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3 AnuSuURAYeU 40
4 dumeumseniuey 40
5 919azdunnsaiuay 40
5.1 MseneausHUsEUdmiULnII9sUTes 40
5.2 NMSM3LUNISRNBUIUNBUAITNTIASUTDI 41
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5.4 NMIANEUNITRNDUTUIENINNITATIVSUTD 42
5.5 NM1sUsEiuNISHnaUT 43
ANANUIN 43
LONANTO1D a4
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1. dnguszena
\eAUIERTIATUTE9 Wagnsiasuses Hnvin Tidanuianudilalunszuiunmsnyiaiuses

2. YaULYA
FidununessuiaseuaumsiineusunaniniusemunmALENTIIN SIS esTIIN TSty ve
WAESTUUTUTRIA A NAMYNIINNNTT 855N TITe UL YE VounTI195UT0e" kagHnTIaTUTee Anvin
fidhsnlumnsaduses

3. ANuUinYaU
NUTFVUTUTBIAUNINANYNTTUNTITEFTTUNMTITEIULLwE Faviivuanisineusuusedntuag
wNEAY I INeININITANOUTH Useiliun1vinaurenuzEnI195U509 TIuimsiinausunauns
MTIATUTOI"

4. JUNDUNITANTUNNS

Yunay K3Uknvau

1 | msineusudszdnUdmiugnsiaiuses NUITUUTUTREY

2 | wlunsENeUTUNUNINTIITUTEN NUITUUTUTREY

3 | suflunsineusuneunsngiatuses NUITUUTUTRI/ NGNS

4 | auflunsiineususeninmsaiuses UTEUUTUTREY/

N An5795U599
5 | Ussilunsilneusudniasuses Jnvin NUITTUUTUTRV/ANTISUTRe Y
AUsTENUUNIRTIITUTELY
9599505097 Hnvin

5. swaziBundunaunasidiunig
5.1 HneusudszanlUdmiudnsaa
5.1.1 91us2UUTUT09Y Useauauny SIDCER-FERCAP 38 N5IAMIRIA1UN1TATI
Suses lumsdaviihidenisiineusudmsugnsiasuses
5.1.2 usEUU§UTesT MunaineIns Weussengluhidenifeitoes
5.1.3 uUsEUUTUTes Uszauanudawmisuanuiinisiineusy uazdu q Mfedos
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5.1.4 uszuUiUses Ussanunudarmesuses sumnedetiflegdaqiiuinsumsiinousy
5.2 MINFBUNMIENDUINADUNIINTIATUTEN
5.2.1 9R9N58UNSNNUEINTUAITATIIUTBIAMNINAMENTIUNITITTITUNTIVY
Tugyed (Munuunesun1InsIIsuses)
5.2.1.1 TnUseatAuninsnsiasuses
5.2.1.2 1A5IN15M5ATI9TUTRIRNINY
5.2.1.3 AMTINVNTANTUNUNINTZILT VDIEATIATUTE
5.2.1.4 unumvewrnIIafuses lunsinnsiasuses
5.2.2 avifmuanisiineusulifidomeseungy dil
5.2.2.1 International Laz National Ethical Guidelines # 19lutfa9 Yuuaz
ansvdffienademsuiieszneunisniasuses
5.2.2.2 ngvaneuayssideudetifusing q vesssmdlnefeadesiun1iide/
[YTITUNTIVY
5.2.2.3 F5M13A5125UTE LaENTEUIUNSHAIUIAMAINNITNTIITUTONM
5.2.2.4 mslduuuneasulun1snsnasuses
5.2.2.5 HdeBu 4 suwingay @3 Lﬁaﬁwmawﬁmmiﬁm;:Imn%’maq°1 Hrim
5.2.3 yunaAnens ieussengluideiieades
5.2.4 UszUUSUIRT Ussmasualinsgnsiasuses Ine duivlednussuuiuses
“ warUsEaIuUIUATEYINTITE ULy LY
5.2.5 Uszanunudawdenaouiinisiineusy wasdu q Mieades
5.3 M3ALEUNSENBUINADUNIINTIVTUTON
5.3.1 sdlumsiineusuaaiidediimue
5.3.2 Inenseslideyatvweumitonlunisiineusy wiosananieinguszasdvos
msinevusy uasthiauetideiiietes
5.3.3 AngdnTIaiuTes Ussguiastuastunou fodl
5331 nsvvaunislunsdadensiuiukarUssinnlaseinnsidofaginun
MTIITUTBI"
5332 fupouuayisnislunismsiaiusesn Sdwielud
(1) N399I NIIUAMENTINNITITEsTTUNTITeluny vl
(NECAST Form 010: Office Visit Checklist)
(2) NSATIRANTNNINVBIAULNTTUNTITUFITUNTITE WY e
(NECAST Form 011: Membership File Review Checklist)
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(3) MINTINVITAWTUNULINTZIW (NECAST Form 012: SOP Review
Checklist)

(@) MINTINNINNTULATITNTIFE (NECAST Form 014: Protocol
File Review Checklist)

(5) MIATIINTRINTAUTWNUANNUFEANY (NECAST Form 020:
SAE Review Checklist)

(6) MInIINTIATITI8UNTUTEYL (NECAST Form 019: Meeting
Minutes Review Checklist)

(1) msndenansalnmsuseyuauenssuns (NECAST Form 021:
Board Meeting Observation Checklist)

(8) msdumuninssunsuasd i dninam (NECAST Form 013:
Interview Checklist)

5.3.4 It 519505897 (Lead Surveyor) 18uni1g1ulun1sid1nsiasuses
Tuuunesu NECAST Form 009: Survey Team Assignment

5.4 MIAEUNITHNDUIUTENINNINTIRTUTDIAUNINAMLNTINNTAIVFTINNTIVE TuNYBe

5.4.1 AaizipRiuse dadenlasinsideduauegietion 15 Tasins ndiydsede

lassms3ds 3 Yeundsianenssumssssssaumaideluuyuddan Wevunnge

fusesr Tnelassnideiignidenmsidusunuvesssianlasinisidonaznng

91577 narnnateauUszLanauLd o Tneddedadnduveslasanis
Anugnssunssdossaumdelunywdfiansan 1

® Full Board review (Clinical trials of drugs and vaccines/ Clinical
investigation of medical devices/ Social science or behavioral
research/ Educational research)

® [Expedited review

® Exemption from review
5.4.2 Wantignsiafusest Aaidentardinedelasanside dunu 15 lasims ign
dAadenlyifuszanunuanznssunsaiesssumAdulunyudifedansvaonans
Tasamsisemusedefidnidondmiumsnsiasuses
5.4.3 Tugszeziia 3 TuveIn1IngIasUses §n195uses nvinaistiewmaeunay
UFtRnuiuuzivesazdnafusest Wlelvinisnsiasusest aunsauseiiiu
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MsUFURvifives REC/IRB/IEC aseunguUszifiudify (munuuUszifiu) uaz
d159q8%9
5.4.4 favniuses Andeamedont s ufianssunmsineusuasmanasuses Asutis
4 Ju vndpsasuses Anianulaliannsadisiufanssuldasuiiuuaziaass
sxgniimnsanliduiisaddaunanisallunisnsiaiuses At
5.4.5 viuasadunanmaiuse fusvaununmnaiuses seulssnatedasli iy
HP595UT89 Hnvin wazgdunnnisal
5.5 n1suszdiunisinausy
5.5.1 #8991nN15AIUNTHNBUTRAYNIINTIITUTENM KRTI95uTesd Rnvinatlavin
wuunmgaayu NECAST Form 022: Survey Trainee Quiz
5.5.2 {05335U599% NNYIUUTTEUNITINIUYeInTI95UTee Hnvin anelanisgua
YpInU NECAST Form 023: Group Work Summary
5.5.3 {nT195UT097 Hnvinuseiiiunanisineusuuazn1snsiasuses laglduuudseiiiy
NECAST Form 024: Surveyor Training Course Evaluation 1ABIUTEUUSTUTOE
Judinuiuunegeunasiuulssiiu
5.5.4 9uszuuiuses Wudasunansineusu nsasuses Inin wasiiusenune
iedaviniduteyauszneumsiannmsiineususioly
6. NAKUIN
NECAST Survey Forms
Form 009 Survey Team Assignment
Form 010 Office Visit Checklist
Form 011 Membership File Review Checklist
Form 012 SOP Review Checklist
Form 013 Interview Checklist
Form 014 Protocol File Review Checklist
Form 019 Meeting Minutes Review Checklist
Form 020 SAE Review Checklist
Form 021 Board Meeting Observation Checklist
Form 022 Survey Trainee Quiz
Form 023 Group Work Summary

Form 024 Surveyor Training Course Evaluation
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7. 1@NA1991994

7.1 Surveying and Evaluating Ethical Review Practices: a complementary guideline to the

Operational Guidelines for Ethics Committees That Review Biomedical Research. World

Health Organization 2002.

7.2 Operational Guidelines for Ethics Committees That Review Biomedical Research. World

Health Organization 2000.

7.3 Standards and Operational Guidance for Ethics Review of Health-Related Research with

Human Participants. World Health Organization 2011.

8. Uszannisunbutandns

WNTFIUTTUUTUTOIAMUAN
ANENTIUNITASEEITIUNTIVE U
uywd

Hinvin adui Ui wanaNsuAlunan
ANEINAUlATINTTAALETURRILN 01 |27 &wnay 2557 | avuusn
WINIFIUIUITETTIUMTITeTuAY
ANEVINURRIUNTTALTUNTS 01.1 |9 fweu 2564 | USUUgednuuwaen ¥
UINTFIUTTUUTUTOIAUNMN
AMZNTTUNITAIUTTTUNTIAE Y
uywe
ANEYINUNRIUNTSANTUNS 02 |9 figuieu 2566 | atuiiaes
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Tunduly
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(Weandssau gunid)
Usesuamusyuiauntsuilunsunggiu
STUUTUTDIAAMANENIINNTIITEETTUNTIVE [y e
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(n3.50s0ddlyn InAandoTand)
HETMIUNINBWINTTTUNTSITY
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[

1. dnguszesa
WBeSU18D9RINTTUIUNINTIITUTBIAUNINANENTTUNITATETTTUN TIT UL WAL T us
UATIAUNTTUIUNTS

VBULYA
FBANIUNULINTFINTATEUARUNITATIVTUTON T8AU 2 UagTehU 3 119N15A5I95UTOIATININ

(initial survey) uaEN1INTIITUTBIT (re-survey) LlBsBBIYNITTUTBI

3. ANUSURAYAU

3.1 gusmsanndy
3.1.1 W5 siUauazUnnisusey
3.2 AMZNIIUNIAIBFTINNTIVe lunywd/ W miiidineu

[
(Y

3.2.1 AUl UERTIAAnAUNITTUTOINMAINANENTTINITITESTINMTIAE Y

WY FENINNIINTIVTUTO
3.2.2 WsunsilauasUanisusey
3.2.3 WW1SUNSaunIual

3.3 AMLENTIITUTDIANAINAMENTINNTITEFTINNTITE TNy Bd
Wenyuanui nuniuenans dunval dunnnisainsuses wasasurauseaniu

4. YUNDUNITAIUITU

o w

2
[

Tunau HSUlnvay
1 WUausyyu AU IVRIAn1UU/REC/IRB/IEC/
\ ANZENTIVTUTO
2 B HGRRINT ANZENTINTUTE
3 NUNIULBNANT AMZANTINTUTO
4 dunwal ANZENTINTUTE
5 | dunanisainnsusyyuves REC/IRB/IEC AMZANTINTUTO
6 agunalsyiniu ANZENTINTUTE
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Yo

YUnDU WNIUNAYDU

Y

a

UnUseyu AMZANTIATUTBIVREC/IRB/IEC /{UTM3
annUu/191mtih# REC/IRB/IEC

5. $79as08AN15ALIUIU

5.1 msatunisiaysyy

5.1.1 ARgRm$I9TUTR WhUsEumu i pan annuil amseyluivuems egrmdeumses

noudaUseyuegtos 10 w1l MIUaUsvyaRedaguluiugsnemMInTIasuses

iWednaueinguszasduazszilou nsnafusesing q egradumenisuas
dielinnizdnsiaiusesn Iéunsiumsvhauves REC/IRB/IEC Tunwsau
5.1.2 Az n5395U509 K{n53a5Us0e Hnvin wazdunanisal asuuluwuunesy
Fonnasnssnweuduves REC/IRB/IEC Angaa3usos neudanisusz
5.1.3 ffu3ynsvesantUu w3oUsEsu REC/IRB/IEC niofunuillasuusumneidudiln
Uszgumuailufivunnis a9 ulses1u REC/IRB/IEC w3 o unudi 14§y
waunue dnauedeyaninudunn lassadeesdns nsanduau wagnanis
AT UIIUVD9 REC/IRB/IEC aaly NECAST Survey Template 01 - REC/IRB/IEC

Presentation for Opening Meeting

5.1.4 W I 1ANEERTITUTEIM UNAUBUHUNITATIATUTOIM (NECAST Survey

Template 02 - Survey Plan for the Opening Meeting) maummﬁam&ialﬂﬁ

5.1.4.1 Qﬂﬂiﬂﬁﬂﬂ&]LLﬁ%%@UL%m%@ﬂﬂﬂ‘imi’m%ﬂﬁ@ﬂ“’l

5.1.4.2 iwmmmzﬂmw%’maw
5.1.0.3 WHUNITATISUTBI

5.1.4.4 oI IunliUsenaunsUsEEiuAnIn 5 110557U baun
(1) Tassas19uazeda Usznauves REC/IRB/IEC (Structure and

Composition of the REC/IRB/IEC)

(2) msujUFEmuuleuigiante (Adherence to Specific Policies)
(3) AIUATUAIUVOINTZUIUNITNAITUNUNIU (Completeness

of its Review Process)

@) AsEUIUNTRNTUIMUMILAAIRNSIiuTau (After Approval

Review Process)

(5) A1STANITLONANTHALNITHAUSNYILBNATS (Documentation

and Archiving)
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5.1.4.5 Lonasenedeitliusznounmsusediu (Wu nguane sedeudedady
waTWUINAUH TR 9)

5.1.4.6 lONasT9zUeNUNIY

5.1.4.7 msdununinssunsasessaumsiadslusnuduagidwii REC/IRB/EC

5.1.4.8 Muuady 1381 MUAUTTYL

5.2 asdenvusaud
Ar5193usess euvudinnuanenssunnsasosssunsIdeluuywd eusziiu
AnawNzanvasdineuY guasaldtinmy nszuaunsng 4 lumsiidumsiientuenans
MsInfiueNas N133N¥IANAY Lna1s8sBanazuuImUiURseaurRnazszauana
Adutiagiu weluladansaumea uazszuugiuteya warUszidiulagld NECAST Form 008:

Declaration of Conflict of Interest

5.3 NISNUNIULBNENT
5.3.1 LONANTUAGA REC/IRB/IEC
5.3.1.1 fHS1u1ausins
5.3.1.2 M35zy38T0 nsusuIantii ANUFUAATOU LazI1TEN1IAIT
ALVUYBIAENTTUNITITETTTUNNTITE UL
5.3.1.3 nMaeunIids/dseniausiana REC/IRB/IEC Tyaanssunau
5.3.2 18n&s REC/IRB/IEC wagdtinaiu
5.3.2.1 REC/IRB/IEC Usziiulaglduwuunesy NECAST Form 011: Membership File
Review Checklist
(1) enanssnuseiRvesnssunsfiviuade (up-to-date) egsiiey
melunnszveansuseia
(2) YonnasmssnmAuduvesnssunsinsasunuLazasiud
(3) Tonnay/enalrshanaanuiluniswianalseleviliug ouved
nssuMsinmsannuas Tui
(@) Useifnazn1sinausuuednssunis lawn (n) nangiunis
Aneusuiluguduaiesssunsideluuyed wae (1) vdng
maieusudu q MAadesiuaiesssumsidsluuyud
(5) mndAU5nuBase (Independent Consultant) Tns298@0U
LONANINIUAIR /T oRNA AMANUR (BnUsedR) N15IANTS
HaUsEleyyiugaULAZN1TAINTBNNAINITINIAILEY
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(6) LONATLUINANTTNANTUIVRY REC/IRB/IEC ATOUARIBE 19t 0
(n) ngunasikazdsnsiansanlui Ussyu (v) ngunasinng
fTUILUUITIAULaENIAAAY (A) Ussiuiinumiufiansan
(9) MIANNTUIAFY (2) NTUINANITAAFU (R) N1TNUNIU
WATURARL
5.3.2.2 REC/IRB/IEC
(1) Tassa$ravesdineu $1uu aand wazdumdadimii
Tudiinau
(2) nasviendngruiuansfeunumuiiifinruuiiaveu (Tem
of Reference) Lagasgiumianinfivessesiu seUsesu
N3INNT 1@v1YMs waskdmiiiidnanu
(3) LonansdnuseRfiviuary (up-to-date) eestioediafinnsiaun
Ay Vi3DATUINTEUBS REC/IRB/IEC
(@) wdngrumsiineusuveadmihiiduaiessuniside waz/vie
MU TR finAe el
(5) tenansuuInansdulasamsidoiiievesunsRiansandiu
A5u599% Vi eunUfURINTde srydunou uazienans
Usgnaumstuiue uarszozanildfanson
5.3.3 38anfiunsuinsgiue Useiliulaglduuunesy NECAST Form 012: SOP Review
Checklist
5.3.3.1 fhdefisndudenisvhauves REC/IRB/IEC asudu (Completeness)
5.3.3.2 fiflemuarseaziduniidenades lifinudaudaiu (Consistency)
5.3.3.3 BaunuURsusssunsideana ssilsutetarululssinenazlu
isUssmafidufiveusu (Compliance)
5.3.4 1enanslasssideduvesunisfiansan
5.3.4.1 enanslassmsideiduve
(1) Fuasudularauysainumudemuaes REC/IRB/IEC
(2) W@mihil REC/RB/IEC Tddilumsnsiaaouienansmuiszyly
WANTUNITUINTFIU BEATUNIU
5.3.4.2 Myaamnzileu
(1) lassmsidelasumsamedouieuioy
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@ Tasamsiseldgnuiinlilugiudeyaiiionsinniunisds
lenasIEUATIATIMT/ B unTAuaAlATINTg
5.3.4.3 SE8¥IR
Tasamsiselisunsinsaunsanunaifissyluisduiumns
UIATFIU
5.3.5 nsnsiaaouuillasamsideiident’y Yssdiulnelduuumiesy NECAST Form 014:
Protocol File Review Checklist
5.3.5.1 AATIEANITRTUINOINTTUNSIUUTEAUAT 9 Ausdelu NECAST
Form 014 Protocol File Review Checklist
5.3.5.2 agUAigniasusest nunazdelausuuzlunsuuussastunuuvesy
NECAST Form 015: Quality of Initial Review Checklist ety NECAST
Form 016: Quality of Resubmission and Continuing Review Checklist
5.3.5.3 asunani1suszidiuannnlasanisideaslu NECAST Form 017: Quality
of Initial Review Pareto Wag NECAST Form 018: Quality of Resubmission
and Continuing Review Pareto
5.3.6 19NANINTTNFUTEYN MENUMIMIUTEYNLazsAeansiuinide
5.3.6.1 Wonienanin1suseyy ua 315en1sUseguwasTeun1sussyuaIan
Houda 3 ady
5.3.6.2 A539e8UI
(1) mivdedgyusezyy - Msvlundvdofgussyunseiuissly
F189UNTUTTYU
(2) wnumdsery - Lﬂfamiui’mmmiﬂﬁzﬁ;mazﬁauﬂizLﬁu
drfnuaziinsinduiiaenadosiuinse Gunsu/diuseu/l
WiugaU)
5.3.6.3 wisdeuds/Ansiotinide fdeyatifiameuarasnadasiunisfionsan
93 REC/IRB/IEC
5.3.7 nanssneanmensadlidielszasid1ense (SAE Report)
5.3.7.1 Vssifiulutssidusolud
(1) msdsenumansallifisszanieusadulumuszesioa
fszyluAsiniunannsgur vdeuunUidadnide
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(2) nstufinuaznIsAnaINTIBUmRN1sallaRsUsEaIRsIans
A1eluan 1y (Internal/On-site SAE) SA1INATUA AUATY
ToMmuAlITAIUNITUINTTIN KALUINTFILENG

(3) n1gsreuua NSl LU aUsasA s 1eusIuananiUu
(External/ Off-site SAE, Suspect Adverse Reaction Report,
SUSARs Line Listing Report) fia1uasudauniudaninualy
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Aty el (Final Report) Ussiluussifusioluil
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(corrective action/preventive action plan) 2o RbULY IR
5.3.8.4 $1891uB 9 1y 18ufeaiey (Complaint) 189uAINLYADASE
(Safety Report) mmmﬁﬁagaimiﬁLﬁ'm%’mﬁumﬁfﬁ’a (New Information)
F189UNTEALATINNSRBUAYUA (Early Termination) {usu
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5.4 n1sdunealAauny REC/IRB/IEC

5.4.1 fuNUYed REC/IRB/IEC unefie UsesuaAnenssuns NIsunIs laviunis wag
Windl REC/IRB/IEC Amualilasnsuszauaiuszninnuyniiiuses
ANNINY UawKUTeauauYed REC/IRB/IEC

5.4.2 fpTI93uses wuzthiserdfunsduntual wagszeznanfidunivallneyszanm

5.4.3 R 339505094 ANdunsdun1wal auwuunesu NECAST Form 013: Interview
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vianmdu 9 fudunuamenssunisa 1
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UIM31U V89 REC/IRB/IEC
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5.6 NMsUsEyNasUNan1InIIaTuses Usedniu

5.6.1 AEERTIATUTEI Inn1sUsEyuaTUUTEiiy

5.6.2 oAuTskartufindefinunazranisdunanisalluuday fuitaseunquuaziduly
MIUBNUNITATIIFUTOI 38l

5.6.3 Inngvinansamany svydeyaiinamely uazdavhusumsnsiasuses luiusely

5.6.4 pAUTFsr MUl luNSUABULUA B AN TN TI9TUTEY HTDUHLNNS
avasuse Tuunsdu eflamsdsundatnule q dowdadmtifl REC/IRB/IEC
Tmsuiflon1suImsdansfngay

5.6.5 nMsagunaaindsfinsianunagnsiieuugiilulssiduiinusiudounnsos
(weakness and recommendation) ﬂ’Ji@?ﬂ@%UHﬁ’JW&Jﬁ@LﬁU%@Q%@i’J%%Ui@Qﬂ
LA auInauURn1uaTes55uaIna 1Wu Declaration of Helsinki, Belmont
Report, ICH GCP, CIOMS guidelines, WHO Operational Guideline, WHO
Standards Taufsssideudethduniongruneiiieates Wi US Code of Federal
Regulations (US Common rule, 45 CFR 46) NRNNgUIUseing GTfGI%Lﬂugﬂu
91989luN130 579U

5.7 msatiun1sUanisussyu
5.7.1 vhvmihaueens1asuses thieyaaunannsiaiuses ldlunlesu NECAST Survey
Slide Template— 03 Closing Meeting Presentation
5.7.2 Wnthazgnsasuses Yiausussfuinuuasmuuzihlunmsusulgminms
n3I93U50e" uAFfUSIsAnTy REC/IRB/IEC uazid1miidl REC/IRB/IEC
5.7.3 vmthangdaTasuses wieynsnasuse AldSueuming duduniseSuie
fupousolulunmsduiumsuasszozandidlunsiionssusng 4 aendanis
n3ra¥usesn fall
5.7.3.1 msueuluiusesnsnsiaidens (Visit Certificate)
5.7.3.2 NM133AYIN18UNN5R I35 U aduanysal (Final Survey Report)
T¥fifiun1smu SOP uwil 8
5.7.3.3 M3aes1891Un1505333U589 atuauysal Wnussuuiuses @miu
n36) NECAST 56t 2) v dinanu FERCAP (fwisunsal NECAST se6iu 3)
5.7.3.4 msdaunuUTuUsmuauugiveriengiaiuses (Action Plan)
5.7.3.5 NM13AAMINN135U5834 (Follow up)
5.7.3.6 MSANAUYBIAMLNTIUNTIUTEI™ (Decision)
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5.7.4 Guiindorauuwazdu 5] 999 REC/IRB/IEC (11ndl)
575 ‘VT’]iﬂUﬂﬂuagﬂwammJizLﬁuﬁwuuuﬁugmﬁumLﬂwﬁmmg’m 5 99 YBIIUTLUU
$us09v laglguuunasu NECAST Form 027: Survey and Evaluation Report
5.8 mman’tu%’maamsm'm?iam
5.8.1 NECAST 5¢61U 2 HUsea1uinun15n7135U589% (Survey coordinator) aantususes
msesradou Tnglduuunesy NECAST Form 026: Survey Site Visit Certificate
fidTnaru NECAST daw3en wavaaunulag Survey coordinator dsl REC/IRB/IEC
nduaEafunsnTIatuses
5.8.2 NECAST 56U 3 fUs¥auuUn15ns3a3usee (Survey Coordinator) aanlususes
115959948 1 $9uU FERCAP 19 uuunesuvee SIDCER-FERCAP kagadun
Te Survey coordinator sl REC/IRB/IEC nduasadun1snsaaduses
6. ANAKNUIN
NECAST Survey Forms
Form 008 Declaration of Conflict of Interest
Form 011 Membership File Review Checklist
Form 012 SOP Review Checklist
Form 013 Interview Checklist
Form 014 Protocol File Review Checklist
Form 015 Quality of Initial Review Checklist
Form 016 Quality of Resubmission and Continuing Review Checklist
Form 017 Quiality of Initial Review Pareto
Form 018 Quality of Resubmission and Continuing Review Pareto
Form 026 Survey Site Visit Certificate
Form 027 Survey and Evaluation Report

NECAST Survey Templates
Template 01 REC/IRB/IEC Presentation for Opening Meeting
Template 02 Survey Plan for the Opening Meeting

Template 03 Closing Meeting Presentation
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7. 1@Nd1991994

7.1 Surveying and Evaluating Ethical Review Practices: a complementary guideline to the

Operational Guidelines for Ethics Committees That Review Biomedical Research. World

Health Organization 2002.

7.2 Operational Guidelines for Ethics Committees That Review Biomedical Research. World

Health Organizataion 2000.

7.3 Standards and Operational Guidance for Ethics Review of Health-Related Research with

Human Participants. World Health Organization 2011.
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5.1 A5 UUINTIBUNIINTIVTUTDIAMNINALNTINNITITETTINNTITe TNy e

5.1.1 §n9aafusest udazau v finusadeyauasiedesienig AReteduvued
niasuses deliianiingnsiasuses Geuszneudie Suiinnsdunival
fuiinnsdananisal wuuslesusing 9 fnseniieuiosuazinegniiansanuui
waNaasUn1sUseruUseiniuvennenTIasuse ol ensduunmsthianesing 4
fidnvilae REC/IRB/IEC 1fiul3he

5.1.2 vthangdnsatusest asdeunuAsUiwweToyauanAnaiiavaLn
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NECAST Survey Forms

Form 027 Survey and Evaluation Report
Form 028 REC/IRB/IEC Corrective Action Plan

7. 1@NE1591999

7.1 Surveying and Evaluating Ethical Review Practices: a complementary guideline to the

Operational Guidelines for Ethics Committees That Review Biomedical Research. World

Health Organization 2002.

7.2 Operational Guidelines for Ethics Committees That Review Biomedical Research. World

Health Organization 2000.

7.3 Standards and Operational Guidance for Ethics Review of Health-Related Research with

Human Participants. World Health Organization 2011.
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Follow-up of Corrective Action Plan
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exempt = ... 1ASINS
expedited = ... IA5IN13
full board = ... 1a%9A13
s2udu= ... Tasanns

wuunesudlunis
ATIVTUTDINRUAIN

010: Office Visit Checklist [one per groupl, 012: SOP Review Checklist
[one per group], 013: Interview Checklist [one per interviewee], 014:
Protocol File Review Checklist [one per protocol], 015: Quality of Initial
Review Checklist [one per group], 016: Quality of Resubmission and
Continuing Review Checklist [one per group], 021: Board Meeting

Observation Checklist [one per group]

011: Membership File
Review Checklist [one

for the group]

020: SAE Review
Checklist [one per
protacol; review at

least six SAEs]

019: Meeting Minutes
Review Checklist [one
for the group; review
at least three
(last three)]
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NECAST

This is to certify that

Name of Surveyor/Trainee

was a surveyor/trainee in the

Course on The National Ethics Committee Accreditation System of Thailand
EC Name
City, Area/Country | Date

Survey Coordinator, NECAST




NECAST Form 026

SURVEY VISIT CERTIFICATE
This is to certify that the

The National Ethics Committee Accreditation

System of Thailand

3.
NRCT

NECAST

conducted a Survey Visit of the

NAME of the REC/IRB/IEC

on m/d/y

in accordance with the
WMA Declaration of Helsinki,

WHO Standards and Operational Guidance for Ethics Review
and Surveying and Evaluating Ethical Review Practices,
CIOMS International Ethical Guidelines,
International Council for Harmonization (ICH)-Good Clinical
Practice (GCP) Guidelines,

REC/IRB/IEC Standard Operating Procedures (SOPs),
and national requirements at the time of the visit.

Signature
Name

Survey Coordinator
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