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8. LANANTD19D9

(1) ICH Good Clinical Practice Guideline 1996 (atuutan1wlvneg vesd1inIUANENIINNITOINIS
WAZET NTENTIEITITUEHY W.A. 2552)
2) wuamsasesssunsvinissluaululsemalng vusuasesssunisyinissluaululseimdlne
W.A. 2550
(3) UMIFIUAMLNTTUNTAIETTTUNMTIAEIULY LY (UATN.) d1TinuANENTIUNITITOURR
(4) WHO standards and operational guidance ethics review of health-related research with

human participants (2011)
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afuiSes 599 %N
1 IngUsasn a6
2 YQULUR 46
3 AMNTURAYOU 46
4 Tunoun1sUfohuasi3uiiarou 46
5 888N 1TULUR a7
5.1 ASNUMIULASISNNITIRY a7

5.2 MsTuiinuagnsEIELeAUiLYIANENTIHNNTISUEIIUANTIVE 49

5.3 88NLONA1TSUTEINITNANTUILASINIGINEY 50
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6 AIANUIN 50
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1. dnguszasd ieduuuimdmsuanenssunisasesssunsidelunyed lunsmuniulaseseniside

2. YUY TEALTUNITUINTFIUATEUARUNITNUNIULATITINITIFELALALIENTTUNTITUTTTUNTIFE

O A a ' a v [ a ' a v <
U iansaulasesamMAdBuuuANYa (Full board) N15HA15AIN1ATISNITITBUUULS?

(Expedited review) Lazentiun13WaNsaI1n19338 (Exemption)

3. AANTURAYRU ANENITUNITITETITUNTITeluNYEd TEnTNnunIulasas1an1sidy Asldwur

[y

NNTNUMULALUULLEUBLATITINTITENATRUA

4. dunaunsuifuazguiiayau

Y

Tumay N13UGUR HSuRayay
1 , o AMYNTTUNITITLEITUNTIVY
NUNIUIATI319N15398 3
- {IduuazhIITY chitith
- wnanstuasdoyaunfidrinlasenisise
- Jgymauaiesssu
- enasfiientes wazludusenenanaiag
2 Junuay ABIZNIIUNITIILTITUNITING
auenIULiY
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BOIER
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1AT959NTIY
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5. 919az188AN15UUR
5.1 MIMUNULATIINNITITY
ANENITNNTITETINFINEY TvthiinumulassensideedasiBen muuumnamsnumy
wayiiauelasas19an1TIvY (AF 01-04_LuunesumsiansanlagnssunIsasesssuinuniulasinsidy
(WUULALYR), AF 02-04_kuunesunisiiansanuuusalaenssunssesssugvumiulasaniside, AF 03-
04 3189MUNTNUMIULUVBALIUNTTADITUT  (Exemption Review Report)) Laﬂmssﬁlm%’mﬂa Tu
Jugeu wazienansaus iiedes lnsulwhdensinnsan deelui
5.1.1 MINUMUEIILUALETINITY
5.1.2 MINUMuUlASITINTIaY Mungemansiazasesssunsiae (Scentific and Ethical
consideration)
5.1.3 Manuynuenastuasteyaunfidinlasnisite warluduseu
5.1.4 Msvumuenansdue fieides lun wuutuiindaya (Case report form) delawan
Dusiu
5.1.1 MIMUNIUEITEUAZETINATY
- iifouaz9nids astinuantRmunzay lufunsfng nsilneusy uasUszaunsali
wanliunsIdelaegegneies
- duuaryTnidelulasanTidennsunnd mslasuniseusunisuiRnsidemeadin
i (Good Clinical Practice; GCP)

5.1.2 MINUNIUTATITINIGTINY ATUINPIAIEATIAZASEFIINN5IVY (Scientific and
Ethical consideration)
AMZNTINAITIIUTTINAITINE AITNUMIUTUIAITDAN) seluil
- Folasanide nilvewazaiwdangu (Title)
- iy iFemapaiasfesinuiideluuywd uisdonunisife
(Research question)
- IngUsvasAvain1sAne (Objective)
- Ysglpwaifianinarlduanmside
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- NITIVFMIBNUNNEIVRIAUNITINY (Literature review)

- UBUUNSAN (Study design) wisnzaulun1snauAInIuNITITenIeaINITauTTY
[ n’d‘ | 1
ngUszasanelivisell
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- nMsfndanuazmsuuinguanaialag WulUlneusiaainanivselyl

- dNwaEAI819 / Uszansiivinnms@ne mnngaunisli wazauindedns  (Sample size)
Weanefiaznoumaumidenieli wazdnlumsivvanaantu ddwiueraadasnaesnisluws
azanUuinls

ax aov [ @ a va A4 A ax

- FM5398 (Methodology) taun linvasnisdu Tuneud]if wwsedle T8n1svaaey
M ianan1 Tz aumns ol

- MsiuTIuTdeya wazadanldlunsimszideyamunzaunioll

5.1.3 nManunaulenasiuasdeyaunididisaalasensdde wasluduseu (AF 04-04 Lonans
Joyarasurgdmiugiinsuilulasinsidy, AF 05-04_Lenansuansmnugugeuidnsiuly
1A59n15338)

- mslifeyaiAsdestumsidvesnansuiu

- nvwildidladne Sanu wagndnideansldmdmimetavionisnisumme

- lifiussleaflandns anuvasnde senunduegifiveseranasinsiidnsnlunside

- lifimstfurSoiaueysglovimniiuly elvermatesidisunlunsidenie
fansaglunsidesely

- liuawnuadseloviannmainidelunguyaraiiseulonaziuszung
(Vulnerable subject)

~ auedasudsawasseaunnudes (Risk categories) fioraintufuusslomifianin
wlasureoaainsuazviionodinulaysiy

- lunsdifiduermatasiiliannsolviauduseuldsnenuies desinsvemnuBugesain
funases/funmilnereusssu/gaua wislsienanasinsitrsiluniside (AF 06-04
lenansuaninLdusauiisnlulasim ity dmiudunulaeveusssu/gunases)
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- lunsdiformaasidudinerging 18 U desliiuanudusenangunasey/dunulngveu
SITU/EAUA (AF 06-04_tenansuansniudugeminiiululasinsidy dmsudunulagveusss/
AUNATDY)

- dinengiaudt 7 9 Suhndn 12 U FesdinsvernuBusenanndhetanading
(AF 07-04_LonansiuasuazuandanuiBugondnsmnside dwiuidinery 7-12 )

(assent = agreement) fimsasumvomeu lnslanzegnadslunsdiiotaadingliamnsa
Sruenanstuastoyald

5.1.4 MsNUNIULNE15DUY MNeadas aun wuutuiindeya (Case report form) delawan
Hudu
U o v Y v A | Ao o, . =

- wuutuiindeyadesliifmfannsauwiisuana vise identifiers 1¥u o winana
wngLavUnsUsEasUsEavy (ID card) MMWEJL@SUEEﬂ’JEJ (HN, AN) Mmmamﬂ’@%ﬁmmi
Uruaail wneaalnsdnd uilnd feg va

- dolawan dosldfivemnuvdeiudennuifunsdymulnelianiiee nielniu
AN DRURDULNY 18

5.2 A15UUNNLAZATSUIEUDAMUTAUYBIAMSNTIUNITISYSITUNITIE

5.2.1 ANENIINNNTIIUETINNNTINE gnuvu Sufinanuiiulubuurlesunsinnsanmuniuias
ULauslATITINNTIEAUSUANZNTTUNITIIUFTINNNTINE (AF 01-04_wuunasunsiasanlag
N3IUNTITEFITUFNUNIULATINGITY (WUULANYA), AF 02-04_wuumesunis
AT UULTIAENTTUNITITLTTINAVUNIULATINGIFY, AF 03-04_31891UNTNUNIURUY
gnTUN1RaNa (Exemption Review Report)) tteisSentiausluiiusyyunnznssuns
A3UFIIUNITINY

5.2.2 ANENTINNTATYTITUNTIVE AVUNIU PauerUiuaInnsuElases s s selui
UTEYUAMENTTUNTITYFITUNTITY
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5.3 99NLONE1TIUTBINITNAITUILATINIGIVY

5.3.1 AMENTTUAISIIEFITUNTITEY SUsed Wnedudidulondus

5.3.2 lavIUYNSANENTTINITITLTIIUNTIIL 98NENAITIUTINTTHATUILATINTITY

(AF 10-04_19NaN33uU589n158nLILN15193855301ATINITINY, AF 11-04_19NaN33UT0s

1A59NN5I98)

5.4 11330 Lﬁ‘ULaﬂﬁ’liﬂ’uﬁﬂﬂ'ﬂﬁlLﬁuﬂlaﬁﬂmzﬂiiuﬂ']’i%%ﬂﬁi’i&lﬂ']’ia‘ﬂuﬂ‘”l

WAETNIU TaLAUENa1TTURNANILTILYIAMENTIUNITSESITUNTITYY Tunila

1A39979N199981U9)

6. MANUIN  AF 01-04_Luunesun1siiansanlagnssun1sasessaugmuniulasinisiy

(WUULALYR)

AF 02-04_uuunasunsfinnsanuuuisilaenssunsasesssuduniulasinside

AF 03—04_31EJ\‘ﬁumiVl‘mmuLLUUEJﬂﬁumﬁﬁmiﬂm (Exemption Review Report)

AF 04-04_tanansteyamesuigdmiugiinsinlulasinsidy

AF 05-04_tanansianininuduseudnsululasaniside

AF 06-04_

nasuansmudugeiiTdlulasimIdedmiudunilagveusssu/

rggﬂﬂﬂiaﬂ (Informed Consent Form)

AF 07-04_Lonasiuatuazuandanunugaudnsunmsidedmsunnery 7 - 12 1

AF 10-04_19nan33us9In158ntIuiiansanasesssulasanisidy

AF 11-04_19na133uU583lA39IN15398

AF 12-04_LUuuananani1siiansanlasansidevesimsinandiniguen
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[ 4

7. YYIUANN

nguyARaTisauLanazUs1zUN | yaradietagningslidinsmumidemanddnldlaedomenimis
(Vulnerable subjects) Taglasulsyleriainnisidisiuniside ldinasaumnaunansalyl
finnu vieluginounnasdiniiumside mszinsandainazgnnau
wnas (ICH GCP 1.61)

SYAUAIILLAYS FYAUAIILLAYINIALUG LWBUTENBUNITNINTUIANUMUNZEUUDS

(Risk categories) 15398 KALAMUDUNNTANAINAINNAINLN TeA1TanIAINy
Uasndsvasararatinsinsinlulasiniside wisesnidu 3 seeu
R

Y a 9 & a o | A a £
sEAUT 1 ANULEASNNRY A ANULAssRllunnITAinTuly
Aa o o o aa a
PINUIZINIUVOIDEFNATNLFUNINUNG
SEAUN 2 ANIULABNINAINANULESNTBY WiARINedluselevne
naasAsingInlulAsIN1TIvY
SEAUN 3 ANIULASNINNINANULESITNE8 ANz kiTiuselavilse

o A Yo a o I I~ 6 1 [ &

oanadmsiinnlulassnsIdewsenadulselevunadanumns o
AU
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8. LINE1381499
(1) ICH Good Clinical Practice Guideline 1996 (atuuwlan1wilve vesdtinmuAnznIsuNIg
9IMNTUATYN NTLNTIETITUGY W.A. 2552)
(2) wuamsasesTsumsinideluaululsswalne vusuasesssuninideluaululszmalng
W.A. 2550
(3) 1MIFIUAULNTTUNITITEFTTUNMTIAETULYEE (1AN.) ATnUAMENITUNITITUAYF
(4) WHO standards and operational guidance ethics review of health-related research

with human participants (2011)
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luasunsnsenRsaliunsNInsg Y

& o
= auun 2
Dl U N.F.2563
;{’:H ::H% Lglﬁili\ll]Elﬁiﬁ"; R‘ il""’
AENITUNITINYIN
ada o a
03eilas WANIUNTUINTFIU
wminedegsnatading
il 1 WeAINUU 2563

oysiiilng o

(95.91301 ansRWeL)

A B3N15UA
5’yﬁayﬁ’§ 1 WeAIN8U 2563
n1sunly -

ATty -

35AUTUNI5UINTFINNITIFE : P 58




1 54 999 109 %N

ABIZNTIUNITATEFTIUNTITE lunYwe

Ty

N IMeIaegInatuding

D I )U DPUREC-SOP 05/2.0

NEW BUSINESS DNA

PNENTIERE:  NTUTEYUANENITTUNMTIAETIBUNTUTYYY

il e iR b Committee Meeting and Minutes
d15Uey

CUIAVIERE 1599 v
1 IngUsasd 55

2 VBULIA 55

3 ANUSURAYaU 55

4 TuppuM U URLaESURAYOU 55

5 NANNISUH IR 56
51 nswseun1susyyy 56

5.2 MSUTTYUAMENTIUNITITLEITUNNTIVY 56

5.3 918991UMTUTEY 60

6 AAKNUIN 60

7 Heudnn 60

8 LONANTO989 61
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[

1. dnguszasd tiaidusuinislunismisunisuszyu andunisuszay wazyinsieaunisussyy

WIBNAITUILATITNITIVYVBIAULATTUNITISYFTITUNITINY

2. YAULYA IFALTUNITUINTTIUATOUARUAITMTENIUABUNITUTEYN N133AYINITENITUTEYL

N15UTEYNAILNTIUNITITHEITUNANTINY ﬂ?iﬁﬂﬁﬂi’]ﬂﬂ?ﬁﬂ?iﬂi%ﬁm MABAIUNITUIINANT

9
va o

UsyyunngIvY

3. AUSURAYDU

(1) W fidinauy Inihnwsetnunoun1sussyawazdniinsensussyy

(2) Usg51uAMENTINNITITETITUNTITE dnthAdidunsusesy

(3) 1|AYIYNITAULNITTUNITITETITUNTINY Y InihNanduiinuazyinsieaunsuseyy

(4) UssuAniEnIIUNISATEEITUNNTITE I nTI9a0UAINNgNABIYEITIBNUNNTUTEYN Ll

NsUsEYLAUgRas wazuaueliioSuseluNUssguANENIIUNISITETITUNTITEY ATIRBIN

(5) ANENTIUNMIIIEFITUNTITE Inthiiudlukasiusessenunisuseyu

(6) Wnthiidineum dndhiinuduiindssyu

o/

4. Yupeumsufjinuazgiuiinvau

JUNDU

n1sUfHun

NSURAYDU

Y

1

MMviuATy LAl @anuiussy

UTEHIUAMLNTIUNITITYFITUNTINYY
LAUIYNITAUEATIUNTIIYEITUANTIVY

LAZLIMUNNYDIFIUNITU

SuseamsUseyuaTanou numu aAuTelATIse

N15398 Lazlonansoaus MinIves

,

UIL5IUANLNTTUNITISYTITUANTIVY Y/
AENTTUNITITYTITUANTIVYY LAY

LAUIYNITAUEATIUNTIIYEITUANTIVY

TUiNMIUTEYURALATIADUAIIUYNADS

LAUIYNITAUEATIUNTIIYEITUANTIVY

LATAZATTUNITISUTITUANTIVYY
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5. nann1su{un
5.1 NMSAREUNITUsEYY
5.1.1 MSeTEaTENITUTEYY
T TidTnauY 3011715811505 %139 Meeting agenda Feusznaumiesy
nsUsE Autoluil
1584 1 CALL TO ORDER (na1aillansusyay udananiizuussys udssuugiddssa
LAZMITINTENITUSEYY)
215%71 2 DISCLOSURE OF CONFLICT OF INTEREST (Msiiauseleniiviudon)
3’]5817% 3 APPROVAL OF THE MINUTES OF THE LAST MEETING
($usoanenumsUszquaafiiium)
1559 4 Fowds TneUsysmumnznIsINT
15591 5 Protocols Exempt from Reviewed / Protocols Expedite from Reviewed/
Protocols Full Board from Reviewed (51831un15nuniulasensiknumn)
115891 6 Protocol Amendment (s1eaudnudlufisfinlases1anisise)
1589 7 Progress Report/ Final Report/ Premature Termination (31897UANAINTIO4
N15398/ $189UNTATUNANITIY/ T180UN5EALATINITIFE)
15571 8 Safety Report (51891uANUUaDANY)
3% 9 Protocol Noncompliance (18smunsidssuunieliufifnalaseirsnsiden
1A5UT09)
25571 10 Site Monitoring Visit (5789715 TILDEY)
215891 11 Protocol Review (M159150071A54319115358)
23527 12 Other Matters (ﬁ'aq?juq)
5.2 NMIUTEYUANLNTTUNTITYTITUNTIVG
5.2.1 23AUsEYM (Quorum)
nsdnesAUsEYLieuMIUsSEYY 2 AW tielidnsdnidennssunisiidnussaly
wganfuauredlasinTIsefivefinnsan AuenIsuNISEsTIINTISEY Adudiunng

Uszalls ieflesdusyyudsioluil (1ICH GCP 3.2.1)
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(1) S1uunuznsIINTIsesTTNNTIdes luivssyilifosninmilwesduu
ALENTIMITIO55INTI98 Tanun (idesnd 5 aw)

(2) AAMZNITUNITITOFITUNITING ﬁ;l'jwflauazm@q

(3) AIENTTUNTTILETTUNTITE ehatles 1 au Tiilnrwsluavinemans vie
WeEanINITLINY

(4) finauznssNnsa3esssuNTIden egetios 1 au Aflamatdaluany3udilaly
WIAENS YIDINGIAFRSNITLNNE

(5) fimuznssunsatesssunsiden edretios 1 au llldhanuluantuvieanuiide
fadinnznssunisaiessunsiden aundenafinuantfiunnii 1 eghe

5.2.2 M3ailunsuszy

(1) AENIIUNFTILETIINTITE AdrsaunsUsern amnaluenanstudingithiu

n13UsEAu
by sy

(2) lunsalndifidevisegdunnnisal Arsinisuuzdiieuseyuuasdesasuluenans

$n¥1AUAU (Confidentiality agreement)

D

(3) NAUNAITUNLATITIINITIVY UTLEIUAULNTTUNITITEFITUNITIFEA D117

1 [

ANENTIUNITISUFITUNISIFEY ulalinauselevdiudounulasesnan1sidenay

=

91501 ANYNTINN15938555un153987 MUudIde d9u3de MUSnwl wseld

HaUslevilviudou Jeonaiinadunsiansan ssfeaudsliiussyunsiu wavesnani

'
Gl =)

Useaulluseninenisiiansanlasesamsidevselseanug

a

(4) Usesuanznssun1sa3esssunside s Wudandunisusegumuiiivualuansens
Uszu uaziUalonalinanssun1sasesssunsides LanauAniueg1angs

(5) TunsdlNUses1uaAnenITUN1TATEITINNITITE Ldausaaniunisusegula
599UT¥EIUANLNTTUNITITLEITUNTIVYY (MT0LaVIUNTAMLNTIUNTITLITUANT
a v [ Yo a
798°1) WLUUNANLUUNITUNUY

Y

(6) NSNANTUATIFINITIVY
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1) AgNTINMSI3EsTINNTITeY Aufl 1 diaueasulassienmsidelneede wiomsts
Ynauedefniunazazy Tnglduuimsnisnunuiaziiauelasesianisivy
(AF 01-04_Luunesun1siasanlaenssunIssesssugnuniulasanside
(WUULANYA), AF 02-04_Luulasun1sRasawuuslaenIsunsasusssuy
MUMIULlATINITITY)

2) ARIENIINNSTILETTUNTITEN Audl 2 Ynauedeyafisdy (i) uazdedaiu
loglduuimensnumuiaziilauelasesnan1siae

3) AMENTINNNTITESITUNTISE Audl 3 diauedeniiuiisatuienatsnisly
auBusoslaglifuioyavesenanating Inglduuunsa tonaistuasdoyaun
RYGRGHGH

4) AUIENIIUNITISHSITNANTITEY AUT 1, 2 uay 3 oralsdeRaiuiuRuludy

A199 vedlasIsNITITuaziena1snsiiaudusenlnglasudeya

5

5) Tuns@NAN15veANULTALANNAUSNYY AMENTIUAITISEFITUNITIAYY ANUNIUY
159319715398 dnauemnaniuvesfivsnuluiivssau (ICH GCP 3.2.6)

6) lunsainFean1sUoyaliuiuaINEITe ANENTIUNITITLTIIUNTIIEY B1ARAKD

(%
Y Va v A

198 ievatayaliuNIUNIGEoA19Y YTl IdeuawisLANTUIUSEYY W

Y

(=224

WeldaursoeglunussyuvnsinnenssunisasesTsuniides aduseuay

e

A9UR (ICH GCP 3.2.5)
7) UsesIUANENTIUNISIIESITUNITINED WAl Al AMENTSUNITAIYTITUNT

We drsmdszyudney ofuse uasausdefaiulioddase

5.2.3 uanuszanlun1snansulasasnanisivg

9
(%

(1) WoRugansuaualazeiusny UsesuanenIsun1sTesTINNTIde ajuuasve

uRvenUseynludIun1ee fie

1) 1A59919M157398 (Protocol)
2) enansnistinnuguseulaglasudeya (informed consent)
3) §398 (Investigator) kawK331398 (co-investigator)

4) Buq WU lenanslavameuns wuutuiindeya wuudeuny
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(2) M3AINAVDINUTLYUAMENTINAITTIB5ITUNTIFE sxdosldTumnuiuiy
wndusi (Consensus) Tnsszydutisladonds (CH GCP 3.1.2) fsteluil
1) fusaslaglaidoudly e lidesdimudlufiufilasenside ng
fudaus fufifuseduiivssruannssunsasesssunisives

ya o o

2) SUTDIVAIBABULAD N8 LIF8AITANAUNITHALIIATISTIIN15IFENT D

e

LONANSTNYIVDINUTDLULUNVDIAULNTTUNITIIUTTTUNNTIFYY WASULAUD
1AS9519NNTIFAWALULAIN DAL NTTUNITITUTITUNITIVYY ANUNIU LD ULEUD
UIeIUAMLNTIUNISITYTITUNITINYY AIUINSUTDY

ya v o

3) uiloudaduiansaunlua wuneds {3doarsdndunisudlalasesianis
WenToronansiieates mudeuuziivesnaenssun1sasesssunTHTe was
fulnsasenfifordnfinsanluiivszauamgnssunisasesssunsides Tnl
snads

4) 13i5us09 Ml AMYNTIUNITITEETINAITINEY Judlususeslivinnsideniu
Tasssansideiivnaue fdfivszqudosiasuumanavesnisliiusesedng
AU UavyIduanusasesgnsTaila

(3) lunsdin¥usedlnsesnanside AuenTTuNTT3esTTuNTITEY A T8y T2oLA1NS
$uses Fdliinnng1 1 U waziivuanuduesn1sdesIeuauA1Int (progress
report) MINAIMLRNIzALRUAINLAIRBR d alAsTEsauTlulATIgn

M338e waillitesnin 1 adased (CH GCP 3.1.4)

(@) Tunsdfinanisfiansanlasesnan1sideassnnznssunisesesssun1sides fe

va o 2V 1

Usudgaudluiiosuses vieuSuusaudluuazindnfionsaniva {3dedesdelnsedns
mAdefuAlundnuteuusiliud nuenssunsatesssunsides meluszezinm
finuznssumsimun
(5) 1AYIYAITAENTINNITIII5TTUNTITe TufinnrsedUsenayuivosiiuszym
ANNENITUNNTATETTIUNMTITEY adlusigaunisuseyu
5.2.4 uATUszgalumsiansansisausi q geazdenluunnsussifiudededlasiniside

Menaslasun1S5UTes Continuing Reviews of Protocols after Approval
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5.3 91991un1sUssYs

5.3.1 lavIUNNIANENTINNITITETITUNMTITEY anTuinkaeins 189N TUTEY

5.3.2 U3$51UANYNTIUNITITLEITUNITIVYY ATIVADUAINYNADIVBITIBIUNITUTEY
Slomsuseruduanas wariauaiiieusesluiivssrunngnssunstiesssunisiden
pdssioly

5.3.3 lefUszauAnznIINN15IL55IUMTITE FuseasBaumsUssys Wvthiddneu
UauelUsesUAMENITUNITITUFTIUNTITE AL

5.3.4 Wvthiidinnus dafuusunsUssgiazssaunsssgluniissaunsssg

o v

o & A Ay o Y] = ° Y Y =
‘VNL!T]EN'THﬂ']iUigaqlmaL‘UUL@ﬂﬁqiﬂmaﬁﬁﬂ‘HqﬂfﬂuﬁU LLazmmm’mﬂQme‘Uaa@

6. ANANUIN  AF 01-04_LUUnesuNITNANTlAENTINNTITESTINEMUMIULATINTIRY
(UULANYR)
AF 01-05_Tuiintomnudayusyyy wagi1sensusey
AF 02-04_wuunesunsfinnsaneuuslaenssunsasesssunumulasinsidy

AF 03-05_template 57897UN15UTEYY
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7. Qaudwi

NIENTUTEYY VNN LBNaNNTEUTIENNIVTBITe Az

(Agenda) inouarefUTeluIUTEYAMENTIUNTITLTITUNITIFE

F189UNTUTEYN (Minutes) | visnedis enanstuiindeya NMsefivsne wagnisasudlunyusey

AENITUANTIIYTITUNITIVY

93AUsEYY (Quorum) MBI IUIULEIAUTENOUVBIANENTTUNITITUTTIUNNTITY

A o v a ! a v
”lWﬂWWUWTMWQﬂ?3U53ﬁﬂWQW§ﬂ¥ﬂﬂiﬂTNﬂqijﬂU

a & [y ' =3 a a o a
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AF 01-02_wuunesy uaz wiluusyifnuenssunsasesssunidelunyed

AF 01-03_wuviuresusesfinnsanaiusssuniside
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AF 01-05_Tuiintomnudayuseyy kaginsensuseyy

AF 01-06_usupinmsuszifiusioidledlasamsideflasunssuses

AF 01-07_UHuniin159an15tenanslasen1side Management of Study Files

AF O1—08_LLmuQﬁmimaﬁ]L.%mﬁaﬁ’]ﬁ'uauamﬁ%’a Site Monitoring Visit

AF 01-09 NECAST Self-Assessment Tool

AF 02-02_tonasinwinnuaudmsunssunis (Confidentiality agreement)

AF 02-03_ailemsnsivaeuanuasuiuvedasisimsidouasionatsitiendes

AF 02-08_wuunasunsfinnsaneuuilaenssunsasesssugnuniulasinside
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AF 03-04_ 57897UN1SNUMIULUTENLIUNITNI15UT (Exemption Review Report)
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35ANTUNITUINTFINNITIVE : P 120

O 00 ~N O U

11
12

13
14
15
16
17
18
19
20
21
22
23



AMANUIN

AF 04-07_WUUTIBIIUTDAULENATTIATINITINE

AF 05-02_tuuvasunslmaliaziuu

AF 05-04_Lonansiansanudusoudsiululasiniside

AF 05-06_mifsdosusesdruuilodfiniinlasiniside
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W Fav/TeBandumsuasgiy | wih nasUsEnay
SOP
DPUREC 01/2.0 | mMsteiseaisaiiunisunnsgiu 1-9 | AF 01-01_$18n1535ALTIUN150IN5§ U SOPs
Preparation of Standard
Operating Procedures
DPUREC 02/2.0 | laS9as19AquznIIuNI3a385554 10-24 | AF 01-02_duunesu way uiluuszin
RERR AT ARIENITUNITITLTITUNTITE e
Constitution of the Research AF 02-02_ansusedlunisSnwndeyanudu
Fthics Committee YDIAUENTTUNITITEFITUNTIFE UL B
(Confidentiality agreement)
AF 03-02_fsuseslunisshudeyaninuau
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yasiiusnwdase
AF 05-02_uwuuvasunisinsliaziuu
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DPUREC 03/2.0 | NM3U3"139nn151A39919n19348 25-43 | AF 01-03 uvuiureiunisfiansanasesssy

WBNATUIATILTA
Management of Protocols for

Initial Review

QUEERE)

AF 01-04_wuunasun1siasanlnenssuns
93ETTIUEVUNIULATINGITY (LUULALTYR)
(Full board review)

AF 02-03_giilan13n5I9a0UAINUATUAIUYDS
Tasssumaideuasienansiiiedos

AF 02-04_ wuuwesumsiansanuwuuiilag
N33:NN3TLEITUENUNIULATINTIDY

(Expedited review)
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NAITUIASIHIN
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44-52
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F3LTIIUENUNIULATINGITE (WUULANTYR)
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AF 02-04_uuuvlasunisiiansanuuuiilag
N3IUNTATUFTTULNUNIULATINTIY
(Expedited review)

AF 03-04_37891UANSVIUMILIUUENLIUNTT
0915041 (Exemption Review Report)

AF 04-04_Lanansdeyarasuigdmiu
HLUn9uTulATIN5398 (Information sheet
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AF 05-04_Lanansuanmnugugeudisiuly
1A59N1537Y

AF 06-04_Lonansiansniudiusongisnlu
lasaMedmTuunulagvoussTy
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AF 10-04_LonansiusoInIsentiuiiansan
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AF 11-04_19n@133u583lAT9IN15398
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a 1 d‘ a v
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Tnsamsseiilesunssuses (Continuing
Review of Approved Protocols)

AF OZ-O6_LLUU§'uﬁauLLf’ﬂmLﬂﬁauwm
1AT9NT398
AF OS—Oé_mWﬁ’NEﬁUm'ﬁLUgEJuLLTJaG
(Summary of Changes)

AF 04-06_51891UNSNUNILLUULSY @7u
wAluAeuulas (Expedited Review Report
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AF 05-06_wilsdesusosdiuudlufiuy
1ATINTI98
AF 06-06_WUUTIBNIUAILATINEN
1A59n15398(Progress Report Form)

AF 07-06_wUus181ulasansiasaauysol
Final Report Form

AF 08-06_wuus1enunisidosuw/nsh
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Compliance / Violation Report)

AF 09-06_wuus1891un1siudesdeaiounay
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AF 10-06_WUUTIBIUNTVBENEALATINITITY
naufMUA

AF 11-06_wuunesuseaumnn1sadliing
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Report Form)

AF 12-06_ luasuwanisallifieUssasd
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Sheet)
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o
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95-102
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A19338 Site Monitoring Visit
AF 02-08 WUUTIB9IUNITATIBBLLND AU

[y

AUaIWITY (Report of Site Monitoring Visit)

DPUREC 09/2.0
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Survey and Audit of the REC

103-109

AF 01-09 NECAST Self-Assessment Tool
AF 02-09  SIDCER-NECAST Self-

Assessment Tool
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AF 01-03

DHURAK() PUNDIT UNIVERSITY

ARIZNIIUNITIILTTINNTTIVE Tuay e

M

DI)U U IMedagInatudnng

W BUSINESS DNA

LUUBUYDSUNITNAITUIRIUFIIUNI5IAY (Submission form for Ethical Review)

nsfinrsauuu L Exemption or L Expedited Review [ Full board (drwiunaiznssunisa)

n3NTONYaYAlULUUEULATILLULONES

Please fill in this form and provide necessary documents that apply.

dauin 1 : -‘fl’agaiﬂsamﬁ%’a (Protocol identification)

$U8LavlASIN1S: DPUREC / SWELASINISIVY (BH)

1.1

FolAsan15338 (Protocol title) (Thai)

1.2 | Felasan153de (Protocol title) (English)
1.3 | gauayuniside (Sponsor/Source of funding) Tusasyy
1) O fsele
L] S5U18 oo LI NGO e
[ T S VT T
2) [ laifisels
1.4 | msfnsiegatiuayunis3de (Sponsor contact phone/fax (Thailand)
TINTFUN e LR TR | W
1.5 | lassmsideiduinendinus/ asiinus (Thesis / Dissertation / Board/Subboard)......... O Yes [J No

douil 2: Yoyaf3d ngauuuUENENS 6.4 (Investigator, attach doc 6.4)
2.1 | F00101567UTNYY (NAME OF AQVISOTS) (V1) oo e
(DN oot e
%aiﬁ 1691aN (Name of Principal INvestigator) (M18) ...
(DNEY) covvvrerreeeeeereesee ettt st
%aﬁ‘i’m”? S8 AUT 1 (Name of Co-ReSEArcher # 1) (IIE) oo
(DN oot e
2.2 | y@insfny / annAden (Degree/specialty)
2.3 | dsinnuieeu (Institutional Affiliation)
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DPU U IMedagInatudnng

LUUBUYDSUNITNAITUIRIUFIIUNI5IAY (Submission form for Ethical Review)

ABIZNTINNTIIYTITUNTIVL LU We

M

BU%INESS n.’: ‘

2.4

N15AnsR33Y (Investigator contact phone/fax) (Thailand)

TNSEWI e, WD e, T Y| WO

25

Mudllaseinsideaus Andwmiiuniineldmiusuiinveuvesinuilasinis (How many other research

projects are still open under your responsibility?)

2.6

a Va v

VuilITe ez mniiidenau (How many co-investigators and research staff do you have for

this project?)

ﬁ’J‘IJ‘VI

3: 1A%9n15398 (Research protocol)

3.1

5ULUUNTIY (Research Design) (Fenlivanedo)

[J Basic science research L] Descriptive/qualitative [] Survey

[ ] Case-control [] Laboratory experiment [ ] Diagnostic test
[J Applied research []R/D L] Clinical trial
[ Bioequivalent [J Cohort [ Other (specify)

3.2

M3 / wiseaile 7Aluns398 (Methods involved the followings) ({@enlananade)
Questionnaire/interview/diary
Specimen/sample collection
Records/document extraction
In vitro diagnostic devices
In vivo diagnostic devices
Medical devices
Drugs
Behavioral/psychological intervention
Embryonic stem cell/genetic material
Radiation/isotope

Tissue/organ transplant

DDDDDDDDDDDDm

Procedures/operation

L Other (SPecify)......ccccovmecvermververnecrrine

3.3

s288aIAAI198¥11398 (Expected duration of the project)....... ... \fiou (Guaufvdugalasanis)

3.4

ad o a 2_5 a o
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DPU U IMedagInatudnng

LUUBUYDSUNITNAITUIRIUFIIUNI5IAY (Submission form for Ethical Review)

ABIZNTINNTIIYTITUNTIVL LU We

M

BU%INESS n.’: ‘

O SEAUUIUIYIR AAN8LAY / ‘Via’laﬂ‘ué ((International multi-site/multi-center) sgu

3.5

IAssNTIdedlasunsiasaunumulagnugnITuNTIsEsTINNBURoUBUNTIWs ol (Has this protocol

been reviewed by another ethics committee prior to this submission?) [] Yes [J No

3.6

Tassn e illaaanzidounisyinidenismatinuainselal (Has this protocol been registered according to

clinical trial registration? [ Yes lUsaszy
L] No

daui 4: §3uN1538UAzN135ULN$INN5ITY (Subjects and recruitment)

[y o [

Tassnsideiisufiunsiteseluidvield donldiunnnd1 1 9o (Does this protocol include the following
subjects?, tick all that apply)

O hidnsidiudeyalaenssaingsuniside (No data obtained directly from human)
1nlny (Prisoners)

an3Ransss (Pregnant women)

AUIEM1939 (Mentally ill subjects)

AUaeuzS vsegUaeszezvnevasdin (Cancer or terminally ill subjects)

HNDaU N3N Lﬁﬂmqﬁ‘hﬂdw 18 U (Neonates/infants/children, aged <18)

AU HIV Llaad (HIV/AIDS)

ﬂdmuﬁ%’mlﬁasﬂuamuﬁ@ua WU A3 (Institutionalized e.g. orphanage)
Hlisniede %umjuﬁaa wwu 1.7 (illiterate subjects or Minorities e.g. hilltribes)

AladsAudayn wu dniSeu gndne s (Subordinate e.g. students, employees, soldiers)

I I By

Do

9u°) N3U132Y (Other, specify)

4.2

nsnlelunsSuenaadasiinsun1side (Methods used to recruit subjects)

D
(@)}

Lifinsifiudeyalnensaa1ngsun133de (No data obtained directly from human)

ﬁﬂ@i@gﬂﬂaﬁmuﬂéﬂwuaﬂ (Personal contact at outpatient clinic /inpatient)

)]

AnsiayARATILNUNRNLAUNTET ICU (Personal contact at ER or ICU)
AnsiayAAaluyuvu (Personal contact in community)
AnsiayAnan1alnsdnyl vseluswild (Contact via telephone or post)

AnUsznelawa (Advertising e.g. poster, flyers, mass media (website included)

O O o0o04goao

EdJ'w] njauTey (Other, specify)

4.3

AR TUNINIEUIUNTTVRAINEULBY (Person obtaining informed consent)
L]

laifinswemnuBuyeu (No informed consent applied)

ad o a 3_5 a v
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DI)U U IMedagInatudnng

HURAK] PUNDIT UNIVERSITY LUUBUYDSUNITNAITUIRIUFIIUNI5IAY (Submission form for Ethical Review)

ARIZNIIUNITIILTTINNTTIVE Tuay e

M

BU‘SINESS INA

va o

O f3endn/gi3esu (Principal/Co-Investigators)

Y

O Ewhilide (Research staff)

[ ?)'uﬂ NTUITEY (Other, SPECIY) oo e

4.4 ﬁi”lu’;uﬁ%JUﬂﬂisﬁﬁlﬁﬂ’lﬂﬁu’lﬁl (Expected NUMDET Of SUDJECES) .........coceveee e

4.5 | PeRduraweAnaune Andonal anuldazain laueglvungiun1side (Subject payment/incentives)
O &4 Olg

4.6 | NMsvAEmNAAN1SUIRLEU (Compensation for injury / lost)
L 81 NGUITEUTIABEDEN oo oeecoeeeeeeiee e
0 gl

d9uil 5 : AuzNsIUNIIATIIARANYBYARUAMYABAY (Study monitoring or DSMB, Data Safety

Monitoring Board)

04 O gl
daufl 6 : tenansNBY (F1u2u 5 Yn)
\onansTdy WU YA | N, ATIATU
6.1* wuudu (Submission form) : AF 01-03 [
6.2 Tassmsideatuge Wunwlne arwenlimsiv 2 wih O
6.3* Tassmsiduatudn (Full Protocolnwdsnge wislve [
6.4 | enansoulflassainerinusanauenssunsinednus/enansd O
fvsnw uagrlduiuusauilalasssenunuenssunmsaouliilags
AUBLUZISHUTREUAT
6.5% UsedAgidemdn Principal Investigator’s CV GCP training [
6.6* lnansvisetanildluisnsfuenanasing wu mavsznduiusinu O
domnan wilidoayamiudeya vie Laﬂa'ﬁsﬁ’a;ﬁaﬂmmﬁﬁwﬁm
6.7% wnansdeyareSutedmsudiuniside (AF04-00) way O
luBugeu (AF05-04/AF06-04)
6.8* | wuuaeuanu/dunwal/JufindayalQuestionnaire/Interview form/crF) [
6.9% LONANINTTUTOMATFU Lab Aedosdiownng undsiien Midu O

UINTFIUANAVINMUILNUNTOBIANTNLATUNITEBNTUIINIINIS

wing 1 Tueylifiasesdiaunndann nsensiassaau(es) Ny

a s a o v A A = @ v
ANYIAERNT 13D 1U@HQJJWWN@@/U7LGUWL?13@QN@ 19881 WuUAU

adq o a 4_5 a v
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ARIZNIIUNITIILTTINNTTIVE Tuay e

DI)U U IMedagInatudnng

M

o] PUDT DAERSI wuUBuveadun1sRa1NN938555un15398 (Submission form for Ethical Review)

6.10 Iuauﬁa%umw&mmmﬂ 9¢. (Drug approval from Thai FDA) [

6.11 Tueysialmdueiegluseniensinuide i) O

6.12 Tususesmansnisvelulszmagnan (Certificate of Free Sale) nsdl [

THndnsarididranndssemedosionanstuduangudn @)

6.13 JannaansawwiegsTinn/Jennasnisvinidenieedniin @) O

6.14 AfledAdy Investigator brochure (Gnilfis3dedndusosdigiotds) O

6.15 auUseana (Budget) @hd) [

6.16 |  uana COI wazyuAdy (Conflict of interest and funding form) (@ndl) [

6.17 TuSusosftureu/smenunansiiansanain REC fisu @il O

6.18 wuurlesuiRvelduszliudienues Self-Assessment Form [

6.19 LBNENTNISHNBUIH (25855517398, GCP LLazﬁuq fideaten @i O

6.20"| wenanstesulugudidialvsiind (CD Rom, Thumb Drive, Flash Drive) [ 1

6.21 LOMENTIU TEY oo O

WwSewang * nneds sndudesd
QU Trsesns3Teu1a3e9 ﬁﬁé’aawéfaa?jmaﬂmsﬁuq ANUANHTITU e

AVETUITY oo ST YA YA
ViSO
(oo )

D11TINUI NGV AUUR/NONUIINTT e Ndanin

U YA YA

TUsaLaan N199enuilsdniusesaiesssy (Gonlaiies 1 90) [ adumwilve [ adunwidingy

159N MUNEEY (DPUREC. NO.) e Y
NINNEBIMINAYT IR ULRABINITAARBAY AMENTINNITATESTTUNMTITeTuLYEY uninedugsiadudng

P R TE SIS LT L Lo LR Tl T
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Ty
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DI (UIS/UN/UNENY e e UMD oo
o@w/sumimihifide [0 o19158 O dhdnw wmeidou oo
[0 30 (WUSATEY) oo

HINA MU/ AL/ INGTTY ENUTIUD.cevvvrrrereeriiiiiirnns e sissssssesse s issssssssee s oo
EDTUTIRAGID 1o e
LUBTITANI . E-MNAIL e
Usztnnlasan133dy [0 891816 QUIASTURMBNU). oo

O Ligisels Tdmsuns@inu/aus QUSATED. oo
1. Foi309
DV VIVIE 1
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1lun1539e 3) maiusiusaudeya uay 4) Msansieidoya wazadfninerdes laede W)

*n1sdigulasaiaideatude AslsuliaseunquansedAynITeneduul anuendlianasiiu 5 wi*

AIUNETTY s
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1

swuunasuUseInga

(Curriculum Vitae form)

1. Yoyadiusm

12, TU/AADU/ULTIO oo e eee e s eee e seeee e et eeeeseess e eeeseseeen
1.3. 7100990 171 R LS4TSR
BUADAUR e RN o[ Y SWALUSYRG e,
TATENT e 0T [ OO
LG VNV MUIE oo YT AU e
RNV VAT o K DWAD/AY . FIATO e e
SHALUSYNG e, IATENT e, TTITANT oo

2. Upuan1IANYI
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HIdpUfURnulasesamsidenlasunssuseduideselull Tewsala Ty Taily Lifeados

(1) nMsPadanai@dins (Inclusion/exclusion criteria) | [ [
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DHURAKI) PUNDIT UNIVERSITY HUUITNITUNTIATITGBULNININUALAITUIIY
Report of Site Monitoring Visit
(2) m3dneranadasiiingy (Randomization and blinding process) O [l O
(3) mslideyaiiiovenuBugenaineraaiias (Obtaining informed consent) O O O
(@) mssenumnnsallaifisUszasd (Adverse event reporting) O [l O
4. miInsavdeudayaiulenansiuatu (Source Data Verification)
Joyaiinnugnaes livsal 19 laily laiiReaties
(1) Yoyavesoranasing wu Jode e Juiin Tudisudilunisfing O O O
(2) Foyalunuuliuiin (Case Report Form) gnsissmssiiutenansiuaiiu O O O
5. msinfuguae gunsal uaztenansitlélunns3de (Control of drugs and other study materials)
gUnsal waztenansiildlun1side lisunisquasgramnzan Tavsel 14 lafla Lidedas
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(4) UeyAien viuade (Drug accountability log kept up to date) O O O
(5) wuutuiindeya (Case Report Form) Sl uuiteeme O O O
6. NMsinwIANEUYedaya (Confidentiality arrangement)
fimsshwanuduvestoyasgramvuivan Towsalii 14 lafld Lidudas
(1) wuutuitndeya (Case Report Form) O O O
(2) Yoyauazsiia fgndnnsos wazgidndluniside (identification code list) O O O
(3) Foyasiansau (Randomization code list) O O O
7. wiaena15vef3e (Investigator’s study file)
(1) willenansvesideiiionansiiierdesasuiu Tavzel 14 laily Lidudas
O O O
8. wiansalluisUszasAviindreuss (Serious adverse events, SAE)
(1) SwmnsallufisUszasiviindronss (SAE) invuvselyl i laidi Lidudas
O O O

9. mabsauunsalivfifnulasesansidenlisunsiuses (Protocol Non-Compliance) #3aliufjufnnuuuanienis

Ui endlindld (ICH GCP)

(1) finsilpauunseliufiRnulasesensideilasunssuses vieliufufau
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SIDCER SELF ASSESSMENT TOOL

This tool is intended for use by research ethics committees or Institutional Review
boards (IEC/IRB) associated with a SIDCER member Regional Forum. This is part
of the process of SIDCER recognition programme, an IEC/IRB will complete this
form as an initial step of surveying and evaluation to be recognized by SIDCER.

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

NAME OF THE EC:

ADDRESS OF EC:

MAIN CONTACT (NAME) FOR EC:

BRIEF INTRODUCTION OF THE EC:

Year established:

Frequency of meetings:

Type (e.g. Biomedical, product development etc.) and number of protocols
reviewed/year:

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A

Page 1 of 19
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BRIEF INTRODUCTION OF IEC/IRB STAFF AND MEMBERS

IEC/IRB Composition

Gender Affiliation(s)
Yes No

Name Profession & Credentials

N I I I
N O O O ¢
N 0 O O
N O O

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A

Page 2 of 19
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SECTION | ITEM A B C D | COMMENTS
STRUCTURE AND COMPOSITION OF EC
A (structure, composition and skills of the EC and staff are appropriate to the amount and
nature of research reviewed)
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?
(ICH3.2.1) ENEp N
Al.2 Do the members contain a diversity of
gender? (WHO 4) Ep NN
Al3 Does EC have at least one non affiliated
member? HEG 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 | [_] | ]| ] | [
reviewed? (ICH 3.2.1, WHO 4)
Al.6 Does the EC describe the party responsible
for appointing members? (WHO 4.1.1) Ep NN
Al7 Does the EC members posses the required
experience, knowledge, skilland relevant | [ ] [[]|[] | ]
abilities to perform their duties?  (WHO 4)
AlS8 Does the EC policy and procedures
describe the selection process of its RN
members? (WHO 4.1.2, ICH 3.3.1)
Al9 Do the EC terms describe the duration of
appointment for its members? L1
(WHO 4.2.1)
Al1.10 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) E N EE

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A

Page 3 of 19
Version 3.2-May-2008

ad o

’Jﬁﬁ)’)éﬂﬂﬁ?’a‘il’)ﬂ'a‘ﬁ’)ﬂﬂ?i?@&l P 194



a10U 15

/%”f:;i§> AF 02-09
Ljr}\‘

‘%\”;O\i; 7) SIDCER SELF ASSESSMENT TOOL

SECTION | ITEM A B C D | COMMENTS
Al.13 Do the EC terms describe the replacement
procedures for its members? L1
(WHO 4.2.5)
Al.l4 Does the EC maintain a list of all its
members with their current CV.? HERERE
(ICH3.2.1)
Al.15 Does EC member sign a confidentiality
agreement? (WHO433) |[]|0]|0]10]
Al.16 Are EC members willing to publicize full
name, profession and affiliation? L1
(ICH 3.4. WHO 4.3.1)
ADMINISTRATIVE REQUIREMENTS.
A2 (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 RN
responsibilities? (WHO 4.4)
A2.2 Does the EC have a description of
requirements for holding offices? L1
(WHO 4.4)
A2.3 Does the EC policy describe duration,
disqualification, resignation and RN
replacement procedures for its offices?
(WHO 4.4)
A2.4 Does the EC have documentation
explaining the duties, obligations and RN
responsibilities of its offices?
(WHO 4.4)
A25 Does the EC have an office space?
(WHO 4.4) E NN
A2.6 Does the EC have the necessary
equipments to run the office? HERERE
(WHO 4.4)
A2.7 Does the EC have available budget to meet
its functions and responsibilities? Lo
A2.8 Does EC document reimbursement for
work and expenses and is this made
available to the public upon request? Lo
(WHO 4.3.2)

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A

Page 4 of 19
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SECTION ITEM A B C D | COMMENTS

TRAINING OF EC MEMBERS
A3 (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 forthem | [ ] [[]|[] | ]
to receive introductory and ongoing
training? (WHO 4.7)
A3.2 Did members of the EC receive an
introductory training? (WHO 4.7)
A3.3 Are EC members continually being trained
to enhance their capacity for ethical
review? (WHO 4.7)
A3.4 Does the EC review and document
trainings obtained by its members and RN
staff? (WHO 4.7)
Ad 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 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, RN
organization and management?

(WHO 4)

B2 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) EE N
B2.2 Does the SOP cover all functions and
reviews undertaken by the EC? RN

(ICH 3.2.2. WHO 4)

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A

Page 5 of 19
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SECTION ITEM A B |C D | COMMENTS
B2.3 Does the EC comply with the written SOP?
(ICH 3.2.2. WHO 4) EN NN
B2.4 Is the SOP reviewed and revised as
necessary? HERERE
B2.5 Does EC make their SOP publicly
available? HERERE
(ICH 3.2.2)
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) HERERE
B3.2 Does the EC have an application form?
(WHO 5.2.2) ENEp N
B3.3 Does the EC indicate the format for
submission? (WHO 5.2.3) ENEp N
B3.4 Does the EC indicate the number of copies
of application to be submitted? HERERE
(WHO 5.2.6)
B3.5 Does the EC indicate the application
procedures for protocol amendments and HERERE
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 Ep NN
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 RN
application should be submitted?
(WHO 5.2.1)
B3.9 Does the EC have means of
acknowledging applications made to them? | [ ] | ] | ] | [
(WHO 5.2.8)

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A

Page 6 of 19
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SECTION ITEM A B |C D | COMMENTS
B3.10 Does the EC communicate the

incompleteness of an application? EN NN
B3.11 Does the EC indicate fee structure, if any,

for reviewing an application?

(WHO 5.2.11) b\gjgig

B3.12 Does the EC indicate that application

forms should be signed and dated? HERERE

(WHO 5.3.1)

B3.13 Does the EC request that protocol be

[
[
[
[

submitted together with supporting

documents and annexes?
(ICH 3.1.2, WHO 5.3.2)

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 RN
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 RN

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) Lo
B3.19 Does EC request submission of the

materials to be used for the recruitment of
potential research participants? Lo
(ICH 3.1.2 WHO 5.3.8)

B3.20 Does EC request submission of the
informed consent form? HERERE
(ICH 3.1.2 WHO 5.3.10)
B3.21 Does EC request submission of a statement

describing any compensation for study HEEIEEN
participants?  (ICH 3.1.2 WHO 5.3.12)

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A

Page 7 of 19
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SECTION ITEM A B C D | COMMENTS

B3.22 Does EC request submission of a

description of the arrangements for

indemnity if applicable? Lo
(WHO 5.3.13)

B3.23 Does EC request submission of a

description of the arrangements for

insurance coverage if applicable? Lo
(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? Ep NN
(WHO 5.3.15)

B3.25 Does EC request submission of all

significant previous decisions by the EC or
regulatory authorities for the proposed HEEIEEN
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? RN
(ICH3.2.2 WHO 6.1.1)

B4.2 Does the EC form a quorum before holding
its meeting? (WHO45) | |00

B4.3 Does the EC require that at least one non

affiliated member and a non scientist be RN

part of a quorum for each of its meeting?
(WHO 4.5.2)

B4.4 Does the EC require that meetings should
be minuted and there should be an RN
approval procedure for the minutes?

(WHO 4.5.2)

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A

Page 8 of 19
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SECTION ITEM A B C D | COMMENTS
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)

Cl3 Does the EC have an established procedure

(ICH 3.3.5, WHO 6)

Cl4 Does the EC indicate the nature of the
application, amendments, continuing
review and other considerations that will
be eligible for expedited review?

(ICH 3.3.5, WHO 6.3.1)

I A T e W O O
I A T e W O O
I A T e W O O

[]
for expedited review? []
[]

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)
C1.6 Does the EC have an established procedure
for full board review? (WHO 6.2) 0 gjgjg
C1.7 Does the EC have an established process

for obtaining additional expertise when C1 O
reviewing specific protocols?
(ICH 3.3.6, WHO 4.6)

Cl8 Does the EC have terms of reference for
independent consultants? (WHO 4.6) Lo

C1.9 Does the EC have an established process
for inviting applicants/investigators to RN
elaborate on specific issues when
applicable?

(ICH 3.2.5)

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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SECTION ITEM A B C D | COMMENTS

ELEMENTS OF REVIEW
C2 (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?
(WHO 6.2)

C2.2 Does the EC review the scientific design
and conduct of the study?
(WHO 6.2.1)

C2.3 Does the EC review the justification for the
use of control arms?
(WHO 6.2.1.3)

C2.4 Does the EC review the criteria for
prematurely withdrawing research
participants?

I A T e W O O
I A T e W O O
I A T e W O O
I A T e W O O

(WHO 6.2.1.4)

C25 Does the EC review the criteria for
suspending or terminating the research? L1
(WHO 6.2.1.5)

C2.6 Does the EC have justification of
predictable risks and inconveniences
weighed against the anticipated benefits for | [ ] | [] | [] | []
the research participants and concerned
communities? (WHO 6.2.1.2)

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 Lo
and monitoring board (DSMB)?

(WHO 6.2.1.6)

Cc2.8 Does the EC review the manner in which

the results of the research will be reported

and published? Ep NN
(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? Lo
(WHO 6.2.1.2)

C2.10 Does the EC follow the established HERERE

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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SECTION ITEM A B C D | COMMENTS

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 b\gjgig
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 b\gjgig
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 | [ ] | ] | ] | L]
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 HERERE
consent process?

(ICH 3.1.5)

C2.15 Does the EC have and follow the
established procedure in reviewing the
consent process in emergency situationin | [ | ] | ] | ]
research protocol?

(ICH3.1.2)

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 Lo
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 b\gjgig
course of the research?

(WHO 6.2.5.5)

C2.18 Does the EC review the suitability of the HERERE

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A

Page 11 of 19
Version 3.2-May-2008

ad o a

35ANTUNITUINTFINNITIFE : P 202



a19u 15
Q AF 02-09

’{—-\._
i -
fos

@7) SIDCER SELF ASSESSMENT TOOL

SECTION ITEM A B C D | COMMENTS

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 HERERE
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? Ep NN
(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 | [ | [] | [] | L]
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? Lo
(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 b\gjgig
or not? (WHO 6.2.2)

C2.24 Does the EC review the description of the
plan to make the study product available to

research participants following the Lo
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? oo
(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 | [ | ]| L] | L
are drawn?

(WHO 6.2.2.1)

C2.27 Does EC have methods of ensuring that HERERE

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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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? Lo
(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? Ep NN
(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 HERERE
participants? (WHO 6.3.2.3)
C2.31 Does the EC review the impact and
relevance of research on the local
HERENE

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 Lo
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)

C2.34 Does the EC review proposed community
consultation during the course of the HERERE
research? (WHO 6.3.6.4)

C2.35 Does the EC review the extent to which
research contributes to capacity building L1
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 Lo

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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additional information would add
meaningfully to the protection of the
rights, safety and/or well-being of the
subjects? (WHO 6.2.5.4)

AFTER PROTOCOL APPROVAL
C3 (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) E N EE
C3.2 Does the EC have and follow an

established procedure for determining the
frequency of continuing review? Ep NN
(ICH 3.1.4, WHO 9.2)

C3.3 Does the EC have and follow an
established procedure for handling
modification (amendments) of research HERERE
protocol?

(ICH 3.2.7, WHO 9.3)

C34 Does the EC have documents required for
continuous review and is this list made
available to investigators? Ep NN

C3.5 Does the EC consider the submitted

relevant information and documents in its

continuing review? b\gjgig
(WHO 9.3)

C3.6 Does the EC have and follow an
established procedure to notify
investigators when it will conduct a HERERE
continuing review?

(ICH 3.1.4, WHO 9.4)

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 Lo
continuing review?

(WHO 9.4)

C3.8 Does the EC require the investigator to
notify the EC in writing of the reasons and Lo

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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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 Lo
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 b\gjgig
appropriate amendment?

(ICH 3.3.7)

C3.11 Does the EC specify that the investigator
should promptly report to the IRB/IECany |[ ] |[]|[]|[L]
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 HEIENERE
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/IECall | [ ] [[]|[] L]
adverse drug reactions (ADRs) that are
both serious and unexpected?

(ICH 3.3.8)

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? Lo

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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(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 L1
study was conducted and a summary of the
study results? (WHO 9.7)

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) U \ujgiy
C4.2 Does the EC record in its minute members

present for each meeting, members voted
and all the actions that took place during Ep NN
the meeting? (ICH 3.1.2)

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)
C4.4 Does the EC have an approval procedure
for its minutes? (WHO 6.1.3) U \ujgiy

DECISION MAKING PROCESS
C5 (EC should have a procedure for decision making and members should participate in the

process)
C5.1 Are decisions only made in meetings
where a quorum is present? RN
(ICH 3.2.3, WHO 7.3)
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)

C5.3 Are all relevant documents required for
full review available and considered before | [ ] |[ ]| [ ][]
a decision is made? (WHO 7.4)

C54 Does the EC have a predefined method of
arriving at a decision e.g. by consensusor | [ ] [ ]| [] | ]
vote? (WHO 7.6)

C55 Does the EC ensure that members with
conflicts of interest are not part of the RN

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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decision? (WHO 7.1)
C5.6 Do the EC members have sufficient time to
review and discuss before a decision is RN
made?
(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? RN
(WHO 7.9)

D AFTER REVIEW PROCESS
(EC should adequately and effectively communicates its decision to investig_;ators)

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 RN
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? 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
and title of the applicant(s)? HEIENERE
(WHO 8.4)
D1.6 Does the decision letter include the date
and place of the decision? RN

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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(WHO 8.6)
D1.7 Does the decision letter include the name
of the EC taking the decision? RN
(WHO 8.7)
D1.8 Does the decision letter include a statement

of the responsibilities of the applicant? HEIENERE
(ICH 3.3.6, 3.3.7, WHO 8.11)

D1.9 Does the decision letter include the
signature of the chairperson (or other RN
authorized person) and date?

(WHO 8.14)

D1.10 Does the EC inform investigators of its re-
review procedure, schedule/plan of RN
ongoing review?

(WHO 8.12)

D1.11 Does the EC issue suspension or
termination letters with reasons for 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 RN
communicate with the EC?

(WHO 8.11)

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

E1l.1 Does the EC have and follow operating
procedures for record keeping and 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 RN
various documents, files or archives?

(ICH 3.4, WHO 10)

E1.3 Does the filing, archiving, accessing and
retrieving of the documents meet the C1 O

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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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? Lo
(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)

E1.7 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?

OO oo .
OO oo .
OO oo .
OO oo .

(WHO 10.5, 10.6)

E1.11 Does the EC document copies of its
decision and any advice or requirements
sent to the applicants?

[
[
[
[

(WHO 10.9)

E1.12 Does the EC document all the written

documentations received during the

follow-up? Ep .
(WHO 10.10)

E1.13 Does the EC document the notification of
completion, premature suspension or HERERE
termination of study? (WHO 10.11)

El.14 Does the EC document the final report of
the study? (WHO 10.12) Ep NN

A: complete/adequate/always, B: partially complete/sometimes/not adequate, C: not complete/never, D: N/A
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Exemption Review Report
M8LalATINIS. Tolasens
.............................. ('l‘mgj)
(English)
4l
amnanauaianiudala (52y) (Criteria for EXEMPLION .......mmmmmmmmmsmsssesessssssssssssssssssssssses )

Uiiﬂ’lﬂa'a;ﬂiﬂ'iﬂnﬁ%{fﬂ (Descriptive summary of the protocol) :

m&!waaumimﬁmwmﬁu (Justification for using exemption process)

O Ta (Yes)

1 aila (No)

1-4

I5ANTUNITUINTFINNITIFE : P 213




a10u 17

AF 03-04
Suggestion/Recommendation :
AIUIUNTIUNTEU T2 ( ) AT y—

NANTASISIINTFTIENAIUTALASUNITENLAUNDITUININTUNIRIUSTTUNITIY
1A59919n15398Na 1015 LASUENLAUNITNAITUIRTE5T5UN1I5I LA KA LATIS19nN15 N ANy
pasaluil

¥ =

a v Y I3 av Ao a ) = A Yo o
1. MUIYATUNTANE I@?‘J@ENLUUIF’]iQﬂ']i’J"\]EJV]@']Luuﬂq{[ﬂ«laﬂ’]UUﬂqiﬁﬂqulmiUﬂqiiUiaﬂ

WINTFIU NEITeIRUNTEUIUNTIEUNTaUALNUNAkAT I gNSAanTlran1nsANwIsuuleuy

9
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o

Y99a010U LU IT8n15UTUITNsTzAedddiutnisou 480 Metul enavslSeuiisunsiug 13
UszAnsnmwesiniSeu 9an enudlusmeivledvmvilsiiviudasuisnisaen MsUsElUNaNgns N3
UseniuapnnsAny
2. Q1u358Ui$Qﬂﬁ3§US$Lﬁumﬁﬁﬂwﬂuéﬁu cognitive, diagnostic, aptitude, achievement

mATedTanuAndivluniie msdunvaiviedhdunanginsay nuidearldSueniuiansaile

2.1 mafuteyauazdeyalldliifeiomdotsdfayana
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5. ITBin1sAnely Commercially available cell lines. luviaaujjdfns
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Uy megaeuseslasnds wagliuinsgIunuteimuAYeIdIlnIIUANENIIUNITBIMNTHALY)

8. 31891uK U8 (case report) S18LAE7

Research protocols that can be exempted from ethical review of the REC are mandatorily
required to be under the following criteria:

1. Education researches that are conducted in accredited educational institutes and
related to regular processes of education, and studies of new strategies in education
administration according to the policy of the institutions, e.g., researches on adjustment
of teaching methods for school and university students of the entire class which may be
done through comparison of scores or a study of efficiency of school and university
students of the entire class in particular subject regarding the teaching method of the
syllabus that has been adjusted, for syllabus evaluation or assurance of educational
quality.

2. Applied research protocols on educational evaluation of cognitive, diagnostic, aptitude,
achievement, survey on generalized public opinions, interviews or behavior observation
of a specific group of people; the research protocols are exempted from ethical review
under the following conditions:

2.1 Data collection process and the data are not related to any private information or not
personally identifiable.

2.2 No part of the protocol leads to criminalization of or civil litigation against any subject
or insecurity of job or carrier of a person.

2.3 Any research that is conducted specifically to a public group or candidates running for

public offices, the research protocol is not exempted from ethical review.

3. Research on known results which are non-specific and non-identifiable to any person such
as a retrospective study of the ten years cumulative pathological findings of biopsied
kidney specimens.

4. Research related to micro-organisms that are cultured in laboratory or on micro-
organisms that have been \ isolated from samples which are not related to any identifiable
personal identity.

5. The research is related to the study of commercially available cell lines in the
laboratory.

6. Research on policies, strategies which are commissioned under the approval of the

institutes to search for new alternatives of organization reengineering, development of

3.4
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efficiency in work to achieve certain international standard that are not related to any
identifiable personal data, and not against any rule of law.
7. Research on flavor, quality of food and consumer satisfaction in general, given that

the food sample is safe and conformed to the standard of the Office of Food and
Drug Administration.

8. Case Report

4-4
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2157 1 CALL TO ORDER (na1ilansusyay udanaiaussyu udssunugidnsea
LALAITENITUTEYL)
a9y Fo-yaena AU ATy GRRIIE
s
1 Uszeu
2 703UT¥5U
3 N3sUNT
4 NIIUNT
5 NIIUNT
6 NIIUNT
7 NITUNIT
8 N33UNNT
9 LAaYIYNIT
ANIENTTUNNT
10 AYILAUIYNTT
ARIENTTUNNT
DETERMINATION OF QUORUM (WA U URTUSE Y .o aw) Suuniu

Medical/ Science

Non - Medical / Non -Science/ lay Person

affiliated

non affiliated

male

female

1-5
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115¢fl 2 DISCLOSURE OF CONFLICT OF INTEREST (msiluauselemiiviudon)

(ilvldseaziden Ye-ans/ MUty mNuNeIted / ¥o91u3de/ protocol number)

13efi 3 APPROVAL OF THE MINUTES OF THE LAST MEETING

(FU9931891UNTUTEYUATITRTULN)

a

- MU Yur0sUTRITIENUMTUTEYNATIA oo TUT s WO Wl o
2559 4 1599039 1AgUTTHUANYNTIUNT
21529 5 Protocols Exempt from Reviewed / Protocols Expedite from Reviewed/ Protocols

Full Board from Reviewed (518971UN1SNUNIULASINISARIULN)

- agUlasesamidenlasunsiuses

No. con/ Approval | Protocol | Submission Title Principle
COE NO. Date Code Date Investigator

- MSNUMIULATINISNIULN

Exemption

COA/ COE NO.

Protocol Code

Protocol Submission Date

Protocol Title

Principle Investigator

Reviewers

Sponsor/CRO

Action Taken

Protocol Approval Date

Other comment

2-5
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Expedite

COA/ COE No.

Protocol Code

Protocol Submission Date

Protocol Title

Principle Investigator

Reviewers

Sponsor/CRO

Action Taken

Other comment

Full Board

COA/ COE No.

Protocol Code

Protocol Submission Date

Protocol Title

Principle Investigator

Reviewers

Sponsor/CRO

Action Taken

Other comment

25¢9N 6 Protocol Amendment (189U LA bLALLALIATITN9NITE)

COA/ COE No.

Protocol Code

Protocol Submission Date

Protocol Title

Principle Investigator

Reviewers

Sponsor/CRO

Action Taken

Other comment

21529 7 Progress Report/ Final Report/ Premature Termination (S1897UAMNAMULNUDINITINE/

F9897UNTATUNANITIFEY/ 51891UNT8RALATINITITY)

COA/ COE No.

Protocol Code

Protocol Submission Date

Protocol Title

Principle Investigator

3-5
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Reviewers

Sponsor/CRO

Action Taken

Other comment

139 8 Safety Report (51891uAMNUADALE)

91587 9 Protocol Noncompliance (s18uni1sidediuunsaliufifinnulasesnansidentasuse)

21529 10 Site Monitoring Visit (S1891UN15M5I1883)

215¢# 11 Protocol Review (M5N9150410AS9519A15798)

Full Board Review of Protocols

Protocol Code

Protocol Submission Date

Protocol Title

Principle Investigator

Reviewers

Sponsor/CRO

Action Taken

L] Suses [ vsuuswdluiiosuses
L] Jsudsudlavazindriansanlng

[ laisuses

(Approve/Resubmission and full board review/Disapprove)

Other comment

Protocol

Information Sheet

Consent Form

13efl 12 Other Matters (L‘%'m'ﬁ'u“])

ADJOURNMENT (n15Uansuseea)

This meeting was adjourned at

Prepared by:
DATE :

Checked by:
DATE:

Member Secretary

4-5
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Approved by:
DATE:

CHAIR (in behalf of the EC)
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DHURAKI] PUNDIT UNIVERSITY

UNUNNN13IANTTENA1TIATINT5IIY Management of Study Files

“ArsvinaneLenans”

unundinsvianelenans

A 4

WU NUTEYUANENTIUNTITLTTIY

ANSITY

fsauarasfeullivihateenals

A 4

asweydRlmiaeonas

A 4

ALTUNITIA8eNENS

A 4

\uanvneveyinatelenans

LALIIUNNTLBNETNYINGE

a wva Y a
n1suua NIUNAYDU
isenislassnsiedladnsaniueu A J N
waziiulinaus 3 U July (inactive file)
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Certificate of Evited

The Human Research Ethics Committee, Dhurakij Pundit University, Thailand, has reviewed and

approved the following protocol based on Declaration of Helsinki, the Belmont Report, CIOMS Guideline

and International Conference on Harmonization in Good Clinical Practice (ICH-GCP).

Protocol Title

Protocol Number
Principal Investigator
Institution
Co-Investigator

Institution
Approval Date

Expired Date

Chairman Vice President of Research & Development and

Innovation

The approved investigator must comply with the following conditions:

1. Strictly conduct the research as required by the protocol;

2. Use only the information sheet, consent form (and recruitment materials, if any), interview outlines and/or questionnaires bearing the
Research Ethics Committee’s seal of approval; and return one copy of such documents of the first subject recruited to the Research
Ethics Committee Dhurakij Pundit University (DPUREC) for the record;

3. Report to the Research Ethics Committee any serious adverse event or any changes in the research activity within five working days;

4. Provide reports to the Institutional Review Board concerning the progress of the research upon the specified period of time or when
requested;

5. If the study cannot be finished within the expired date of the approval certificate, the investigator is obliged to reapply for approval at
least one month before the date of expiration.

6. All the above approved documents are expired on the same date of the previously approved protocol (Protocol
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Please complete this form and submit to the Institutional Review Board before the due date.

§5uanuiuvauasausniuil : | Id5uanuiiuveunssangaiud AMUAVBINFTTIBNY
/ / / / L1 9 3ideu LI wn 6 wieu
[ Auganside vielaiiu 17
MNATLATING. e IUATUNINUA / /
Folasanis
(IVIBI).co e
(BNIGLISN oottt
Hdevean:
1 Have the data collection begun? Yes
No Goto7
2 | Have data been obtained directly from human participants? Yes Goto 4
No
3 | How many data have you been collected so farz ... %
a4 Total participants expected to be recruited at the beginning
Number of participants recruited
Number of participants expected to be recruited from now
Total drop-out or loss follow-up
Total participants still active or in contact
Total participants completed
5 | Which procedures do active participants have to undertake?
Questionnaire/interview
Specimen/sample collection
In vivo diagnostic devices
Interventions: e.g. drug trial, surgical procedure, radiation, isotope,...
Others
(SPECHY ). e
6 | Have there been any unexpected adverse events previously Yes NFULLUUITIBIU
reported to REC? Please specify No. of SAE No
FEPOM e
7 | Are there changes to the protocol or consent forms not previously Yes NFULUUTIEIU
reported to REC? No
8 | Explanatory Note: (if any)
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1 | wilsdesuses Approval Letter

1.1 Jufi¥useslasanis Initial COA Date

1.2 fuiifusessionnglasinis Extension COA Date
2 | wnansiisadias Related Official Letter
3 wuUBurensiansanasausn Initial Review Application LT

3.1 WUUBUYOTUNITNANITUIATILTA Initial Review Application Form

3.2 Laﬂmiuauwmaéjﬁmﬁm Member Reviewers Assignment Sheet

3.3 LUUSI89UNITUIELHURULRY Pl Self-assessment Form

3.4 WIUWISNaUsElewUvutau Pl COI declaration form

3.5 Insesidvatuge nwilng Protocol Synopsis Thai

3.6 1As9s13veatiudiu Full Protocol

3.7 yaLenasdugeuinsiulasan1s3dy  Informed Consent Package

3.7.1 lnansveyadesuigdmiudidndiululasiniside

Information Sheet for Research Participant

3.7.2 Wnaskansmnudugaudnsinlulasan1sise Consent form

3.8 nansuiindeyaeianaiing Case Report Form (CRF)

3.9 pnansussrdunusiiasualinsoanalas

Advertisements for Research Participant Recruitment

A Ya o

3.10 U'ﬁzﬁm’saaﬂfiﬁﬂl,l,azﬂmz Current CV of Pl/co-Pl/Research Team

3.11 nilsdieiuseensiinousHeIIdBvaNLAT ALY

Certificate of GCP and other Trainings for Pl/co PI/Research Team

e

3.12 ¢ilee338 Investigator’s Brochure

3.13 wuudaunu Questionnaire
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AF 06-07

3.14 quUsyanad Budget

38N13

1 (y)

3.15 1ONATVUNLLDIULITA I/ LATBILBNIINITHNNE

License of Drug/Medical Device

3.16 BNANSIAUYL IV UILALLAT DL DNIINITRNNE

Annex and Information of Drug/Medical Device

3.17 Tannasn1sanelauingnisliinin Material Transfer Agreement (MTA)

3.18 NANISNAITAULAYN1SEDE1S Result and Communication
32.18.1 wuuvuNnNan1sUseLiu (%ﬂi&ﬁﬂﬂuﬁ 1)

Reviewer Assessment Form (First Reviewer)

3.18.2 wuuduninuan1suseidiu ({Useiiiuaui 2)

Reviewer Assessment Form (Second Reviewer)

3.18.3 MI@OUINAKIIY Letter to Pl

3.18.4 Laﬂmimﬂl}ﬁ%ﬁl Correction From PI

3.19 Laﬂmi%"uﬂ Other

3.19.1 Yonnan1siIden1eAatn Clinical Trials Agreement

3.19.2 wnasusenuNIsIven1eeann (a13)

Insurance of Clinical Trial (if available)

3.19.3 WUULEUYRDYIIALATITIINeNTNUS

Approval Letter for Thesis Proposal

3.19.4 LLNuﬁ’uﬁﬂsﬁ’aga Data Record CD Rom

NM5BUVETUNITAY1 Resubmitted Document Review Application
4.1 WUUIUVDTUNISNASUNLATITINITIFEYT

Resubmitted Document Review Assessment Form

4.2 Laﬂa’l'ﬁmauwmwﬁﬂmim’l Member Reviewers Assigcnment Sheet

4.3 LUUIIEUNITUTELEUAULDY Pl Self-assessment Form

4.4 wuukdsRauselevdviugau Pl COl Declaration Form

4.5 Tasesnideatiuge nwnlneg  Protocol Synopsis Tha

4.6 1ase91939watiuldiu Full Protocol

2-5
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AF 06-07
a.7 ﬁqmLaﬂa’liﬁuaauL%W'ﬁ";ﬂﬂﬁﬂﬂ’lﬁff&l Informed Consent Package
a1Au 518015 1 (y)
4 4.7.1 wnansteyaesuigdmsudiinsidly Tasinsidy
(si9)

Information Sheet for Research Participant

4.7.2 Wonansuansnudugeuttnsnlulasinisive Consent Form

4.8 nansUuiindeyasanadns Case Report Form (CRF)

4.9 lonansUszrduiusiiesuainsenaiaing Advertisements for Research Participant

Recruitment

4.10 Uizfatﬂ%ﬁa%ﬁﬂuammg Current CV of Pl/co-PI/Research Team

4.11 ideSusemsinauTIveIIdevanuAz AN

Certificate of GCP and Other Trainings for Pl/co- Pl/Research Team

4.12 @jﬁa;ﬁ%’a Investigator’s Brochure

4.13 pyuvgaund Questionnaire

4.14 suUsyuna Budget

4.15 @NASTUNLTYUNTAUN / 1AFT9LDNINTITENNE

License of Drug / Medical Device

4.16 ENANTAAUYIMIVAUNLALLATDILDNIINITENNE

Annex and Information of Drug / Medical Device

4.17 Yannain1sanelewingn1aiin1n Material Transfer Agreement (MTA)

4.18 Wan15NA15UN Assessment Result

4.18.1 uuutuiinuan1susziduUsziiunuil) Reviewer Assessment Form

(First Reviewer)

4.18.2 uuuduninuan1suseidiu (§Useiiiuaui 2) Reviewer Assessment Form

(Second Reviewer)

4.18.3 wilsFeUIWARIY Letter to Pl

4.18.4 Laﬂm'ﬁﬁ]’mﬂ%’ﬂ Correction From Pl

4.19 Laﬂa'ﬁ%uq Others

4.19.1 99nnaan1511I9eM19Adln Clinical Trials Agreement

3-5
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A10U 32

AF 06-07
4.19.2 wnansuseAunTiden1sadiln (91d) Insurance of Clinical Trial
(if available)
a1nu 518015 1 (y)
4 4.19.3 wuULENRYRDYIIALATIS19INENTiNuS Approval Letter for Thesis Proposal

4.19.4 uruduiinUeya Data Record CD Rom

5 | nsiesanmsualalinAnlasisnenisides Amendment Review Application

5.1 msunluifisAuievesun1ssuses  Amendment for Approval Letter

5.2 199UNsHAsaAlLiNRL Amendment Assessment Report

5.3 AT NLARIIIUALLDEANBU-YAINTTUA LULALLR

Table : Comparison of The Previous Detail and After Amendment

5.4 onasatulfundanisunly New/Update Document (After Amendment)

55 51451 Others

6 | MINTUTIBNUANNATINEIVDINITINY Continuing Review

6.1 ﬁ’uﬁﬂﬁ]’mﬁﬁﬁa Letter From PI

6.2 LUUTIBUANNATINLY Continuing Review Report

6.3 WUUUTLHIUSTI89IUAINNNINLN

Assessment Form for Continuing Review Report

6.4 Tuiinudswan15Wansai Report of Review Result to Pl

6.5 5146] Others

7 | anueaseaaw/nsEiiutenue  Deviation/Violation

7.1 S19UANNAAIAAZDU/NTERU Uannuun Deviation/Violation Report

7.2 Guiinudswan1sWansain Report of Review Result to Pl

7.3 5146‘] Others

8 | n33ziulasin1In1sIdetiATI Termination/Suspension Application

8.1 ﬂ’uﬁmﬂﬂﬁﬁfﬁ'ﬁ Letter From PI

8.2 WUUTIB91UN13323UlATIN1INTI8TIATIN Termination/Suspension Report Form

8.3 TuVINUIINanN13#Ha7158u1 Report of Review Result to Pl

4-5
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318N13

1 (y)

n5asUnalasanside  Final Report

9.1 iﬁmmagﬂwaiﬂiﬂmsmﬁ% Final Report Form

9.2 mi‘ﬂﬁ]’1iimi’mmuagﬂmaiﬂﬁmimﬁ%ﬂ Final Report Assessment Report

9.3 314"‘] Others

10

N1IATIANTIUNNTITY Site Visit

10.1 Tuiinuae{3de Letter From IRB

10.2 fﬁ’mummimsm’mﬁw Site Visit Schedule

10.3 Jufinudean1siasan Letter to Pl

10.4 Buq Others

11

a | =2 [
ﬂ'ﬁW"\]’]im’ﬁWEN’]ULVQ?]’]?QILNWQU?S&QQ

Review of Serious Adverse Event Report

11.1 wumsnumgmsallifislszasdiiAaanzly KOMH SAE at KCMH

11.2 TufINUANan15Ra158d1 Report of Review Result to Pl

11.3 Buq Others

12

91U Miscellaneous

HATIDADU.eeeersnerrnsemsenrssesssns s ssseses s U e /e e YA

5-5
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AF 07-04

ARIZNTINNITIIYFITUNTIVL LUy We

M

WIMedegsnatuding

D P U LONEISTTLIILALLAALINUITULDULYITINNITIAY

NEW BUSINESS DNA

DHURAK!} PUNDIT UNIVERSITY E‘i’ﬂ‘Vi%’ULﬁﬂa’m 7_12 T_]
9
|
bA0SVU (VErSION). oo
o o A P

AWUN LADU U,

(dwiugidendnnsen)
LATINNT AT TN ULN D DE R NYNIY (U)o
NYIUUBUDITILIATINITINTVE TN e T1YTENIN e, v

a < 'y Y v o a a v
TFUATNUTITE BB evrrrrrressssssssseeeesesess e (Usulmanuusunauiae)

=& A = v

BANDEINAEANTIIVUOI oo e eeeee seeeeeee

¥
a va v A

Y Y a al & v Yo = v a v ! ° v &
dtesduisinlasenisl desegldfunsufudaed (ssuswasiBoalasldnrvifidnladeriilien

nunaglisunisufiResls agwls wieasvelianihezlstng

1 POULUUAIUD I I U
2. NLVDRNLEOATDT TIUIY oo Fourvdouliy Anss neluszeznaniiuiiou

B e et ettt ate et ettt e tt e —e et e te e ee et et teatt e te et s e teerteaneeeateeatete et e e teenaea seaeenes
e et ettt ettt et e e e et earen s

1%
v A

ATelfmnudssiion flazassquatiosodied Lilifoavileniiuly widifosidnliauiela Snda
Teendnsnlunsided desweunsavenitldnasniaan LLasﬁqﬁaqu’%aQ’UﬂmmﬁL%ﬂaaé“wismﬂ@mmsa
LS THO oo INTFNALOND oo naen 26 Flua

flaziiudesdumdeadunmugy lddamelilasvsiu

PadlaaunazinlasnyasdunvalAsINITLad
Y v < Y] 1 a
© 31100 B T3 IUTATINITE BITD oo

YR v @ Y 1 P
® 1109 UL U A TISIUTATINITR BGUDrrrreeeeeeoeoeeeeeeeeeeeeeee oo s s s s
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A10U 34
AF 07-06

My

ABIZNTINNTIIYTITUNTIVL LUNYWE

D P U U IgdagInatudng
WUUTI89UTATINSIETVENY S0

NEW BUSINESS DNA

DHURAKI] PUNDIT UNIVERSITY (Final Report Form)

VLA ULASINTg HolAsens (Protocol Title)
........... S, (nenlne:Thai) :
(89ng:English) :

sWalAT3n13 (Study Code) :

v o

B3989an (Principal Investigator)
A lng (Thai) :

8anq (English) :

‘171"@*&3: (Address) :

PN YINSFANA (Phone number) :

E-mail address :

Yoratiuayu (Sponsor’s Name) :

aoudidnw (Study site(s) :

UIELINTINSANYITaaA (Total Number of study participants) :

uEAleTuAnEantuNsANYY (Number of participants recruited in the study) :

lenasusznaun1sAne (Study materials) :

LUUNBSUNNTS N (Treatment form)

Study dose (s):

32YLLIVDINTSANEN (Duration of the study) :

o

nnUszasd (Objectives) :

AADUAIUIL oeereerecreressmerecsscsnecesnnsnessnenes W YA /...

(Please retain copy of the completed form for your study record)

1-2
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Edit2 011019 AF 07-06

ABIZNTINNTIIYTITUNTIVL LUNYWE

D P U U IgdagInatudng
WUUTI89UTATINSIETVENY S0

NEW BUSINESS DNA

My

DHURAKI] PUNDIT UNIVERSITY (Final Report Form)
= A e A, Yo
ANUIUYDUIMNNUIN Y/ AMUR/HBNUIENT e

AU e,
oo, )
919158V W/ANUA/HE1UENT/ ...

U oo oo
2-2
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A10U 35

AF 07-07
SS ABIZNITUNITITETITUNTIL lUNYBE
DPU U INYIREFINIU NG
P
' WUUTIBUVRIINAELENE151AT9319N153RY
aeu 1@ Folasans T/ e/ | Tu/feu/mn.e. MEWR)
1A59n13 fiseanda | Mfvasu 37 | anurlasans

158U 1AYYNITAMULNTTUNITITUFTTUNNTITEY WAZAMLNTTUNITITESITUNTIVY Y LienTaiNTan

N30 daualunussyy T ... YA Y

WMUNNETNIIUAENTTUNNSISUTIIUANTIVYD Useandaniu

wInendegsiatading

LAYIUNNTAMUENTTUNITITEETIUNTIIE Iuay e

W INgaegsNItMTIng

........... oo i
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AF 07-07

ABIZNITUNITITETITUNTIL lUNYBE

D PU U INYIREFINIU NG

NEW BUSINESS DNA

DHURAKI) PUNDIT UNIVERSITY

T

LUUSI89IUTDYINAN8LNET5IATIS19N15TRY

v a d'
AUNANUNANUTZYY

Use5UANENTTUNTTTE5TIUNTITE ULy e
wInendegsiatading

........... oo .

IR T I T T 0 o o T2 OO

R R R 12T SO
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AF 08-06

Ty

UM INgagINATUIANG

ABIZNTTUNTITTITUNTIL lUNYBE

o

a

DPU

NEW BUSINESS DNA

DHURAKIJ PUNDIT UNIVERSITY

wa a

=] LA %
LL'U‘U'i"IEJ\?"Iuﬂ'ﬁlfUﬂQLUU/ﬂ751uUﬂUﬂwﬁaﬂﬂaa\i

(Deviation / Non-Compliance / Violation Report)

Folasans
......................... (lne)
(English)

MNLEULATINNS.

S9alATIN1s (ad)

TeRIGHEE Insénvidnsie.:
andu: InsAnsidnsie.
Aatiuayun1TIde: InsAnsidnsie.

|:| WeauuaInlAsInigIde (Deviation from protocol)
|:| aviila (Violation)

[] hisenadesiundnnis (Non-Compliance)

I:' Minor
I:' Major

ussEea3y (Description):

NaanS (Outcome):

Afiuni19ae9ls (Actions taken):

ST oS e —

e91UlAeY
(Reportedby).....c.coovvverierennnn.

FU oo oo, YA

ATILALANENTTUNITITETTTUNTITE RN TUIMUNIW/A@UBLUE (Opinion/Recommendation)

ANZNTTUNNTITUTITUNTIFLEMUNIUAIU N e

T oS o o,
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A10U 36

AF 08-06
- ABIZNTTUNTITTITUNTIL lUNYBE
\ a o/ a C% a 4
umfmmaaqsnwmw&l
D I U ufumﬂamumil,ﬁ"mmu/n']s‘laiﬂﬁﬁ'aﬁaaﬂﬂé'aa
NEW BUSINESS DNA o , o
DHURAKIJ PUNDIT UNIVERSITY (Deviation / Non-Compliance / Violation Report)
N1TAINAYBIAIENTTUANTISUTITUANTIVY
UTE 5 TUAEATIUNITVT S TTUNTTITY TATUNH oo eeneoe ( )
SUT oS Y
2
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A10U 37

AF 09-06
- ABIZNTTUNTITETITUNTIL lUNYWE
\ a o/ a o a <
D P U uwﬂnmaﬂaaqsnaum%ﬂﬂ
WUUTIBUNISTUSasdaaSBuLasNISRaUEUDY
NEW BUSINESS DNA .
DHURAKIJ PUNDIT UNIVERSITY (Report of Compliant and Responses)
KUUNBINIUI509504158UNDEEUATLAZNITNDUAUDY
TN 121 Y
1ATINITITYNRUNGEY oo YA,
DTG D0 38U e
GAMEERNEEM) L1 evanasing O funasev/dunulasveusssy
E0 81 ) (55U
FEUBOY e
( )
PIITRDUBUDN ..o eeeee e ee oo eeseee e eeeeeee ceeeeeessseeeseess s eeeeesesee e
BT Aeiung
( )
1
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Human Research Ethics Office Dhurakij Pundit University
110/1-40 Prachachuen Road Laksi, Bangkok 10210, Thailand

Tel. 02-954-7300 Ext. 152  E-mail: ethics.dpu@dpu.ac.th website: https://www.dpu.ac.th/human-research/

AF 10-04/01.1 : egit-07-08-20 = COENO. ...

DPU

NEW BUSINESS DNA
DHURAR( PUROIT UNIVERSITY

i

LONA1SSUSIINSYNIIUNDSAUINSISSULASINISINY

a v a L1

ANENTINNITIIUFTINNTIVE LY LY WInedegsiatadiad Ysenalne anliunislinisiusesnis
gNIUNITUITesITUIATINITITeANAseylInIuas el TaeiansauuugIuves Declaration of
Helsinki, the Belmont Report, CIOMS Guideline @ ¢ International Conference on Harmonization in

Good Clinical Practice %58 ICH-GCP

Folasens - (lney)
Protocol Title : (English)
LlavlAsenng

ARRINED

JUNSUTBINTTENLAUNIITUN38555Y

U851UANYNIIUNNTITEETIUNTIR luayue FOIONTSUAHIBIUIVLATIAIUT

e 1. lidesdsdiuunluiinfislasiniside (Amendment) 181uAUM N (Progress Report) way
F18UATUNANTITY (Final Report)

Ya o

2. winfimsuilalasinsideniendnissuses Wigidesiiunsdaindulasinisidelm
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[ (-4
A1nU 38
Human Research Ethics Office Dhurakij Pundit University
110/1-40 Prachachuen Road Laksi, Bangkok 10210, Thailand

Tel. 02-954-7300 Ext. 152  E-mail: ethics.dpu@dpu.ac.th website: https://www.dpu.ac.th/human-research

DPU

NEW BUSINESS DN/
e VERSIT

) PUKCIT UNI

e

AF 10-04/01.1 : Edit:27-08-20

COE NO. ...

Certificate of Exemption

The Human Research Ethics Committee, Dhurakij Pundit University, Thailand, has exempted the
following protocol based on Declaration of Helsinki, the Belmont Report, CIOMS Guideline and

International Conference on Harmonization in Good Clinical Practice (ICH-GCP).

Protocol Title

Protocol Number
Principal Investigator
Institution
Co-Investigator
Institution

Date of Exemption

SIGNATUNE e SIGNATUIE. i

( ) ( )

Chairman Vice President of Research & Development and Innovation

Note: 1. No amendment, progress report, final report required

2. Any major approved exemption protocol modification, require new protocol submission
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A10U 39
AF 10-06

Ty

ARIZNTTUNTITETITUNTIL lUNYBE

o a <

UM INYagINATUIANEG

NEW BUSINESS DNA

DHURAKI) PUNDIT UNIVERSITY

KUUIIEUNTVBNYALATINITIRBUNVIUA

(Report of Study Termination)

YolAsINig
Mn81aYlATINIS.

(lne)

(English)
S va o
Yoridavan
Rl
mnglaulnsAnm g
Hatiuayunsidy mneLaulnsAng
og Bl
Fuudiun1sidenmuanulasinsidenlasuanuiiurey FuUNGY

Total Number of study participants :

No. of Study Arms:

@ o

IuuTumsidensudiuilunisive

Number of participants recruited in the study:

FunuFunsidefiadeauysel

Total participants completed

Frunudun1sidediliaieauysal

Total participants not completed

a o awv ?J

S28LAMININY WU

SUAUNNTINY Lo ¥

WBnslaiigsun1s3dededlasu (Which procedures do active participants have to undertake?)

O wuugeuanu/duniwal (Questionnaire/interview)

collection)

O nsesilodmsuitadeitnsnenie (In vivo diagnostic devices)

[ 1Audneeny/dsdingia (Specimen/sample

[ SUAnNSnuad (WU 81 56169 21eua)

kY

finsyerumansallifisszarilinnfn  admugnssunsasessaluseninnside (Have there been any

unexpected adverse events previously reported to REC?)

08 Olud

fimsveunly wWasuwladlasinsive vieludusenluszwingnside (Are there changes to the protocol or consent

forms not previously reported to REC? (I & [0 laidl

WRNaN15YenEAlATINITIAeuAmUA (Reason to terminate the study)

wHUNSIRN/uagiun1sidenlasutunlun1side (Plan to manage the participants recruited)

13 o

—~
]
oall

anvduenansliiig (Please retain copy of the completed form for your study record)

AITIUYBIARENTIUNTATITTTUNITITUTENUNIIU © oorerererserensesessesessseseres e
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AF 10-06
-~ ARIZNTTUNTITETITUNTIL lUNYBE
\ a o/ a £ a <
&I‘W"I’JVIEJ']aEJﬁq'iﬂﬁ]‘Uiuenﬂﬁl
D l U KUUTIPIUNITVONYALATINITILADUNUA
NEW BUSINESS DNA o
DHURAKI) PUNDIT UNIVERSITY (Report of Study Termination)
DU e ( ) AP YA YA
NI AU DA E N TTUNITDTITTTUNNTIVET oo eee e e s eeeee e ee e ee e s eeseseeeseeeeeeeeeeeees
UTEEIUANIYNTTHNTVIITTTHNITITUNAIU T e seessseeseeeeeeenens ( )
T e Y
2-2
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a10u 40

Human Research Ethics Office Dhurakij Pundit University

110/1-40 Prachachuen Road Laksi, Bangkok 10210, Thailand
Tel. 02-954-7300 Ext. 152 E-mail: ethics.dpu@dpu.ac.th website: https://www.dpu.ac.th/human-research/

AF 11-04/01.1 : Egit27-08-20

iy

DPU

EW BUSINESS DNA

DU AR ) PUKDIT UNIY

19NA1SSUSILASINISINY

COANO. o,

ANIZNTIUNITITEETIUMTITeTUuNYWE W Inedegsfatuding Usemelneg lavinsnsivaeunassuses

Taseansidemnuiiseylinuans visil Tnefiansanuuiiugiuves Declaration of Helsinki, the Belmont Report,

CIOMS Guideline wag International Conference on Harmonization in Good Clinical Practice %38 ICH-GCP

FalAsanNs

Protocol Title

LAYNlASINIG

HAYUNAN
U

HINARUIYU

o

va

RRERY

U
H9NANUBIIU
o ao
TUNSUIDY

Yuvanag

- (lne)

: (English)

Use51UAMENTIUNIITETTIUNTITE UL uE

€

o

N8 ﬂ‘VI"I‘Ll‘VIN’]‘L!ﬂ"lii‘l]ia\ﬁ]iﬂﬁii&lﬂ'ﬁ’ﬁ]ﬂﬂaﬁﬂ{]ﬂﬂﬂﬁﬂa‘lﬂ‘u

1. (ﬂ’lLuuﬂ?i’]"\lﬂm?u%i%ul’iﬂuiﬂiﬂiwﬂ’W‘S’Jﬁ]FJaEJNLﬂiﬁﬂ‘i(ﬂ

$9995N1SURANYIUIVE WAL WAILUN

2. Mwenasiuztheanadas Tuduwen (Wazionanaligdiswideislulavanond) uuudunival Waznie LUUEDUaIY lawIz il

n31UTETUYRIANENTTUNITISETTUNTITE Uty wazdsdiunenarsdsnaildiugidn3iuideaseneusnuny Anenssunis

9385530 W IUNYY W Inedess

AaTudind iy

I3 dundngiu

3. senumnsallifisUszasdeussiintuvsenisfsunladianssiidelag dennenssunisasesssunmsideluuyed aelu 5

Juinng

4. @enuANNATIMNBAMENIINNITITEETIUNMTIRE UYL Aunaiinvuarsewislasunisseve
5. mnmadeliannsadfiumsasaduneluimun {idedesduvesyifiviineu egees 1 Wou

6. wonasnnatui

~
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5:-] ﬁcu 40 Human Research Ethics Office Dhurakij Pundit University
110/1-40 Prachachuen Road Laksi, Bangkok 10210, Thailand
Tel. 02-954-7300 Ext. 152 E-mail: ethics.dpu@dpu.ac.th website: https://www.dpu.ac.th/human-research

AF 11-04/01.1 : egit:27-08-20 A COA No.

DPU

NEW BUSINESS DNA
DHURAKI) PURDIT UNIVE

RSITY

Ty

Certificate of Approbal

The Human Research Ethics Committee, Dhurakij Pundit University, Thailand, has reviewed and
approved the following protocol based on Declaration of Helsinki, the Belmont Report, CIOMS Guideline

and International Conference on Harmonization in Good Clinical Practice (ICH-GCP).

Protocol Title

Protocol Number
Principal Investigator
Institution
Co-Investigator

Institution
Approval Date

Expired Date

Chairman Vice President of Research & Development and

Innovation

The approved investigator must comply with the following conditions:

1. Strictly conduct the research as required by the protocol;

2. Use only the information sheet, consent form (and recruitment materials, if any), interview outlines and/or questionnaires bearing the
Research Ethics Committee’s seal of approval; and return one copy of such documents of the first subject recruited to the Research
Ethics Committee Dhurakij Pundit University (DPUREC) for the record;

3. Report to the Research Ethics Committee any serious adverse event or any changes in the research activity within five working days;

4. Provide reports to the Institutional Review Board concerning the progress of the research upon the specified period of time or when
requested;

5. If the study cannot be finished within the expired date of the approval certificate, the investigator is obliged to reapply for approval at
least one month before the date of expiration.

6. All the above approved documents are expired on the same date of the previously approved protocol (Protocol
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a1au 41
AF 11-06

ABIZNTINNTIIYTITUNTIVL LU We

U N IMgdagInatudng

[ ) l wuunasuseumanIsallaineUszasirens
\| A‘! 8 ,\l//\\ .
L},.E\QAK%L,J&IINTE%%!;QW (Serious Adverse Event Report Form)

Ty

ALY ﬂ'a:mﬁﬂianLLUUWa%uLLamLuULaﬂmiﬁﬁ’nflu (Please fill in the form and attach documents if necessary).

Folasanig
(lnw)
(English)

MNLAVLATING

1. ussenewsnsallifisUsvasd visedaymireusdlaege (Brief description of the serious adverse event or

problem)

2. maUszliumvanisal wsedym (Evaluation of event or problem)

ANNSIBLSe (Seriousness): \d@e339 (death)

ANATNABAIN (life threatening)
ANsusenIAAUEINNTa (disability)
(I¥nwululsmeuianieeglulsmeruiauiuiu) new/prolonged hospitalization

WNILANILLA (congenital anomalies)

o

ﬁ%’agﬂu@:ﬁa@ wuaa (Already mentioned in-investigator brochure)

1o
Tafla
ﬁ%’agaﬁmﬂmana'ls‘*z’iagaé"m%uQ’%’Uﬂﬂiﬁﬁ'ﬂué’q (Already mentioned in the patient information sheet)
1o
Talla
fimudunusiue/Asn1s/nsesliaNfnen (Relationship with the investigational
drugs/procedures/devices):
Usziliulng NAUUALUNITIVY (sponsor) W398 (investigator)
119zLAEU94 (probably) 1193LAYI184 (probably)
91908V possibly 919LNEUBpOssibly
lains1u (unknown Tlains1u (unknown
Tains1u (unknown Tlains1u (unknown
1-3
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AF 11-06
a a o L4
[ ﬂm%ﬂ553Jﬂ']3‘i]3855531ﬂ']5'2%EJI‘IJ%J‘L!‘UEJ
= ’
D P N IMgdagInatudng
wuunasuseumanIsallaineUszasirens
\| N YN A .
L},.E\QAK%LA&IINTE&%,J;SM (Serious Adverse Event Report Form)
Naaws (Outcomes): 81NIVINBUE/ATULED
(resolved/improved)
amsdiladAsunias (unchanged)
271715u889 (worsened)
\d@eT3n (fatal)
fvoya (not available)
quéﬁﬁaﬁtﬁm%’m (Site involved): Lﬁﬂﬁ@uéﬁ%’aﬁagﬂumm%’uﬁmawaﬂsﬁwmma

'
fa v A

\nfAugIdeaue (other sites)

N13WA5UVRLIIY (Investigator considerations):

1. Iﬁ%gammaﬂmuawamm@uﬂamLﬁmam (Notification to human subjects using new or additional informed

consent). AlUNIIUN (required immediately)
ﬁwLﬁumiLﬁammaﬁﬂsmwwﬁ%’ﬂumiﬁmwmaﬂ%y’ﬁﬁml"d (required for the next appointment)

laifmauds (not required)

2. WaguuUas visengnn1533e (Change in or suspension of research). NYANITIVY suspension
fnsidsuntas (change)

laideeAuiiunis (no action required)

dmFunsIuN15/0YNIINNTS W15 SAE (SAE subcommittee considerations):

1. Iﬁ%gammaﬂmuamamm@uﬂamL‘ﬁmam (Notification to human subjects using new or additional informed

consent). AluNISiud (required immediately)
ﬁﬁ’ﬁLﬁumiLﬁammaﬁﬂ3mww§3%’a°lumﬁﬁwmaﬂ%y’qﬁﬂiﬂ (required for the next appointment)

laifmauds (not required)

2. 1arunlas M’%a%qﬂmﬁ{fﬂ (Change in or suspension of research qumﬁﬁs suspension
fn1swasuuyas (change)

laifmeAiiunis (no action required)

3. §UN57U (Acknowledgement)

Comment :
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Ty

DPU

NEW BUSINESS DNA

DHURAKIJ) PUNDIT UNIVERSITY

ABIZNTINNTIIYTITUNTIVL LU We

N IMgdagInatudng

wuunasuseumanIsallaineUszasirens

(Serious Adverse Event Report Form)

Note: N13elun1synegemeiid 11 saiun1sUss U ANENIIUNNTT385 530NN TIT8 ALY (ALl actions have to be

referred to full board).

Chairman
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iy

DPY

BUSINESS )

NDIT UNIV

ABIZNTINNITIILFITUNITITL LUNYwe

uIMedegInatuding

WUULEAINANTITHIITUNLATINITIIVBIENTIAMAIN8UEN

nuU8alATINIG.

Folasans
(lne)
(English)

nsfinrsanuuu L Exemption or [ Expedited Review [ Full board (drwiunsuznssunis)

USSEJ']EJH';;UIﬂNﬂ’]’i%’EJ (Descriptive summary of the protocol) :

NANISNATUN :

1-2
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Suggestion/Recommendation :

GNVFATEHTEGY

( ) AU e Y

Risk/ Benefit Categories:

v A

[ 1 Research involving not greater than minimal risk. (ANS39EN
a 9 ) a a 2 v
LﬂEJ'NJENﬂ‘Uﬁ'J’]lILﬂENLWElQLaﬂuaﬂ)
[ Research involving greater than minimal risk but presenting the
prospect of direct benefit to the individual ~subjects (MFITeMABIToINUAILEEIINAIUNALG LA
=3 € 1 LYl
wananaUsylevineanaatnsinensiluaunnn)

[] Research involving greater than minimal risk and no prospect of
direct benefit to individual subjects, but likely to yield generalizable knowledge about the
subject’s disorder or condition. (M3¥efiAgrdestuanuideunnniuniuazlillduansdsuselemnise
oranasinslagmsduounan uwianudululifvimnuiifeiuFesmnuinusniniennyvedsaves
oranasins Ul iudtasnudugle)

[ $uq (5z)

2-2
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AF 12-06
ABIZNTIUNITIILFITUNTITL UnYwe
WIMedegInatuding
1‘11?1?1]Lﬁ@;ﬂﬂimﬂlﬁﬁﬂﬂi:aﬁﬁ%’ﬂmw\i (Serious Adverse Event Summary Sheet)
Folasan1533e (Study Title) :
nuLavlATING
SNALATINISI98 613 (Study Code) : (REC NO)...ovvoo..
4 o dn WU | F1897U
anwasnansallaing Ui . AN s - AUUZUY/NISURUR
. | (CIOMS . (Date of | AuyIIY - v . Usslduaivie
A10U Useden (Date of (Initial) | AAAY NAANS (Opinion / Action
p Case Follow (Site) (Causality
7 (Description of Event) (No. of | (Follow | (Outcome) Suggested)
No.) up) Assessment) -
Adverse Events) (D/M/Y) similar up) (AAULIUVBY REC)
(D/M/Y) L o
event)** | AW
1
2
3
F189ULAE (REPOIE DY) ..o (e ) T Y2 YA
NAIUNUNIULAE (Reviewed DY) ... (e ). T YA Y2
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= AF 13-06
D P U ABIZNITUNITIILTITUNTIVL IUNYBE
ok uwmendgshniosdind
WUUUSZIIUYD98YNTTUNTT SAE
ARIAUNTTUNITHUTZRU: ecereceeereeomnesennneenneesssessssssssssssenns BIU N eeeenvenneceesseessnnesseseessmessssssseesssaeees ST Y YA
il 1@l Fuil Study Code | wun8LaY YoFev/i3se Gl
1A39N13

swars O saes [ susars [ Others..cocceiceee

£ 71T OO 37897

LU Initial Report............vvveeecove... 89U

[J 1fm on sitenm e 5189

EVENT o
Date OCCUITE. ..ot
Date reported to IRB......coocvierrcreerccreeie
Causal Relationship.......ccreeireee e

MBUBADNLTU ..o oo

......................................................... (RN T U Yo 12c )

O AluUssinel $7897U
a3U Events ay Causal RelationShip.........cccc..ocreeeiiecreviiisecceiiecceseissceseeieeeeennees
MBUBADNLTU .o
1
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AF 13-06

v
-

Study Code | w8LaY %JaL'éaa/g’ﬁﬁ'a asu

=p.

i
LaUN U

TAsanns

D AR LUANIUTEAN e 18U

d3U Events uaz Causal Relationship.. e rees

BEUDADVHETAU e veeoeeeeeee e seessesesesessseeseessessessesssesssesssssessesssessesssssessssssessssssesesssesssnsesssmsesees

1y Follow-up Report.....een. $7897U

O Am on siten e 51891U
Date followed Up....cerereicecnceerereeeee
Date reported to IRB......ccoevrieiereecreeen,

Causal Relationship.......cercriciererceseree s

BALDEDVTU oo e
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NEW BUSINESS DNA

Ty
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-]

173
Seu UsEEuANENIINNTITEsTINMTINEluIyd W Inedugshatuding

AN Y.t e

v IS (3 1
T2 VOSSOSO fianuUszasdvesioan
TATINTITEETOL (NVYTINIY) oo s
(VVVBANEE) orvrrvrrrrrrreere e
LAYMBNAITTUTOL (COA/COE.. )urrrrimerrrssiersssseessssenesssesessemesesssneneese FIlANIUN1TTUTRI9N
AENTTUNITTEETTUNTITETUNYGE WOTUN. s wagldluuenalsusenauns

NINTU P9

1. MeunansaiiunTIdeiiiovedenglasaimideiiumsiuses 3w 1 e

9D oo
(e )
A8 / Wnihlasaniide
R N
(oot s )
mmiéﬁﬂ?ﬂm/ﬂmuﬁ/ﬂé’mami/ﬁwﬁmmiw/ ..................
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;'\i[\."\/’ BUS'NESS D r"‘—]'/‘\ a v 1 a [ a_ o a ¢
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Ty

a o

F18UHAN1TATUNNTILNYarBa1g lATIN1TITENHIUNTT USRS

NAMLNITINNTITEFTIUNTITuNYEE WnInedegsnatauding uda

BBUATINTTAVY (N VENITIE) oo oo
FBLATINTITIVY (AVEBVDIN) oo oo eeeoees e s e

ya v

= o/ £ a o
?IQN?QEJ/W'JWU’]IWNW]TJQEJ .............................................................................................................................

=
NYaTLBYN

1. deyaigriuaaadaslulasinisidy

SUATLIUR U (519)

1. uIULIAAIATNABINININLA (Total required)

2. UIUDIEANAT AU NTULBUNSINLATINISIFY (consented)

3. SIUeId@1@ATNlINIUNISARNTSEY (Screening failures)

. InueaalinsiineuiviiegnaonneueenaNATINITIdY (Withdrawals)

. UIUTNEENATENTINTENIN9NTIFY (Deaths during study)

- nueanalinsiiegluseninmsidy (Active subjects)

- nueaalinsieglusenindinniu (Follow-up subjects)

| N O | B~

. Snueanalnsniasadunside (Total subjects completing study) (L

1@AASIUTD 3 DB 7)

2. FeyaeatumgnisallifisUszasduiindeuss (Serious adverse events) viseinsnsaifiasdeinae
JumanisallifisUszasdvdnitousiwazlininfia (Suspected Unexpected Serious Adverse

Reactions, SUSARs) MAATUse1319A L IUULASINTIFY
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2.1 vindiwnnsalliiauseasdaiindrauss (Serious adverse events) wsawnnIsaiNasdeinazduy
wansalldfisussasdasiinironsauazlinnfnuineu (Suspected Unexpected Serious
Adverse Reactions, SUSARs) @simugdilasieanunnnnenssunisaiatsanvsely
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