waiilduaziidommuiiate aaudeeiiorninduuay
wmsmsmstiostumuiiaueliusvuiauelasinsis) lngsyyidonmanneduny sigazudenlivi
UOATITUUY ...
g.msiinmgnsallifisUsvasdssninemafivdoys O il [ & (szylude 9, 10, 11)
TIALBYAMANITOL oo lngszyidovmanweduny s1gasdenliviudy
BDABDITUIL ..o

LY [

9.3 UszdliuanufeItasveavansalliisUseaaaiunside fal

[ LiReades O Liveziedes O owasfeites O Aeadesiuusu

[y

10.n135A UM AU SImMAITenenduvsnisalladieUseae
O ngpsifiunside seligdrsmumsidennseiiiamanisaildiisszasrosnainn1side

O sudunmsisesie

R T
(e )
WInilATINITIe
U YA Y
FQIHD oo
(et )
93U Inendnusudn
ST YA YA

* nsintnlasanIslue11sd/ Wnide ludeaszy

]

Version 6: April 23, 2019 Page 1 of 3



IRB-NS wuuwasuvuneiay 10 AF 27-06

wWIMIMIlisuaNE1sUUY SeasBeansiiudeya (da 7)

1A33n15998Uszan

] Descriptive study [ Quasi - Experimental study ] Experimental study
L1 Other TUSASEY oo

o wumslunsTenuaNnuAvninlunsinudaya dmsuuideusean Descriptive study
2.1 WasUanmveadidnsnide
2.2 SwmmsallifisUszasanieoly  1/0ud
&l Wagtanmuesiidnsnidofiinmensallifivlssasdiagse uazasunme
faag1aIn1lunisidey

- nanswuudedl 7 szysieadealunisinudoya

e

Y =% 1 Y

QI o a <@ ¥ d‘ Va v ! L3 =
Suanilunsinudeya e .. 2/m/U. §I38Nenaumegenunue (Approach) ....(seUsIgasiden

9

4

(%

IR, . 19 Uzi59UeR/ SU 98%)... IWIUEY ... 318 NguiIeg U Esn15d19Iun19398 . 518
Hewnn...(seusmgralunisufias windunlilaitudes)..

L1593 ... 318 EusunAnussyudefiudeyaldsesas .25, 50 wiadue... ) 1y

Y

A

FUrefumssnylumbelse..... lsmewna.... 31 .. 518 Tusen 1 - .. 3Tedun valiaegn e
puLBNAr ULTINYBya9 1N Tzl Tnedayalsenaume 1) wuuasuaudoyadiuyana 2) wuuaauay
e 3) WUUADURNYL...... TIUN9EY ... T Tdianlunisdunival uaztuiindeya ... wail a/lidiawgnisallyl
= s ] 2 v 9 s o 1% a v a
faUszasAseninnisinudeyamudneareinis/inaminvualute 14.3.2 (mnnnliesuigluenars
unudail 8 Aae) uiluged ... Fulugdrewa... 91g... 1sunssnwindae.. lsameiuia.. feeInis...
Wetuil ..o/m/4... wudgtheilenns....(e5ugen75vewtelngduyy)..

nsiudeyadnssuiinszuiunisinwianudu. (seysigandenisnisinwanuduliaeniuiude
14.6)...

v o a 1 2 ¢ ' & v o a ¢

- tanasuuudein 8 nsiiamansalliisUszasdszuinafudaya (salinamgnisals)

1395338 aed... Fadudthewmea... 91g... lsumMsshwimioe... lsmeuia... Meenis...
dloTudl .. v/a/A... an.... (e5urgeInisvesgiaelngasidendulumuaiiuyoungmsaliiinduaslng ey
AWAAINNITAININTUNUFN9AE). .. 1Y WUTEIeenTs.... Welian ... veiuil .. v/a/... JUiegn

[
a2 Va v =

dudviesnidy/ lasunisfuusemuen... uazueuiin ee1n1savu (el (FegI9eUgus)... wu ns

Y

[

dwio nsguatiemde (Uulumunnnsnistesiu dhseds uazquatewdenlassylilunuuiauelasinis)

Version 6: April 23, 2019 Page 2 of 3



IRB-NS wuuwasuvmneay 10

AF 27-06

wIMIMIAisuNE1sUUY SeasBeansiiudeya (do 7) dmsunuidedsaan

- Quasi - Experimental study

- Experimental study

(%

3987 1 anWUREd5UITY LU WIVAIAADA..., MTALNA... DIE.... WINTN.... (189 ufiassne)

swazidenly nsuseiiiy nsussiiiy n1sUasiu nsiiseds dsunmsu
N13ANTUNITIRY AN ALEe N13QUA UATHAANS vafidniInIdY
Anun
FUT e nan1sUsEIiuA » uumnenistlaeiu linueudsavie
- o {A38/RN 5U W30STIOANEN | | e winn13adlaifia
U e (e5uny UseaaAannn1sidy
UAZIBUATDINTT HAaannaenUng
ANIUNITIVE). ...... MIANA.... Yt
.... Apgar score.....
~ Sauseliuagls ane | Useillu.... dan fimnundesluy > Ll,u’m’]qn']s@u,aszjqajmﬁa
\n3eadle/inasi AzWUL..... agly | N5.... i fifeuszaudetuds
...... (e3unesanden | naei./annd | ifesendses Ushaiinua Slseaiden
19I5 IAUITTLE). ... nas/dendt | Beatuintu 1 wardanmernissioliios
Wneuaung U%nmﬁﬂmm na
solufianu 91Uy
dedlunis.... seifeatansas
FUR 2 e {loannen
Azwuuagly
LnausUNG

> wuanmneanisilise i

WU L5 T509015010

panTaulngnsitadeaiila

2891150 (FHS) 0......

W8

o ayUunmslunissenuanudvndilumsiiudeys wiauduuinsnislunislesiu wie

Wszds dmsudidnaunisidesielva

...........................................................................................................

Version 6: April 23, 2019

Page 3 of 3







AF 28.1-06

CERTIFICATE OF APPROVAL
From
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Institutional Review Board Faculty of Nursing Mahidol University is in full compliance with International
Guidelines for Human Research Protection such as Declaration of Helsinki, The Belmont Report, CIOMS Guidelines and
the International Conference on Harmonization in Good Clinical Practice (ICH-GCP)

Type of Review: Expedited/ Full Board Review
Date of Approval: .dd/mmlyy...
Date of Expiration: .dd/mmlyy...

Signature of Chair:

Signature of Dean, Faculty of Nursing

Dean, Faculty of Nursing

Office of Institutional Review Board Faculty of Nursing Mahidol University Room 503 Faculty of Nursing, Mahidol University
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IRB Member (for reviewer)

Conflict of Interest Declaration

Any person having a conflicting interest in a protocol must not review the protocol.

“ Conflicting interest” includes participating in or supervising the project, (for example:
principal investigator, co-investigator, investigator, in a supervisory role over the Pl of the study,
or family member of PI) a financial interest, a personal or fiduciary relationship, or some other
situation giving rise to a conflicting interest. Such situations are defined in the guidelines on

conflicting interest and related IRB policy.

Conflict of Interest Declaration
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¢ principal investigator,

O co-investigator,

o investigator,

0 in a supervisory role over the Pl of the study,
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AF 34.1-06
NECAST Survey Form 28

Year:

Name of REC/IRB

Address

Contact Person/

Position/E-mail

Chair/E-mail

Secretary/E-mail

Ratio of
List of all members male/female
with expertise members
List of new
members
List of SOPs with
titles

List of new/revised

SOPs

Number of
protocols approved

through full board

Common types of protocols reviewed at full board (drug, medical
device, investigator initiated, etc.)

investigator initiated

Number of

expedited protocols

Types of protocols in expedited review

Average number of members who attend meetings

Ethical

issues/challenges
Report submitted by:
Name: Position:
Signature: Date:

NECAST Survey Form 28: Accredited REC-IRB Annual Progress Report (version 19 June 2016) 1



AF 34-06
NECAST Survey Form 04

SELF-ASSESSMENT FORM

This tool is intended for use by Independent Ethics Committees or Institutional Review
boards or Research Ethics Committee (IEC/IRB/REC) associated with a NECAST,
NRCT. This is part of the process of NECAST Accreditation programme, an
IEC/IRB/REC will complete this form as an initial step of accreditation by NECAST.

The person completing this introduction form should have extensive knowledge of the
IEC/IRB/REC being visited or assessed (usually the secretariat) and be able to answer
questions or provide documentation regarding the following topics:

NAME OF THE IEC/IRB/REC:

ADDRESS OF IEC/IRB/REC:

MAIN CONTACT (NAME) FOR IEC/IRB/REC: :

BRIEF INTRODUCTION OF THE IEC/IRB/REC:

Year established: ...........
Frequency of meetings: ..............per month or per year

Type (e.g. Biomedical, product development etc.)
O Clinical Research
O Biomedical Research
O Social and Behavioral Sciences Research
O Others, please SPeCITY......co it e e e e

Number of protocols reviewed/ 3years or per year: ......

Initial Review
Full boad /3 years or per year
Expedited L. /3 years or per year
After Approval Review
Amendment . /3 years or per year
Continuing Report ... /3 years or per year
Final Report /3 years or per year
SAE Report . /3 years or per year
Violation/Deviation/Non-compliance ... /3 years or per year

version 19 June 2016 Page 1 of 18



SELF-ASSESSMENT FORM

AF 34-06
NECAST Survey Form 04

BRIEF INTRODUCTION OF IEC/IRB/REC STAFF AND MEMBERS

IEC/IRB/REC Composition

Profession/

Gender | Affiliation(s)

Alternate member

No. Name FRELEE Expertise M F Yes No
1 Chair O O 0O 0O
2 Vice-chair O O 0O 0O
3 Member O O O O
4 Member O O 0O 0O
5 Member O O O O
6 Member O O O O
7 Member O O O O
8 Member O O O 04
9 Member O O O 0O
10 Member O O O O
11 Member O O O 0O
12 Secretary Member O O O 04
13 Asmsf\;r;tn;s;:rretary O O O ]
14 Alternate member O O Oa O
15 Alternate member O O O 0O
16 Alternate member O O O 0O
17 Alternate member O O O 0O
18 Alternate member O O O 0O
19 Alternate member O O O 0O
20 Alternate member O O O 0O
21 Alternate member O O O 0O
22 Alternate member O O 0O O
23 Alternate member O O 0O O
24 Alternate member O O Oa O
25 Alternate member O O 0O O

O O 0O 0O
O O 0O 0O

Alternate member

version 19 June 2016
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SELF-ASSESSMENT FORM

AF 34-06
NECAST Survey Form 04

SECTION

A

ITEM

nature of research reviewed)

A|B C D

STRUCTURE AND COMPOSITION OF EC
(structure, composition and skills of the EC and staff are appropriate to the amount and

COMMENTS

Al

MEMBERSHIP REQUIREMENTS (at least 5 members, gender balance, experience, non
scientific and affiliated members and terms and conditions of appointment)

All Does the EC have at least 5 members?
(ICH 3.2.1) E NN
Al.2 Do the members contain a diversity of
gender? (WHO 4) Ep N
Al.3 Does EC have at least one non affiliated
member? HEE NN
(ICH 3.2.1, WHO 4)
Al4 Does the EC membership contain non
scientific member or lay person? C1 O
(ICH 3.2.1, WHO 4)
Al5 Does EC membership consist of members
with appropriate expertise for the research | [ | ] | | L]
reviewed? (ICH 3.2.1, WHO 4)
Al.6 Does the EC describe the party responsible
for appointing members? (WHO 4.1.1) E NN
Al7 Does the EC members posses the required
experience, knowledge, skill and relevant | [ ] | ][] | ]
abilities to perform their duties?  (WHO 4)
Al.8 Does the EC policy and procedures
describe the selection process of its HE RN
members? (WHO 4.1.2, ICH 3.3.1)
Al9 Do the EC terms describe the duration of
appointment for its members? 1
(WHO 4.2.1)
A1.10 Do the EC terms describe the policy for the
renewal of appointment for its members? | [ ] | ][] | ]
(WHO 4.2.2)
Alll Do the EC terms describe the
disqualification procedure of its members? | [ ] | ][] | ]
(WHO 4.2.3)
Al.12 Do the EC terms describe the resignation
procedure for its members? (WHO 4.2.4) LDyt
Al.13 Do the EC terms describe the replacement
procedures for its members? 1
(WHO 4.2.5)
Al.14 Does the EC maintain a list of all its HEIEEE

version 19 June 2016
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SELF-ASSESSMENT FORM

AF 34-06
NECAST Survey Form 04

SECTION ITEM A B C D COMMENTS
members with their current CV.?
(ICH 3.2.1)
Al1.15 Does EC member sign a confidentiality
agreement? (WHO43.3) |[]|0]0]10]
Al.16 Are EC members willing to publicize full
name, profession and affiliation? HEIEEE
(ICH 3.4. WHO 4.3.1)

A2

ADMINISTRATIVE REQUIREMENTS.

(Adequate number of administrators to oversee the EC activities, have documentation of the
functions and activities of staff and their terms and conditions of appointment)

A2.1

Does the EC have sufficient staff (full-time
or part-time) to meet its functions and
responsibilities? (WHO 4.4)

[

[

[

[

A2.2

Does the EC have a description of
requirements for holding offices?
(WHO 4.4)

[

[

[

[

A2.3

Does the EC policy describe duration,

disqualification, resignation and

replacement procedures for its offices?
(WHO 4.4)

A2.4

Does the EC have documentation
explaining the duties, obligations and
responsibilities of its offices?

(WHO 4.4)

[]
[]
[]
[]

A25

Does the EC have an office space?
(WHO 4.4)

A2.6

Does the EC have the necessary
equipments to run the office?
(WHO 4.4)

A2.7

Does the EC have available budget to meet
its functions and responsibilities?

A28

Does EC document reimbursement for

work and expenses and is this made

available to the public upon request?
(WHO 4.3.2)

O o) O
O o) O
O o) O
O o) O

A3

TRAINING OF EC MEMBERS

(EC needs to state and observe the provisions available for its members to receive

introductory and continuous education)

A3.1

Does the members’ condition of
appointment state the provisions for them
to receive introductory and ongoing

[

[

[

[

version 19 June 2016
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NECAST Survey Form 04

SELF-ASSESSMENT FORM

SECTION ITEM A|B C D COMMENTS

training? WHO 4.7
g

A3.2

Did members of the EC receive an
introductory training? (wHo47) |[]|0L]|L]

[]

A3.3

Are EC members continually being trained
to enhance their capacity for ethical CI L]
review? (WHO 4.7)

[

A3.4

Does the EC review and document
trainings obtained by its members and C1 O
staff? (WHO 4.7)

A4

MANAGEMENT OF CONFLICTS
(EC should have a policy to address conflicts of interests)

A4l

Does the EC have a process of managing,
minimizing or eliminating conflicts of HE RN
interest? (WHO 4.1.3)

ADHERENCE TO SPECIFIC POLICIES

(EC to have appropriate management and operational procedures for optimal and systematic
conduct of ethical review)

EC MANAGEMENT

Bl (EC to have terms of reference)
Bl.1 Does the EC have terms of reference which
includes its scope, objectives, activities, HE RN
organization and management?
(WHO 4)
BZ AVAILABILITY OF SOP
(EC should have an SOP that covers its function and activities which they comply with)
B2.1 Does the EC have written SOP?
(ICH 3.2.2. WHO 4) E NN
B2.2 Does the SOP cover all functions and
reviews undertaken by the EC? HE RN
(ICH 3.2.2. WHO 4)
B2.3 Does the EC comply with the written SOP?
(ICH 3.2.2. WHO 4) E NN
B2.4 Is the SOP reviewed and revised as
necessary? HEIEEE
B2.5 Does EC make their SOP publicly
available? 1

(ICH 3.2.2.)

version 19 June 2016 Page 5 of 18




SELF-ASSESSMENT FORM

AF 34-06
NECAST Survey Form 04

SECTION ITEM A \ B C D COMMENTS
B3 SUBMISSION GUIDELINES AND PROCESS
(EC should have a submission guideline including its requirements and forms)
B3.1 Does the EC have any guidance on how to
submit protocols? (WHO 5.1) HEIEEE
B3.2 Does the EC have an application form?
(WHO 5.2.2) LDy
B3.3 Does the EC indicate the format for
submission? (WHO 5.2.3) E NN
B3.4 Does the EC indicate the number of copies
of application to be submitted? HEIEEE
(WHO 5.2.6)
B3.5 Does the EC indicate the application
procedures for protocol amendments and HEEIEN
continuing review? (WHO 5.2.2)
B3.6 Does the EC have an informed consent
guidance/template which it made available
to investigators to help with the Ey N
preparation of the document?
B3.7 Does the EC have a registration procedure
(tracking system) for the applications made | [ ] | ]| ]| ]
for review?
B3.8 Does the EC specify the name and address
of the EC secretariat to whom the HEIERE
application should be submitted?
(WHO 5.2.1)
B3.9 Does the EC have means of
acknowledging applications made to them? | [ ] | ]| [] | L
(WHO 5.2.8)
B3.10 Does the EC communicate the
incompleteness of an application? LDy
B3.11 Does the EC indicate fee structure, if any,
for reviewing an application?
(WHO 5.2.11) EN N
B3.12 Does the EC indicate that application
forms should be signed and dated? HEIEEE
(WHO 5.3.1)
B3.13 Does the EC request that protocol be
submitted together with supporting HEIEERN

version 19 June 2016
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AF 34-06
NECAST Survey Form 04

SECTION

ITEM

documents and annexes?
(ICH 3.1.2, WHO 5.3.2)

A|B C D

COMMENTS

B3.14

Does EC request submission of the project
summary and diagrammatic representative
(flow chart) of the protocol? (WHO 5.3.3)

B3.15

Does EC request submission of a
description of the ethical considerations
involved in the research? (WHO 5.3.4)

B3.16

Does EC request submission of case report
forms, diary cards and other questionnaires
intended for research participants?

(WHO 5.3.5)

B3.17

When a research involves a study product

does the EC request submission an

adequate summary of the study product?
(ICH 3.1.2 WHO 5.36)

B3.18

Does EC request submission of the
investigators CV? (ICH 3.1.2 WHO 5.3.7)

B3.19

Does EC request submission of the
materials to be used for the recruitment of
potential research participants?

(ICH 3.1.2 WHO 5.3.8)

B3.20

Does EC request submission of the
informed consent form?
(ICH 3.1.2 WHO 5.3.10)

B3.21

Does EC request submission of a statement
describing any compensation for study
participants?  (ICH 3.1.2 WHO 5.3.12)

B3.22

Does EC request submission of a
description of the arrangements for
indemnity if applicable?

(WHO 5.3.13)

B3.23

Does EC request submission of a
description of the arrangements for
insurance coverage if applicable?

(WHO 5.3.14)

B3.24

Does EC request submission of a statement

of agreement to comply with ethical

principles set out in relevant guidelines?
(WHO 5.3.15)

B3.25

Does EC request submission of all

version 19 June 2016
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SELF-ASSESSMENT FORM

SECTION COMMENTS

significant previous decisions by the EC or
regulatory authorities for the proposed
study?

(WHO 5.3.16)
MEETING REQUIREMENTS
B4 (EC should have documented meeting requirements which they comply with, quorum and
professional requirements)

B4.1 Does the EC meet regularly on scheduled
date announced in advance? L1 L
(ICH 3.2.2 WHO 6.1.1)
B4.2 Does the EC form a quorum before holding
its meeting? (WHO45) |[]|0]/0d!|0
B4.3 Does the quorum require that at least five

members, including at least one lay member HE RN
and one non-affiliated member, are present to
make decisions about the proposed research.?
(WHO2011: Standard 2)
B4.4 Does the EC require that meetings should
be minuted and there should be an HIEEE
approval procedure for the minutes?
(WHO 4.5.2)

COMPLETENESS OF ITS REVIEW PROCESS
C (EC review protocols and its supporting documents in a timely fashion according to an
established procedure to protect the interest of research participants)

C1 REVIEW PROCESS (enough time for protocol review, EC to have documented and
detailed review process which is complied with)
Cl1 Does the EC follow the operating
procedure for review? []
(ICH 3.3, WHO 6)

Cl.2 Does the EC review protocols and all

relevant documents within a reasonable []

time frame? (ICH 3.1.2, WHO 6.1.2)

C1.3 Does the EC have an established procedure

for expedited review? []
[]

(ICH 3.3.5, WHO 6)
Cl4 Does the EC indicate the nature of the
application, amendments, continuing
review and other considerations that will

N
N
N

version 19 June 2016 Page 8 of 18
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AF 34-06
NECAST Survey Form 04

SECTION

ITEM

be eligible for expedited review?
(ICH 3.3.5, WHO 6.3.1)

A|B C D

COMMENTS

Cl5

Does the EC have policies and procedures
that describe the process used to evaluate
whether research reviewed by the
expedited procedures meets the criteria for
review?

(ICH 3.3.5, WHO 6.3.3)

[

[

[

[

Cl6

Does the EC have an established procedure
for full board review? (WHO 6.2)

Cl.7

Does the EC have an established process
for obtaining additional expertise when
reviewing specific protocols?

(ICH 3.3.6, WHO 4.6)

Cl18

Does the EC have terms of reference for
independent consultants? (WHO 4.6)

C1.9

Does the EC have an established process
for inviting applicants/investigators to
elaborate on specific issues when
applicable?

(ICH 3.2.5)

C2

ELEMENTS OF REVIEW

(EC to have a policy and procedure for review, elements reviewed should include the

scientific design and conduct and ethics)

C2.1 Does the EC have a policy and procedure
for reviewing protocols? C1 O
(WHO 6.2)
C2.2 Does the EC review the scientific design
and conduct of the study? HE RN
(WHO 6.2.1)
Cc2.3 Does the EC review the justification for the
use of control arms? HE RN
(WHO 6.2.1.3)
C2.4 Does the EC review the criteria for
prematurely withdrawing research HE RN
participants?
(WHO 6.2.1.4)
C25 Does the EC review the criteria for
suspending or terminating the research? HEIEEE
(WHO 6.2.1.5)
C2.6 Does the EC have justification of HEIEEE

version 19 June 2016
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SELF-ASSESSMENT FORM

AF 34-06
NECAST Survey Form 04

SECTION

ITEM

predictable risks and inconveniences
weighed against the anticipated benefits for
the research participants and concerned
communities? (WHO 6.2.1.2)

A|B C D

COMMENTS

C2.7

Does the EC review the adequacy of
provisions made for monitoring and
auditing the conduct of the research,
including the constitution of a data safety
and monitoring board (DSMB)?

(WHO 6.2.1.6)

C2.8

Does the EC review the manner in which
the results of the research will be reported
and published?

(WHO 6.2.1.8)

C2.9

Does the EC review whether the risk posed
to research subjects is reasonable in
relation to its anticipated benefits?

(WHO 6.2.1.2)

C2.10

Does the EC follow the established
procedure for determining if potential risks
posed to the vulnerable population are
acceptable? (ICH 3.1.6)

C2.11

Does the EC review the description of the
informed consent process and the
identification of those responsible for
obtaining it? (WHO 6.2.5.1)

C2.12

Does the EC review the informed consent
focusing on measures to improve
participant understanding and voluntary
decision making? (WHO 6.2.5.2)

C2.13

Does the EC review justification to include
research individual that cannot consent and
account of the arrangements for obtaining
consent?

(ICH 3.1.6, WHO 6.2.5.3)

C2.14

Does the EC have and follow the
established procedure to determine if the
vulnerable subjects are protected in the
consent process?

(ICH 3.1.5)

C2.15

Does the EC have and follow the

version 19 June 2016
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AF 34-06
NECAST Survey Form 04

SECTION

ITEM

established procedure in reviewing the
consent process in emergency situation in
research protocol?

(ICH3.1.2)

A|B C D

COMMENTS

C2.16

Does the EC review the information
assuring research participants that they will
receive available information during the
course of the research relevant to their
participation?

(WHO 6.2.5.4)

C2.17

Does the EC review the provisions made
by researchers for receiving and
responding to queries and complaints from
participants or representatives during the
course of the research?

(WHO 6.2.5.5)

C2.18

Does the EC review the suitability of the
investigators qualifications and experience
for the proposed study?

(ICH 3.1.3, WHO 6.2.3.1)

C2.19

Does the EC review any plans to withdraw
or withhold standard therapies for the
purpose of the research and the
justification for such action?

(WHO 6.2.3.2)

C2.20

Does the EC review the steps to be taken if
research participants voluntarily withdraw
during the course of the research?

(WHO 6.2.3.5)

C2.21

Does EC have and follow an established
procedure in evaluating the protection of
privacy and confidentiality of the research
participants during and after the
completion of the research?  (WHO 6.4)

C2.22

Does the EC have and follow established
procedure to determine if the vulnerable
subjects are properly protected?

(ICH 3.1.6)

C2.23

Does EC have and follow procedures of
determining whether the method used to
recruit the research subjects is acceptable

version 19 June 2016
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AF 34-06
NECAST Survey Form 04

SECTION

ITEM
or not? (WHO 6.2.2)

A|B C D

COMMENTS

C2.24

Does the EC review the description of the
plan to make the study product available to
research participants following the
research if applicable? (WHO 6.2.3.8)

]

]

]

]

C2.25

Does the EC have and follow established
procedure for evaluating the inclusion and
exclusion criteria?

(WHO 6.2.2.4, 6.2.2.5)

C2.26

Does the EC have and follow established
procedure for evaluating the characteristics
of the population from which participants
are drawn?

(WHO 6.2.2.1)

C2.27

Does EC have methods of ensuring that
additional safe guards are included to
protect the rights and welfare in research
involving vulnerable populations?

(ICH 3.1.6, 3.1.7)

C2.28

Does the EC review payment for research

participants to determine if it will unduly

influence them to participate in research?
(ICH 3.1.8, WHO 6.3.2.10)

C2.29

Does the EC review compensation for
research participants to determine if it they
adequately compensated for injury?

(ICH 3.1.9, WHO 6.3.2.11)

C2.30

Does EC review the standard of care and
other post trial benefits offered to
participants? (WHO 6.3.2.3)

C231

Does the EC review the impact and
relevance of research on the local
community from which the research
participants are drawn?  (WHO 6.3.6.1)

C2.32

Does the EC review the steps taken to
consult with the concerned communities
during the course of the designing of the
research? (WHO 6.3.6.2)

C2.33

Does the EC review the influence of the
community on the consent of individuals?
(WHO 6.3.6.3)

version 19 June 2016
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SECTION
C2.34

ITEM

Does the EC review proposed community
consultation during the course of the
research? (WHO 6.3.6.4)

A|B C D

[

[

[

[

COMMENTS

C2.35

Does the EC review the extent to which
research contributes to capacity building
within the community? (WHO 6.3.6.5)

[

[

[

[

C2.36

Does the EC review a description of the
availability and affordability of any
successful study product to the concerned
communities following the research?
(WHO 6.3.6.6)

C2.37

Does the EC review the rights to give
subjects additional information when the
additional information would add
meaningfully to the protection of the
rights, safety and/or well-being of the
subjects? (WHO 6.2.5.4)

C3

AFTER PROTOCOL APPROVAL

(EC to document and follow procedures of reviews of amendments, continuing, SAE

reports )

C3.1

Does the EC have continuing review?
(ICH 3.1.4, 3.3.3, WHO 9)

[

[

[

[

C3.2

Does the EC have and follow an
established procedure for determining the
frequency of continuing review?

(ICH 3.1.4, WHO 9.2)

[

[

[

[

C3.3

Does the EC have and follow an
established procedure for handling
modification (amendments) of research
protocol?

(ICH 3.2.7, WHO 9.3)

C3.4

Does the EC have documents required for
continuous review and is this list made
available to investigators?

C3.5

Does the EC consider the submitted
relevant information and documents in its
continuing review?

(WHO 9.3)

C3.6

Does the EC have and follow an
established procedure to notify

version 19 June 2016
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SECTION

ITEM
investigators when it will conduct a

continuing review?
(ICH 3.1.4, WHO 9.4)

A|B C D

COMMENTS

C3.7

Does ERC have and follows policies and
procedures for suspending or terminating
previously approved research if need be
based on findings in monitoring or
continuing review?

(WHO 9.4)

C3.8

Does the EC require the investigator to
notify the EC in writing of the reasons and
a summary of the research results when
applicant prematurely suspend or terminate
the study?

(WHO 9.5)

C3.9

Does EC do a follow up review when
serious and unexpected adverse events
occur as a result of the conduct of the study
or study (test) product and necessary steps
need to be instituted to protect
participants? (WHO 9.3b)

C3.10

Does the EC specify that no deviations
from, or changes of, the protocol should be
initiated without prior written IRB/IEC
approval/favorable opinion of an
appropriate amendment?

(ICH 3.3.7)

C3.11

Does the EC specify that the investigator
should promptly report to the IRB/IEC any
deviations from, or changes of, the
protocol to eliminate immediate hazards to
the trial subjects?

(ICH 3.3.8, WHO 9.3c)

C3.12

Does the EC specify that the investigator
should promptly report to the IRB/IEC
changes increasing the risk to subjects
and/or affecting significantly the conduct
of the trial? (ICH 3.3.8, WHO 9.3c)

C3.13

Does the EC specify that the investigator
should promptly report to the IRB/IEC all
adverse drug reactions (ADRS) that are

version 19 June 2016
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SECTION

AF 34-06
NECAST Survey Form 04

SELF-ASSESSMENT FORM

ITEM

both serious and unexpected?
(ICH 3.3.8)

A|B C D

COMMENTS

C3.14

Does the EC specify that the investigator

should promptly report to the IRB/IEC any
new information that may affect adversely
the safety of the subjects or the conduct of
the trial? (ICH 3.3.8)

C3.15

Does the EC require the applicant to notify
the EC the time of completion of a study?
(WHO 9.6)

C3.16

Does the EC require the applicant to
submit in writing at the completion of the
study a final report describing how the
study was conducted and a summary of the
study results? (WHO 9.7)

[

HE NN

C4

COMPLETENESS OF IEC/IRB MEETING MINUTES
(minutes should be a complete record and reflect

actions taken during the meeting)

C4.1

Does the EC record and keep minutes of its
meeting? (ICH 3.2.2, WHO 6.1.3)

[

HE NN

C4.2

Does the EC record in its minute members
present for each meeting, members voted
and all the actions that took place during
the meeting? (ICH 3.1.2)

[

HE NN

C4.3

Does the minutes record protocols and
documents reviewed, the dates of approval,
modifications required prior to its approval
or disapproval and termination/suspension
of any prior approval? (ICH 3.1.2)

[

HE NN

C4.4

Does the EC have an approval procedure
for its minutes? (WHO 6.1.3)

[

HE NN

C5

DECISION MAKING PROCESS

(EC should have a procedure for decision making and members should participate in the

process)

Cs.1

Are decisions only made in meetings
where a quorum is present?
(ICH 3.2.3, WHO 7.3)

[

00O

C5.2

Does EC ensure that only members who
participate in the review should participate
in the decision?

(ICH 3.2.4, WHO 7.5)

[

00O

C5.3

Avre all relevant documents required for

version 19 June 2016
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AF 34-06
NECAST Survey Form 04

SELF-ASSESSMENT FORM

SECTION ITEM | COMMENTS

full review available and considered before
a decision is made? (WHO 7.4)
C5.4 Does the EC have a predefined method of
arriving at a decision e.g. by consensus or
vote? (WHO 7.6)
C5.5 Does the EC ensure that members with
conflicts of interest are not part of the
decision? (WHO 7.1)
C5.6 Do the EC members have sufficient time to
review and discuss before a decision is
made?

>

O O | O] Lk
O O | O] Uk

D
[]
[]
[]
[]

O o g

(WHO 7.2)
C5.7 When a decision is made to re-review a

protocol, does the EC clearly documentthe | [ ] | ][] | ]
areas needed to be revised?

(WHO 7.8)
C5.8 Are negative decisions supported with

clearly stated reasons? HEIEENE
(WHO 7.9)

D AFTER REVIEW PROCESS
(EC should adequately and effectively communicates its decision to investig_jators)

D1 COMMUNICATING A DECISION (EC have an effective and timely way of
communicating a decision with clearly stated reasons)

D1.1 Are the conclusions of a decision

communicated in writing to the applicant | [ ] | ][] | ]

within 14 days?

(WHO 8)
D1.2 Does the EC clearly specify areas that need
to be revised when communicating a HEIENEREN
provisional approval decision to
investigators?

(ICH 3.3.9, WHO 7.4)

D1.3 Does the decision letter include the exact
title of the protocol reviewed? HE RN
(WHO 8.1)
D1.4 Does the decision letter include the
specific identification number of the C1 O

documents reviewed including the
informed consent form?

(WHO 8.2)
D1.5 Does the decision letter include the name

version 19 June 2016 Page 16 of 18
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SELF-ASSESSMENT FORM

SECTION ITEM | COMMENTS

and title of the applicant(s)?

>

(WHO 8.4)
D1.6 Does the decision letter include the date
and place of the decision?

(WHO 8.6)
D1.7 Does the decision letter include the name
of the EC taking the decision?

(WHO 8.7)
D1.8 Does the decision letter include a statement
of the responsibilities of the applicant?

(ICH 3.3.6, 3.3.7, WHO 8.11)
D1.9 Does the decision letter include the
signature of the chairperson (or other
authorized person) and date?

D
[]
[]
[]
[]
[]

N I O B T O O
OO0 | O] Les
O 0O 0| O Uk

(WHO 8.14)
D1.10 Does the EC inform investigators of its re-

review procedure, schedule/plan of HE RN
ongoing review?

(WHO 8.12)
D1.11 Does the EC issue suspension or
termination letters with reasons for HE RN
suspension or termination (or the
conditions of lifting suspension or
termination) clearly stated?

(ICH 3.3.9, WHO 9.5)
D1.12 Does the decision documentation clearly

explain how the applicant can C1 O
communicate with the EC?

(WHO 8.11)

E DOCUMENTATION AND ARCHIVING
(EC systematically document and archive its activities for a good time period)

El.1 Does the EC have and follow operating
procedures for record keeping and HE RN
archiving of all records and
communication documents?

(ICH 3.4, WHO 10)
E1.2 Does EC have and follow operation
procedure for the access or retrieve of C1 O
various documents, files or archives?

(ICH 3.4, WHO 10)
E1.3 Does the filing, archiving, accessing and
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AF 34-06
NECAST Survey Form 04

SELF-ASSESSMENT FORM

SECTION ITEM A | COMMENTS

B C D
retrieving of the documents meet the CTI LT
established procedures?

(ICH 3.4, WHO 10)
El.4 Does the EC maintain a complete file or
database of all the relevant materials in
each research protocol? LDyt

(WHO 10.7)
E15 Does the EC follow the requirement to
retain all the records for at least 3 years
after the completion of investigation?
(ICH 3.4, WHO 10)
E1.6 Could all the relevant records be inspected
by the appropriate authority?
(ICH 3.4, WHO 10)
E1l.7 Does the EC document its SOPs and terms
of reference? (WHO 10.1)
E1.8 Does the EC document the CV of all its
members? (WHO 10.2)
E1.9 Does the EC document its published
guideline for submission of protocols?
(WHO 10.4)
E1.10 Does the EC document the agenda and
minutes of its meetings?
(WHO 10.5, 10.6)
E1.11 Does the EC document copies of its
decision and any advice or requirements
sent to the applicants?

[]
[]
[]
[]

O o |[ojgd] .
O o |[ojgd] .
O o |[ojgd] .
O o |[ojgd] .

[]
[]
[]
[]

(WHO 10.9)
E1.12 Does the EC document all the written
documentations received during the

follow-up? E NN

(WHO 10.10)
E1.13 Does the EC document the notification of
completion, premature suspension or HEIEEE
termination of study? (WHO 10.11)
E1.14 Does the EC document the final report of

the study? (WHO 10.12) LDyt
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