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5.2.6 fimsverundenla (assent) vesenanainsiiongstaus 7 Uiveny 18 T ufelal
5.2.7 yanaienuBeulaly amnsaihsalulasmsidelsviol
5.2.8 1AINsiiauemasiilaine1nslifisUszasd (rescue measure)
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Asvemudusendonduaednuaidnes sniunsdildunasidelld five
sniun1sasanediodeld (wiegreleedasinisveninuBuseudiesnan (verbal
consent) vieiinmsldeyanisidelasiifioindunsuansanuBusenls 1wu ns
poUNUUARUANTEITouanT)
5.3.1.2.1 meideianudesdooaainsliiiuniiauidesfingusegsas
Tasulunsanfiufainguszdniu (not greater than minimal risk) ag
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@jﬁ%ﬁﬁ]zﬁ@ﬂ‘?}lumL‘Viﬁ]Naaﬂ‘ULLUULﬁUE)SUEJ%’Umiﬁf\]ﬁM’I (submission form) uag
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fitogluasAnsiidnisedutiyrmuaiduty wu dndnw yaainssedudravedismenuna wasdmii
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Board Committee, Prince of Songkla University; SBSIRB-PSU
undi 17 m‘m‘s'mL?J"amﬁafi"lﬁ’uguanqs%’a Fuituszmdld 7 $uanau 2565
Site Monitoring Visit %1 5 90 9 nih

Ao av o av ado o o

5.1.1.4 1asan533eniinideiilasan1s3deiideiiiunisegvalglasanis (active
protocols) viefid1urugiinsiise/fidnsuadslulasensidefimaadiniunig
agiduduauunn (active subjects)

5.1.1.5 TassimAdeiiduiaulasomssusunieniadinansenuseyusuogisninens

5.1.2 Tasans3defignieaSsunsedistoauiivatunisnsesiniauuimises ssssumsisely
uywe

5.2 MauAsRInnzaYnsIINMIATIABENT arfuguaniside

5.2.1 1@IIYNNIAMENTINNITITUETIN LaUDTIBToANLOYNTTUNNIATINDENT UAYTEE -
AIENTTINS3E5TNM LowiialunnzoynssunsIabeu

522 n15Ra1suLdonangeynssunnsIadons asuanaudsiviguas
Uszaunsal vesyanaivziimndurareynssumsaniadons muanumngau iy
anuarlATINTIY

5.2.3 ANZOYNTINNTNTINDN UTznouse Uses1ueynIsuntg laviyn1s uaznssuns
ogetios 1 v Tnsangoynssunsiiudisuanaiinnimisyaild uionimuna
Wgay

524 W mihilseunuanuadaslavesazeynssumsnnabons munedeflssu wnliagan
Tudaanymsraznssunsalesssum WewdsuuasayaynssumsnsIades

5.2.5 l@YIYNIAMLNTINNTIIETINY denedonnraynssuninsaabon viomn Tiusesiu
ANNENITUNITITLTTIUN SUNTIU

5.2.6 Mnlifidelaudelviiariynisaaenssunisdsesssud davissduiindeainuislsesiu
AuENIIINIISesTIN WieumdaursiinnroynTsumngaaBe

5.2.7 dlaUssuangnssunisaiessan asunuluddudsisanraynssunsnsadenn 1
FuunmdsdslirazoynssunsmsiaBous yaviiusunsiu

5.2.8 nsdfifeldudslusiede THuszsruanzoynssunisnsIndons uduaaviynis
AENTIUNITITUTITU NIDUTLUWANA LAVIUNITAMLNTIUNITITETITU ANTUNNT
iueTennraynssuMInTINden viulmmaunulaeUszsun

5.3 NMsA3BuN1sATIALEENT

5.3.1 MawRgnnsvesdmini

5.3.1.1 Uszanuduiinide Wlednmnefulazaniiaznmaden

154




ARIZNITUNITAILSIIUNTIVE LUy we
F1UFIANAIEAIUASNOANTTUANENT UM INBIBLFIVAIUATUNS
3
W

Social and Behavioral Sciences Institutional Review SBSIRB-PSU 17/v.01.1
Board Committee, Prince of Songkla University; SBSIRB-PSU
undi 17 m‘m‘s'mL?J"amﬁafi"lﬁ’uguanqs%’a Fuiiuszndld 7 $uanau 2565
Site Monitoring Visit %t 6 990 9 Wi

5.3.1.2 YMIARUNELANNENINE (AO-031) wagiintniignuyestinise (A0-032) Tinsiu
Tgiimannadeuileriiuguanside W%fauﬁaizqi’uﬁ LaglaagnTaden
AewSunsaBuueteion 14 Ju

5.3.1.3 wismenasiazldlunsussdivluszminamsnsiadoy (A0-033 uaz AO-034)
LLazLm‘%auLL‘UUW@%@JmmmaqﬂmamimnL?J&Jmimamﬁ%’a (AO-027)

5.3.1.4 SndmiiedodyUszrunnizoynssunsniaden Wewdsuninsiadoy

5.3.2 ﬂmzayﬂssumﬁmam%m Andiun1suseay Wonuniulasenisisouazionalsi
Reteweddasimsdisetu 9 Muwumsasiadey LavLaUNINEESURAYOU
5.4 N5ASITLY
5.4.1 sy Ussneuse
5.4.1.1 NMSATIFADULBNEATS
5.4.1.2 Msydeuguanud
5.4.1.3 ANSEUNWE
5.4.2 Msasedoutonans WuuuUssdiussrinensasiadon (A0-033) feluil
5.4.2.1 Yayalenansiasang
1) Tasensiveatuusn wavlassnsivefidnsudludisiy Jldsunsionsan
SUTPINAILNTTUAITISUTITU
2) NANTSUTBIINANLNTTUAITISUTITU
3) LENA1INTUANIN1SEULDUYBIBIAENAT
4) LLUUﬂ’uﬁﬂ%’agamﬁﬁ%ﬁumi (nsafutenasTilFsunsiuTes)
5) doyadilsvuiinlunuutuiindeya (nssiuluenansduatiu (source data)
6) adatiniduatuaian (investigator’s Brochure) (§13)
7) dnusenunuAnntvesn T fidwarnssunsesesssuy (6
8) iwmmmimaﬁ]Lﬁaumaaﬂmzﬂiiuﬂqiﬁﬂﬁuaua%yjaLLagmmﬂaamﬁa (Data
Safety Monitoring Committee; DSMB) (£113)
9) s1garmmgnsailiifiauszasd (§1i) laouTouifisudusioauiidsls
AMIYNITUNNTISUTIIU
10) edetinideuazdtaeide niewtanuiisuinveu

155



file:///C:/Users/pongpaiboon/AO/AO-039_TH%20จดหมายแจ้งนักวิจัยเรื่องขอตรวจเยี่ยมโครงการ.pdf
file:///C:/Users/pongpaiboon/AO/AO-040_TH%20จดหมายแจ้งหัวหน้าหน่วยงานเรื่องขอตรวจเยี่ยมโครงการ.pdf
file:///C:/Users/pongpaiboon/AO/AO-041_TH%20แบบประเมินระหว่างการตรวจเยี่ยม.pdf
file:///C:/Users/pongpaiboon/AO/AO-042_TH%20แบบสัมภาษณ์นักวิจัยและทีม.pdf
file:///C:/Users/pongpaiboon/AO/AO-035_TH%20รายงานสรุปการตรวจเยี่ยมโครงการ.pdf
file:///C:/Users/pongpaiboon/AO/AO-041_TH%20แบบประเมินระหว่างการตรวจเยี่ยม.pdf
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file:///C:/Users/pongpaiboon/AO/AO-042_TH%20แบบสัมภาษณ์นักวิจัยและทีม.pdf
file:///C:/Users/pongpaiboon/AO/AO-035_TH%20รายงานสรุปการตรวจเยี่ยมโครงการ.pdf
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AO-001

378N1539ANTUNTUINTFIY

Sufiusznedld 7 Suanau 2565

List of Standard Operating Procedures (SOPs)

YY1 1 970 2 UL

9l Foum (SOP Title) IIUIURTN

SBSIRBO1 | uwil 1 msdavindssniiunisunsgu 8
Preparation of Standard Operating Procedures

SBSIRB 02 Nl 2 93FUTENOUVBIANENTIUNS 14
Composition of Institutional Review Board Committee

SBSIRB 03 | unfl 3 fennasinwininudu uasnaUssleviiiudon 6
Confidentiality Agreement and Conflict of Interest

SBSIRB 04 unit & Msvimssansiassmsiseituresunsiiansanadausn 18
Management of First Research Submission

SBSIRB 05 und 5 nsfinnsanlaseniside Imaﬂmzmimmﬂﬁwﬂgm 9
Research Full Board Review

SBSIRB 06 | unfl 6 nsfiansanlasanisiteuuuisa 6
Expedited Review

SBSIRB 07 undl 7 wamansmuniusazUssfiulasinn iy 12
Review and Assessment Guideline

SBSIRB 08 | undl 8 nsfinnsanarundludindnlasaniside 11
Review of Protocol Amendment

SBSIRB 09 | uwdl 9 msfiansansenueaimminuaznsvesieenglasimside 14
Continuing Review and Extension of Research Study

SBSIRB 10 und 10 fﬂiﬂfmSﬂmS’]‘EJmuLﬂﬁﬂﬁﬂﬁijﬁﬂU%ﬁQﬁ 10
Review of Adverse Event Report

SBSIRB 11 | uwdl 11 msfiansanseauagunaniside 8
Review of Final Report

SBSIRB 12 | undl 12 N15MTUNTIBNUNTYALATINTIT ABUAINUA 7
Management of Study Termination

SBSIRB 13 | Uil 13 mslsiufuRmuderdmun 8
Non-Compliance/Protocol Deviation/Violation

SBSIRB 14 | unfl 14 nnsmevauawmiededeaiey 5
Response to Subject Complaint

SBSIRB 15 und 15 NSHTEANTENTUTEYNRALTIBNUNTUTEY 7
Preparation of Meeting Agenda and Minutes
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file:///C:/Users/pongpaiboon/SOP%20แยกบท/PSUHREC01_Preparation%20and%20Revision%20of%20SOPs_v.01.0.pdf
file:///C:/Users/pongpaiboon/SOP%20แยกบท/PSUHREC02_Composition%20of%20Ethics%20Committee_v.01.0.pdf
file:///C:/Users/pongpaiboon/SOP%20แยกบท/PSUHREC03_Confidentiality%20Agreement%20and%20Conflict%20of%20Interest_v.01.0.pdf
file:///C:/Users/pongpaiboon/SOP%20แยกบท/PSUHREC04_Management%20of%20Protocol%20Submission%20for%20Initial%20Review_v.01.0.pdf
file:///C:/Users/pongpaiboon/SOP%20แยกบท/PSUHREC05_Full%20Board%20Review%20Research_v.01.0.pdf
file:///C:/Users/pongpaiboon/SOP%20แยกบท/PSUHREC06_Expedited%20Determination%20Research_v.01.0.pdf
file:///C:/Users/pongpaiboon/SOP%20แยกบท/PSUHREC06_Expedited%20Determination%20Research_v.01.0.pdf
file:///C:/Users/pongpaiboon/SOP%20แยกบท/PSUHREC08_Review%20and%20Assessment%20Guideline_v.01.0.pdf
file:///C:/Users/pongpaiboon/SOP%20แยกบท/PSUHREC09_Review%20of%20Protocol%20Amendment_v.01.0.pdf
file:///C:/Users/pongpaiboon/SOP%20แยกบท/PSUHREC10_%20Continuing%20Review%20of%20Study%20Protocols_v.01.0.pdf
file:///C:/Users/pongpaiboon/SOP%20แยกบท/PSUHREC05_Full%20Board%20Review%20Research_v.01.0.pdf
file:///C:/Users/pongpaiboon/SOP%20แยกบท/PSUHREC12_Review%20of%20Final%20Report_v.01.0.pdf
file:///C:/Users/pongpaiboon/SOP%20แยกบท/PSUHREC13_%20Review%20Study%20Termination_v.01.0.pdf
file:///C:/Users/pongpaiboon/Downloads/AO-014_TH%20Assessment%20Form%20Health%20Science.pdf
file:///C:/Users/pongpaiboon/SOP%20แยกบท/PSUHREC15_Response%20to%20Subject%20Complaint_v.01.0.pdf
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List of Standard Operating Procedures (SOPs) %1 2 970 2 KL
SWa Faum (SOP Title) AN
SBSIRB 16 | unfl 16 nnsdanisienansiasanisise 8

Management of Research Document

SBSIRB 17 | unil 17 nsaiadesiiverinnuauaniside 9

Site Monitoring Visit
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file:///C:/Users/pongpaiboon/SOP%20แยกบท/PSUHREC16_Preparation%20of%20Meeting%20Agenda%20and%20Minutes_v.01.0.pdf
file:///C:/Users/pongpaiboon/SOP%20แยกบท/PSUHREC17_Management%20of%20Research%20Document_v.01.0.pdf
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AO-002

S78N15LNANSNNYIVD

Sufiusznedld 7 Suanau 2565

List of Associated Documents

YY1 1 990 5

SHALINETS Foronans UNd

AO-001 | $78MFITANTUNITUINTTIU 1
(List of Standard Operating Procedure; SOPs)

AO-002 | s1emistenansfitieades 1
(List of Associated Documents)

AO-003 | TuinNIsKINIIBLONAITIDALTUNITUINTTIY 1
(Record of SOPs distribution)

AO-004 | WuuASeaveUsuUUINEAIuNSUINSE Y 1
(SOPs revision request form)

AO-005 | LuuUIEIRAMENTINNITITYSITU 2
(SBSIRB-PSU member CV form)

AO-006 | NM5IALNNNLIUsUUTEIRYIAMLNTIUNITITYSITUY ABENTIUNNTENNULAY 2
Wi fiddnau

AO-007 | 99mNaINISSNEIANUAUYBLATINISIVULALLBNASINIVNNT E1USU 2,3
ANENTINNITITETTUMTITe Tunywd

AO-008 | Fannasnissnenauduveslasinsitonasionansswnns dwsuidndng 2,3
d11inau

A0-009 | Femnasmssnwmannudu dwsuddanmmsal fiindeusy wiednsiaden 2,3,5,9

AO-010 | 98mNAINISSNEIANUAUYDIATINITITULALLDNANTINVAT é’m%’uéﬁmmﬁy 2,3,5
ey

AO-011 | wnawifiansanlasansisefidngnssniiunisfiansansuseameduasesssunis 4
e lusue
(Criteria for Exempt Determination Research)

£0-012 | inawsiiansaunlasemsiiindionisiansanadesssumAdelusyuduuui 4
(Criteria for Expedited Determination Research)

£0-013 | wuutsziiulasimsidesudinuemansuasnginssuenans munmuasausn) 4,5,8
(Assessment Form for Social and Behavioral Science Research (Initial
Review))

AO-014 | WUUATIFABUAINYNABIYDINITORNNIIHRTUTBN 4
(COA for Initial review)

AO-015 | $1891UN15UTEYUANENTINNITITETTIUNTIT UL e 5,16

A0-016 | ludumeunsyie Tassmsisariteturedunisinnsanadausn 4
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semsienasiineades Suiiuszanld 7 Suanau 2565
List of Associated Documents KU1 2 9370 5 L
SRALDNETT Foronans unii
£0-017 | ludupsumsinau Tassmsseiios 9-14
£0-018 | wuvdsziiumenulasinisseliles (aufviii/meengy) 10
(Assessment Form for Continuing Report (Progress/Renewal))
AO-019 | wuuUssdiudrundludfinsfinlasiniside 9
(Assessment Form for Amendment)
AO-020 | wuuUsuiiiustenumsnisallaifislsvasduiininens 11
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BUUUSEINAUZNTTUNITITESTTU
SBSIRB-PSU member CV form

PERSONAL DETAILS

First Name:

Last name:

Gender: O male O Female
Nationality:

Postal Address (including city, country, and zip code):
Contact E-mail:

Mobile Phone:

EDUCATION

Post graduate (Diploma, MA / MS, PhD / Major Fields / MD specialty):
Bachelor’s degree (BA / BS / Major Fields / MD specialty):

CURRENT EMPLOYMENT / EC / IRB AFFILIATION

Job Title:
Institution/Organization:
EC/IRB Membership/Position:
Name of IRB/IEC/SBSIRB-PSU:

PREVIOUS PROFESSIONAL EXPERIENCE

TRAINING
[J Research Ethics VENUE ... DD/MMAYY oo
O cep VENUE. oo DD/MMAYY oo

] other Relevant THAINTNG .ottt bbbt s s es

VENUE ... DD/MM/YY ot
LANGUAGE
O English : O Excellent [ Very Good O Good [ Fair O Poor
O rocate O Excellent [ Very Good O Good O Fair O Poor
Signature:
Date:
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3. ﬁ’]é’i’qLwiqé'?qLLazﬁﬁﬁquauumﬂﬁﬂﬁﬁamu
4. UsgInssunsseunna Usenaumie
4.1 Us¥anmsfnwuazmsvihau deinmsnsaaaeudeyayn 2 U Tnetauiynis uasiaue
Usgsum asunundentuiisusedluienans
4.2 YaNgIUNITHIUNTBUTUITYTITUNNTIFL
4.3 LNASVIANAINITINYIAIUGY

wiluneleudseIAnTsuNIsANNY Lanansusenaunie
1. Tunansdouttuuaz s ulinvounsiaaouienans
2. MedonssunsUszdn
3. dausamaaridmeunglFuf TRy
4. UseRnssunsseunna Usenaumie
4.1 Usz¥anms@nwuazmsvihau deinmsnsaeaeudeyan 2 U Tnetauiynis uasiaue
Usgsm aswamientuiifuseduonais
4.2 MNgIUNNTHIUNTOUTHITLEITUNNTINY
4.3 LNASVIANAINITINYIAUGY

wRamzdouuszdn Whwihiiddneu wnasusznouse
1. 1‘ULLﬁm%@LLWNLL@SEE%U@W%EJUGI%%?{@U
2. sderdntifidineu
3. daussianasidsueumngliuf iR
4. YsyiRumma
4.1 UsgiRnmsfnwinagmsviianu deinsnsaaaeudeyayn 2 U lnelaviyns uasiaue
Uszs1us asunumdensuiisuseduenans
4.2 MNgIUNNTHIUNTOUTHITLEITUNNTINY
4.3 NANSVBANAINIIINEIANUAY
5. MeastdunsuufuR Job description)
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Confidentiality Agreement: Independent reviewer
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Criteria for Exempt Determination Research
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WU YINAMTLSUYTENITHUNNIATIZY N13lEYaYaTaIsEUUNTSANY (educational setting) Nilaguaa
ANLLNTFIUUNG LU ANWIIDFBUVDITEUUNSANYINENUIINISANIILAY N15iUSuAsUUTeaNS NN
wiaila/mingns MdngItuNsUsTluYsEavEnmmAaianisaew/nsuTmsIan stusey

< w Py = o o o v
nu8wis) Nsnudayadiadhiisaulsianansadeuluszydiyanald

O 2) Tassns3denldnanagaunianisine wialasen1snldisnisansransensduniseal wie
AstdnangRnITUE1S1TME

- inldnanaaeumenisin wswuutuiindeyavemiisnu desldfuauduseuangsuRnveuteya
NoU (ARINENFIUNITOULY INUUUNINIE)

- mstufinteyadasliannsnduiasisinu vialameinuveainvestoun uay

- doyainidusedlifutosiuussiiugeuln 1wy wofinssu videvirunimiane nsngswiemsiandn
nsnsghAnfassuviongrineludnuadu 4 euduienedanielsafadeilifuiiseniunsdn
WU HIV/AIDs TB a1 uag

- malamevieflvavemamsneuvesyana dedlsiviliiAnaudssesyanalumssulng vioida
Andeesesnane Iale Jerdes eniwasnu anunimmansiiu dvsusslewd wazraneuunule 9
fisldoynnalifuivesdeyavie sean1ty

O (3) Tasims3demeduudnsansisas (Msdsziuamnn msuszdunanisliusnisvemisau)

- Wulasenisandn wielasennsdisan wislasinsussliussuunudilasuaugnainimtaunse

Y a

HSURATRURIANT WAz
- TinquszasaiveUselulss@vann Anwimaden /Mawissuunuvseuleuiy uag
- lifimsdnmedeunravsedeyadiuynnavetanaadasiulasanig

ueme wuunangiumsldsuaygyinanimtiheuvsedsuiinvauasdnsundag

O 9) Tassnsdrsarannuianeladaainns audl wazusnis

- 913 viseduA viseuinsiilineliAnlnuregunin vewiuslna Iner unssusesnuUasnsdieain
d1nuANENIIINTOIMNIALEN visevhenuingIUes

O (5) Tassms3delusiesufjiinas 19 cell lines 1Wolsa 3199197158 ng) W wazaseng 9

¢

- lidoiiuanldaindsdan s (isolated microorganisms) wasimzdssluesu fiinsliduameniug
uazlsififoyaidonlosdaynratidudiives vie

- wadimudssnnidodeuywsiisunisusvanmlidugadansiug (cell tines) udr wio

- lhegsnnlasinszgn vieananasdlvg videflufignaoufisnudnfivesuiiunnssy uie
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v

- Tasamsaraansuudou 19 9 Welsan3edning Wifinsnsevinlaenswionanadag

v

O (6) nstasesidayaniendl Alifideyavdesiaoulesiiduiaziiyana

- Systematic review %39 meta-analysis (3Lﬂi'wﬁ%'ay‘a study article iﬂﬁﬁaaﬂaigﬁuqﬂﬂa)
- Secondary data analysis #slaififuusszyinunavinidendanlifisianldwenloslutiunaald

(uundnguniseunnliteyaannidnvesteyalsuniiunusenaume)
- nsldiegatin e (Lisan DNA/RNA) 9nn1suinisund* vseannstnyduieeinisue
Audugenelildlun1sides Inelinidudedaiisvanieulsduduasiwiyang

NUBL

- Systematic review v8liTaulATI319013 PRISMA (Preferred Reporting Items for Systematic
Reviews and Meta-analysis) %138 MOOSE (Meta-analysis of Observational Studies in
Epidemiology)

- msldiegns@inimainuinsunanie tissue bank THkUULENANINTBYYININTUILIIUNGIE

- omslifegatinmiiudedildaniasinsdu Wuuuenansverudugeuainlasinisiiudag

Tassnsdesdidnwaslulumunasidelul nndes

O Lifinsfiuteyandeulm wu lspdnvselsafnnenliduiivensumedany wu HIV/AIDs, TB
NSANETT lanansianin satlouvnana nsAnfasTsuvsengung

O asdesannisfinenliunnainanudessitisludiausesriurosaurialy

O Lifioranatasifulsynnslunguiisizuns oud msnluassd/mseu Wneigsinii 18 U ndjsdsasss
A9a% Wit gllelsafnideieusmserUiesess daeslonansdeny Wy venu auiing
3o TInngusng dnisew/ dnfnwvvserdldtsAudyn (hsdilasansifeaiunisdneideslidananse

seufmutnAng)
O woutufindld fedifimssyyiadwadeyardestanannsadumziusrvodoyaldlaonse (gu
¥ ana ey launiinsUsevw/41519n1s Lvsudew) vseududssyunnalalagday (g irsialilaed

JoyayaraliounduAuls)
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wnausinasanlasinsiRefidiyiensiasanasesssumsidg lunyuduwuuiEa

Criteria for Expedited Determination Research

1 v A

TAs9n15 IdNvasunansan (Initial review)

ns3seildnsdunieal wielduvuaeunuuasdeyaiiiuliiudayady viedayaiisaul (wu
safloumana Anuguussluaseuadl wednssuinnguine msvhanseuiBevasuy) uazlsinona
demoseaniunimudednsusslovivesyana livinlvdidr3anlasanisidesianmudesiozgn
sufuafmungmneuarlifmasmiuseulmvssymuiiieades
nM3idsiiResmafisafiuiegnimedanimileddelanisligndrsnenis (Bu ividnndadods
Fuehne, finnu wie aulaeliidelan)

ms3deiieaiudoya Lenans visedegdansaiiteguds vieiidasiususmainnisine
visoAtadvenanaiiag (o19dduduiiviyana nstuiindeyanavielisiaiidenlesiaiyana)
n3iduuunranItuiiiiunsinnsadasfuainamuznsiunisadessan vasannuil
WIMedeasvaIuasuns lvinduiintennasnisiiatsanasesssunsideluuyudld loun CREC
TA5en15338iun1IMUMIURIITANIINAMENT5UNTT 9385550 uaziianuiulinisfusamds

wAby (minor revision)

KUY
- 9

n15338Tunguuszy1nsiUs1zun (vulnerable populations) #1n1133aTunguussynsiusizuns
(vulnerable populations) miﬁwL%’ﬁﬁmsm'ﬂunWiﬂizﬂ;uﬂmsnssunmﬁmgﬂ eniudunsideany
\deeinunn Wy nsduntwalnldinatdy g lusuniueiatadas wagldfiussiiusaulmionainse

granalinsuaz LYy 919aLNTSURTALUULTILA)
Aa819UsEI NS IZUNY LU

Aveudeulale

Y1 o N ! o Y o ¢ < < v
AUseilulsasefiuuusdlianansasnvneniale 1wu lsawend Tsauzide Wi
AU Ingm

fthedelsaiidenulsivonsu Wy Tsndou lsRndemanedinius
gitmnuunwseslumsdndula 1wy gifmnuunnsemnsdavieantya viennumsedn
yunguiiosnioUszamursvey nquga

Hawengveinilegluaniuanasiy

nauauliTieg

ruaeluvingnidy

winengteand 18 U

niedansss

thlnwiefesdwidediorifiegluaniufide

HlanvisoRuBeandn
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$18914Y841ATINT5ABLEBY (continuing review)

1. druudluiindnlasenisise (protocol amendment) fdinasudluiiuidniieadniiae (minor

change) waziinuidestiossoararadas laun

nsudlumsaznad fuil aduil waznsdnguidulnivedasinsise

wnansTiieadasiu investisator’s brochure

nsuflvdedusraunulasamside leweduiliifedestuioisylilu lenasdiiuas
msuflweiafudonsznduiudidyviueiaadasdiglasins
msuilwelfiafiisiesgidoya

msudluvierfudndyn Yennasnisdwoutan tonarsiildlun1s3ds (material transfer
agreement; MTA)

msudlavdeudisnfuisanidunside dsliiferdestuinanisfidanudsaiuniinnudes
Entles niomniisadestuinanisiiiunitanudsndndes Aduinanisfinsesindie
wlsrasdrasmsdnynunr il lladnansiion1side
NIFUMIEMIUYILENYEANITLIINAMZNT UM TNYRRsIAIM AR TinT s dsdlud seiiu
35T

2. 5799UAMUAININ (progress report) UadNTIveNanwuzawe LUl

myideianudeshiinnninauidestios (not greater than minimal risk) wazidulasennside
MALAHIUNITRANTUMUULS

o

mMdeagrunsiuseslassmsideluiivszsuaaznssumaiiugn wasldnvaurdeladonis
soluil
- elifinsnoraatasdluntside warlifdeyanudsaiiadu
- myhllumsifeidundon fe mylnszsitoya
- fimsfnoranadiasidilun1sIToudd s
- Lufimsdnenanadaslviidiuilunisidedn wag
- 21ENAdATYNAUNILNTIAINTTUVIBNRANITHG 9 VBINITIFLTEUTREUAT Uay
- myduilumAfeiidandony Ao msAanuszezenlunaaias
- medudumsideildinnnieudssies W MsUssiiununndn uas
- mafiusunadeyaviemsduiunsidududuniwesnwjifnuunfiiedhsg fins

£

svilulsavesonanadag (Wesszylulasssisnsidenseliin) visilldsaufanssuildla

Milen1s3nw wiinazianudesiosiniu
v 1] awv avy 1A ) a o . . . =
FI891UAMNAINTITEINTINEAlUAYINUNTI e Tnd (investigational new drug; IND) #1358
FeUseRwgn1anisunme (investigational device exemption; IDE) fiauideslyiinnnitanudes
oy uaglifideyarnuidsaiayy

3. 31891ua3UNaN15398 (final report) ¥adn135338NiAuEsldINNI1AE TR (ot
greater than minimal risk) waztlulasinsITeaeE1unITRANTUIMUULS?
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Assessment Form for Social and Behavioral Science Research (Initial Review)

REF. PrOJECT NUMDET: <ot
T ettt

PrINCIPAL INVESTIGATON: ...t

OFGANIZATION e

REVIEWET: ettt ettt ettt e e ee et et ee et e ee e eeee e en e

Date of submission of dOCUMENTS TO TEVIEWET: ...ttt

DU BT ettt ettt ettt ettt e et ettt ettt et e et ea et et et et ae et en et et et e et e et eene

Please mark / in the table

Scientific value

Pass

Considerations

Suggestions

1. Appropriate objective and rational of the
study

2. Appropriate research methodology

3. Appropriate sample size and allocation

4. Recruiting materials e.g. advertisement

5. Appropriate recruitment procedures

6. Outcome measurement related to

objectives

7. Presenting the prospect of benefit to the
individual subject

8. The subjects do not receive a negative

impact from research study

9. Institutions/organizations/communities
participate in the research project receiving
the benefits

10. The investigator includes sufficient
additional safeguards to protect the

potential risks to participant’s physical,
psychological, reputational, social, and

economic health and their organization

11. Does not include vulnerable subjects, if

vulnerable subjects are included, please

specify

11.1 High risk group e.g. pregnant

women, neonates and older persons

11.2 The subjects lack the ability to
provide informed consent e.g. persons with
mental disabilities, decisionally impaired

persons, children and disable persons
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Scientific value

Pass

Considerations

Suggestions

11.3 The subjects cannot make a
decision freely e.g. prisoners, draftees,
students, alienate workers, older persons in
nursing home, chronic patents depending

on others

11.4 The subjects do not wish to
identify themselves e.g. prostitute, alcoholic
persons or drugs addicts and patient with

severe communicable disease

12. Adequate provisions to maintain the

confidentiality of data

13. The research includes correct and
appropriate informed consent process e.g.
verbal consent/ written consent/waiver of

consent.

14. Respect participant’s right and allows
them to make a decision freely.

15. Participant information sheet has been
used appropriate language for the subject’s

level

16. The materials provide sufficient
information for participant to make a

decision to participate in research project

16.1 Objective

16.2 Program activities

16.3 Benefits of participating in the

research project

16.4 Harm that can occur and

prevention/management

16.5 Confidentiality

16.6 Travel expenses or compensation

wasting time or reward

16.7 Make decision freely

16.8 Providing contact details: name,
address and telephone number of

supervisor of the investigator

16.9 Providing contact details: name,
address and telephone number of

Institutional Review Board.

17. Informed consent includes appropriate

information
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Scientific value Pass Considerations Suggestions

18. Providing Historical Research Ethics
training program of the principal investigator

and co- investigator (s)

19. Conflict of interest

Assessment risk categories

O Research not involving greater than minimal risks

O Research involving greater than minimal risk but presenting the prospect of direct
benefit to the individual subject

O Rresearch involving greater than minimal risk and no prospect of direct benefit to the
individual subject, but likely to yield general knowledge about the subject’s disorder or condition

O Research not otherwise approvable which presents an opportunity to understand,

prevent, or alleviate a serious problem affecting the health or welfare of subject

Research Progress Report
O 6 months O 12 months

Consensus
() Approval
() Approval with condition
() Disapproval

(REVIEWET oot
(Reviewer)
(Date) .......... /e YA
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LUUUTZLAUATINNSIRUATUFIANAIEATUASNORANTTUANEAS (MUNIUATILIN)

Assessment Form for Social and Behavioral Science Research (Initial Review)

SIALATINTT: wereereeereeeeeseeseesseeseseseesseesssesessssessseseseseesses

]
v o

v a
%aﬂiiuﬂ’]iﬂﬂi%mu: .................................

TUNAINTIUNTEUTURY: oo,

ANAUATIAY FIUNIIUAUZNTTUNTTVIUTTTUL eeereeeeereeeeeeseeeeeeeeeeseseseessseeseaseens

o 4’ 1
nguviATamag / lugas

ANWUZVBIATINISIY

Aa9Na15aun

Jarauauuy

1. SqusrasAuasivanalunsiidemigay

2. 588U IvuMNNE AL

3. YUAVBINAUAIBE AT NTUUINFUMBE 1INz A

4. 19NATOU 9 MNEVDIAUNUITY 1w Tuusen ey
PIUANTINNITIVY

5. Tunoun1sUHURMT0eHUImMIzaY

6. MyiaNan1sITeaennnesiuingUsyasd

7. fehsundelasudssleriannnisdniunsise

8. Quihsudduldlasunansenuiuay

9. MWW/ 0IANT/ YU TATe 1w a5y
Usglgvinnanidy

10. Wn3Ideiiumsnisiieanenasdosiuldlminang
Feasiasnanie Inla Yoides fruuaziAsugiaves
HL199398 wavesAns

11. Wififdhsuidedunguinzunyeouue
(Vulnerable group) minil I‘Uiﬂi%‘q

11.1 nguffinudesas 1 nawanssa n1sn
4901

22

11.2 nguildannsalinisBugeusienuied iy gl
Ugynmn9dn dvasdu v3edniluiilou fiend dieiinig

11.3 ngufienalaifidasuiisanalunsdndule wu §
Faalny NSNSy TNANYY KIIUAENT
HasoeUuinAuys) §Ueiesadesian oy

11.4 nauliuszasdasiUameda Wi ngeusng §
Angvseansianda Uaelsninsos1owse

Ya v a

12. fdedunasnisiiganaNazundesminuduvas

U
Y oy

fi1339 lailiAnn1ssalva

13. finsguiunsvermugeuiignieuasinunzay
(WU UUANaNwaleNYS/BusaulnaUseny)

14. ienswludnsuazanududasslunisdnaulaves
NANFAIDENS
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ANWULYR9lATINITIVY WU Aa9Na15an JaLduBLuL

15, nansmauaddnuivanganiusesuaudile
Vo33
16. lnansAILsiiseasdeniiiiomennnisindula
Vo993

16.1 Ipgusvasd

16.2 umeumsufiivesnisivy

16.3 Usglowliifinsuidoasldsu

16.4 is‘qmmLﬁaqﬁmaLﬁmﬁuuasmiﬁaqﬁ’u/mi
wAla

16.5 nsUasiuAuay

16.6 Alganglunisidung vseAmauLnULELaN
WI0517Ia

16.7 anududasylunisingula

16.8 WoileguaziuasinsdniAnmonide uag/vmie
21915871US NN

16.9 WeieguaziuasindmiAnsonmznIsinig

238555M I lunywe
17. lenansAugeuililonimuzay

18. U3 iinn50UsHAssITUNTITe VeIV UALE I
1A59n15348

19. waUszlevviugau (Conflict of interest)

Uszidiuanuidesvadlaseanig
O fenudssliifuanudsadniae
O fenudssfunianudsadnies witluszlovdsamiinsiuidelnense

U
A 2 )

O ferwidsafunimnudsadndes uaghifusslomidomiiinsmidelaonss usdanmdululdfey
Iunmnseannisiifiinsuidoduey

O fenuidsuazdslonilinstuiinanmudiisangy wionailoniafivsdla vdedestu vie
ussmIg$eussiinsenugunmuazauduegirvesfiinsnise

STELLIAINITINYIUAUNINTIVR9IATINISIAY
O 6 heu O 12 deu

Wan1susEIiu
() iuveu
() wiwweu mnudluanudelausuiuy/ mﬂﬁﬁwﬁmﬁammama
() ladiureu
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KUUATITHBUANNGNABIYBINTTRRNUIENHBSUTRY (COA for Initial review)

SWALATINTG SBSIRB ..o AUNTURATUTDY oo

L v
hIUD

T | Wily | lisneqdas

version

—_

FalpsasIve Mwlve (Asemsisevian) Inswd kv el

N

Folasans3de nwdengy (Iasansidewen) Inisuily
wsokl

[N

FalpsansIve Mwlve (esensideges) Inswnlus el

N

Folasans3de nwdenge (asinsidedes) dnsuily
wsokl

Fornddy (n1snsIvaeunugnied)

whenuniedeiavesinide @nnnadouanugndes)

Younidesu/ennsditinm (Emsmsiadeurugnie)

o |N[OoN|On

PUILNUNS AN AVBINIFYTIN/B13158NUS w1 (Eins
MTIABUAILYNADA)

whansfaueveiuiiansan (Hmsnsiaeunugnies)

9.1  LUUEWRBTDSUNITARTAFUITEETINNNT
Aelunyed Insunlavsall

9.2 lasimyiduatuauysal dnsuilavselyl

9.3  WUUATWItRNENFIAT TN swAlunsalal

9.4  LWUUBUEBL/WUULEUDVDSUNITENLIUNITVBAINY
Sugou An1swiby

9.5  wuutuiindeya/uuuasuaa/Luuduniuainng
398 Tnsunlunsel

9.6  UsgiRmnuianutiuigueninide (Curiculum
Vitae)

9.7  Uhe/nasussndunus nansidsiu
91@a1iAT (Advertisement)

9.8  ANeUnId8 (Investigator’s Brochure)

10

5UTUNNTSUTes (MUTUNaYIYNIST ATIREY
ATUEL)

11

1191 9719d0UTBLATALNUWBIUTEE U TTAIUINSUTDS

12

A58 UIHELATING SBSIRB-PSU

13

asvEeUIuunenglaseng (2 Yduainnssunisiiasan
TAssNsANUEiUaU

14

M3 UYe oy lwaslnsAnyilvsansvesrudatesssu

183



Effective date: December 7, 2022 AO-015

3189IUNTUITLYUAMLNITUNTIIBFITUNTITE lunyud
1T IANAENSLATNOANTTUAENT UM INVIBYFIVAIUATUNS

AT I WL T, (V) IO
WIDAUTZYY crvvvevrerrerrennennenenssssssssssssssssssssssssssssssssnssnsens
Aiinsauyseyu
il CACKR WA ALY 1281 (1d1-0an)
1. UTE51UAMEATINNTT
2. N331N5UsEdN
3. N3TUNFUTEN
4. N331NTUTEIN
5. N331M3UTEIN
6. N331MTUTEIN
7. N331MTUTEIN
8. N331MTUTEIN
9. N331MTUTEIN
10. N331N5UTEIN
11. NITUNTAUNY
12. NIIUNTAUNY
13, NIIUNTAUNY
14, NIIUNTAUNY
15. N33UNTUTEIUALAVIUNNT
16. N331N15UEIVANIBEUIYNS
17. HYIBRYIUNTS
peAUTEYNATY  SununsIINSTTImUTEY iy
R WA T2 Y Y38 1y
* SYUAMANUAURINTIUNNSG il
"yaraTiiiTesvadsnumansuazngAnssumans .. iy

“YnRa NIt ImMNNA NN SLAENGANTTUAERNS....... YITU

“YAAANBUBNUNINEY........ U
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Fudszyu

LIRY cevvvvennnenssssssssssssssssssssnns u.

2138t 1 fuseemeaunisUszguaded ... /25.. T FUi.... ARBY........ W.A........ (Previous Minutes)

Mszguiiud Susesmenulaglifiniswily Susessenuleeinisuily fe

21527 2 1509 UNaNIIU

21

2.2 Conflict of interest NsUszN ANaUsEloviudouvanssuNstunsiasalaTenside nsuseyud

[ARREY ﬂ’ﬁ'VlL“U']‘i')lJiJiu“UiJWﬁ]’ﬁm’]Iﬂiﬂ ﬂ’Tﬁ’Jﬁ]‘EJV]JJNﬁUiuIEJ‘UUVIU“UEJu laun

il sedenssuns Tasen1s3deLavil
2158 3 BaswuduilansuiedfuTATINITITE (SENIIETUR v (2L T )
2158l Wt 3117
31 | 9wsunsagunanAdeildsunsinsauuuii
32 | swendasimsdedeaildiumsinsanuuuii
33 | Inssmaifleduremsfiansanasausniidissnumsfiaisaniuses
34 | Iassmsifeduremsfinrsanadausniidiienisinsanuuni
35 | Iassmaifieduremsfinnsanadausniidiisnisinsanauznssumadiugn
36 | erumatadsmiemnnsalbifitissadiiiedesiulasimsidefinsawuui
37 | wrumadluduiilasimsidenldiunisinsanuuui
38 | Menumsldufiinulasnideilddunsinsauuuia
39U
agUUszavuazswaulasansiseveiusedluiivssyuanenssun1sadad. ... /25...sauhedy ...... Tasinis
SuunausEael
3%l UsEnauivY U
31 | MenunmsasUianmsideiildsumsiiansanuwuuia
32 | Menulasmsdeidesdildunsfiansanuwuuia
33 | lasansuieiurensfinsanedusnidhdseniumsinsaniuses
34 | lessnsuieiurensfinsanaduusnidhdenmsfinsanuuu
35 | lasansuieiurensfinsanadusniidhdensfinnsanamenssunisdiueg
36 | MenusaiiafssdownmiallifivsrasdiiedesiulasnAdeinsauuu
37 | penunsuilufindulesnAdeildiunmsinsauuui
3.8 51mmmﬂmﬂgummmimamimwlmumiwmimmwm
a1 | lammsituremsfinsanadusniidiidenmsfinsanuuuiism
42 | yemAdeildFumsinsanuuuidug
13 | lassmafiefurensfinsanadiusn feaodhiinsauasiivssauiuiliugly
44 | srwnlassmsseiies fildsumsiansanuuuidiumgn
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21589

YNNI

U

45 | ssnunmsuiludindulaseniside Aldsunsiiasaiuubug

4.6 | venunsliuifinulasiniside AlHTunsRasuuuuALYn S18URANIIATIY
Weulasein1s3dy 189UETaTeY

47 | enunatILAsgulss wmnnsadldanfn (SUSAR) Wag 51891Ua3UNan151150539
WHUUYRIANEBUNTINNIINTIAEYY

4.8 S’IEN'1umiqmmqmﬁ%’ﬂdauﬁmum

394

518aziduaNeNUlATINITIENVETUNITNAITUT NI TUTEYNATIN .../ 25.......

91320 4.1 Tassnnsfiduenisiansanassusniidigisnisiansanuuusiaga (Full Board)
FNUMeeeevevvenennnnnnn 1A5INg

152 4.1.01

SWELASINTG

Falasens (lne)

Folasans (Benge)

UNITLNAN

WU

Al

Reviewer

3 .
AINULAU Reviewer

ayunanisAnwilonu

ﬂ’JﬂﬁJLﬁUﬂm&‘ﬂiiﬁJﬂﬁi

uANUszYN

L] $unsu ()

L] Sunsu wasvedeyaiiiauniu ()

nssUN1seRNLEsS Y/C =

YU (In9NLE9 ... 11NU)

wisNaraInssunsNlisused Ao

9138 4.2 MenuMsasUnanideiildiunisiansanuuuiuye (Final report) $1U.........

25ei 4.2.01

SIALATINTT cerreereeereeeeeeeseesesessesesssessesesesessesessesssesessesssssesesasesassesesssessesnssensesesenens

Folasans (lne)

FolAsans (89nge)

UNITYNAN

PUILITY

Bl

Reviewer

< .
AINULNU Reviewer

agunanisfinu oy

ﬂ’ﬂﬁ-ll.ﬁﬂﬂﬂwﬂiillﬂ'ﬁ

UANUszYN

L] Sunsu ()

0] sunsu uazvedoyaiiisndi (C)

AssuNTERNIdss Y/C =

711U (9PDDNLEEY ... 71TW)

WisNaraINsIuNsNkITuTRINA Ao
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21589 4.3 1ASINTIRENUIMeIAIEATEUNIW (Initial review: Health science study, Sponsored

trial) MUM......ccnn... 1As9n1s
PVIZN 4.3.01 | THALATINTT oo ssssseeeessssssesssssssseesssssssssssssssssesssssssssesssssssnsessssssssesssssens
P
FolATINIg
(lne)
P2
F¥olATINIg
(B9nqw)
UNITUNEN
PUIBIUY
Y
Reviewer 1
Reviewer 2
ICF reviewer
nand 1B O 4 O ansfiualadsl O sddwdu
sponsored o - o w e ‘o
P AREBUNIIUNTS L1351 O posiiualaid O laidndu
trial ATINTEY
Insurance L1 8 O ansfusiladdl [ laigndu
a @ &
AuzATINASIATIsAAMuInzauTulsziudalull
numu [ 52408u3539 (Methodology)
ATINITIA! o . .
lrsamsid L psdesuazusylemnd (Risk/benefit)
(Protocol)
mmau [ deyadiiisswesionisdndula (information)
LlNESUAY o v .
5 . L] mnudnesienisidnla (Comprehension)
JUABUNST A i
- L Ansianswé@nd Tddsdiu (Autonomy)
ANEUYDL )
(Consent O nsvawenisuindu (Injury compensation)
Y L] ns$nwnanudusazanududiuds (Confidentiality & privacy)
form L@ Yy &p Y.
consent L Ameuunuenanasing (Subject payment)
process) [ deansfinsietinidendnnaen 24 v, (Principle investigator contact)
L1 oy L lloygyn Wilddunuoaadaslneveusssuniungmune (Legally
authorized representative: LAR) tWs1% ...
O Ussifiufiansandu 9
LONENT wuutuiin/ wuusiusiudeya
Usznoudu 9 | Teiwan
AU 9 Y
ABANUR AALYELIYEY L wisngan U liwanzau Ao
UnIvEvan N138UTUITEFIIUIY (GCP, CITI, [ suuga 0 8slasinu
(Principle NIH)

Investigator)
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RYGAGHEE O s
RUEREATRN O3
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aud iy
T PPN
wnun1sundeseranadeg Ao ..
Usslanan s |1 O avwdeslsiAuanudsadntes
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wuuyssiiuseulasinsdaiiias (Auinmvt/Aeany)

Assessment Form for Continuing Report (Progress/Renewal)

swalasens: Protocol No. (N6 sponsored):

Folassms (Ine):

Title (ENG):

28
ho)

PvnlASINTG:

I LEVATE

Type of review

O Expedited review (315¢ 3.2)

[ initial review f1uns#iansanuwuu expedited review (1M5¢ 3.4)
O initial review 11 full board Wt continuing review fidnweaiy Aa
o hifuenanasinslmiiiin Inenns1eléu research-related

intervention ASULAT kazindBlLAD E@NATY follow-up
ED)
o lisuoranainsiin wasfrunlifinnudedwiinty vie
o Fnsmteidofiestunouiinmsideya (data

analysis)

0 Full board review
(715% 4.5)

- liitd1e expedited

review

Issues to review

2.

1) Recruitment rate #58AUNINLMUNITAMRAUNIT AU EL

2) IMUIULALMANATDINTNUDENALAT (Withdrawal) Lz

3) Amendment YUNAKIUNNTAANT1INSBSIRB-PSU Inalsidl major
concern

4) Tasennsiinisdans weliinanudssdosiign Tunneu

5) anudesiieuiuusylevi auveaune

<

6) NMsLARNDIA@NEIATIINIATINIG YIAEAUTUETTU

7) Tuiwaswazvernuduseudly Wuatuaaniifingusesiuain SBSIRB-
PSU

8) Lonastuas Ieyadvenanainsarmsu Ngndesuazilutegiu

9) 1NINM5YANUTULBUINNAINULABYBUSITH LANTLYineg Lz
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10)dinsnsadeuliediuaMulasnsumuIzal (safety monitoring) $1841U
SAEs, SUSARs, DMC fuMAualiauazdnisann1snu 1wl il s @y

11)finsdanissessnnanududuimuasrnuduresdoyastanuizay

12) nsfloananinsius1euns 4 safeguard iintfuieundesenaiadns

13) Uy i394 protocol deviation/violation/non-compliance (fLAal)
unidelandunisiedesiued1ed wasliiinmanisaldinudmvsel

O gusresudeuvunang

O gusrenundmuneg idssnunshivfdfinudesmua (non-compliance report) amsngiae

O Approval

Aty nsalllly expedited review (A15¢ 3.2)

Date of approval

Date of expiration

ANMNAUDITIBY O 6 wiou O3
AMUNTINT

O Approval with condition Soulw:

Anuwiulasiy WaltauasiaamenssunIsinga full board review (3152 4.5)
O Approval ANUAYBITIE y .
. . {6 weu O3

AMUNINT

O Approval with condition Soulw:

O Suspension of approval (need full board c

onsideration)

O Termination of approval (need full board consideration) LW!Nﬁ‘ﬁ‘lﬁJ'%’Uiﬂﬂ

HUN)

< . < o v o a4 o a . ST =i
AULAU reviewer (USLAULTDIAIUNIINUI AANULEBINLURBU informed consent Lhas deviation %

- UIUIEENATNTUTDY (Total sample size)..

201



Effective date: December 7, 2022 AO-018

wann1sasiuiinlinisiuses nsdideany (Fmdudmiiiidina)

oonluiusedll vdaniinanumIuYeINIIUNT expedited review 13 NANMENIINNNTIIHETINY Fp
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wuUUseRivduuA luinuinlasanIsIde

Assessment Form for Amendment

SBSIRB- PRINCIPAL INVESTIGATOR ORGANIZA
JuNdenssunns / / TION
TITLE

AUTIUNTIUNTT WaNTenUYaanIsiuasunUas (Effect of amendment)

1. anudssiisuivuselevddenanading (Muavninnig Iala daau 1Aswgha)

O awdsavinduvieanas O eadeadistu O doyalsivieane
2. myundesdndveseraaling (neane vnieadasiunisifiufediadinm msvawenisuiniu

post-trial access)

O vz O Liwanza O Liiendes O foyaliivieane
3. mssnwanudusasaududiuiivesetaaling

Ousnzan O Limanza O Liiendes O foyaliivieane
4. wansEudNaUseguTuYeIIaalnsLazesEa LN Tt (neaniz fussinuseulns mawn

N13kilad AMAL)

O O 80 O Lidendoes O dogalaiiiowe
5. ANUWINzanvesinIdeLayanuiinin1sIde

O winzan O Tiwawnzay fo s O Liieades O deyalsiviivane
6. asimsudslimanadinsiunaudeyaiiudsuwdasiiviold

O Lisdudeandseanasding
O avsudsonanadnssunsiu
O ud Lidndusasusuns information sheet/consent form
O uWay AI59aYn information sheet/consent form Mmﬂﬁmaﬁag
O way m3USU information sheet/consent form witeldunuyaifa
O a5 consent (nseiiitniseveudlanserfisdia information sheet/consent form)
O Consent 81@1@siAslusikazAls re-consent ananadastanlulasinismie consent form
YA lnaieag
O Consent wwzananadastmifidsldlssnlasens
O audusu (nsdifideuds wiove consent lu)
0 msudoaaliasienailududulaniifian waevihms consent Tu visit fald
videtnumuliididu
O consent ﬁamaﬂmiﬁﬂ%’u%gdmi Tu visit dald

203




Effective date: December 7, 2022 AO-019

REVIEWER DECISION

Expedited review 318N1LBNET O] Full board review
0] 50509 (APPROVE) (3152 3.7) s (U359 N3¢ 4.6)
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Wan1sWIsaINITuAlvImindve (idnsasliinseunly)
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format)
msudlvnsoiuiuduneunmudsdsiiuanudsadnies (ndsanintudeaduliiienissne/
IN5/guanuuni)

wilviamgdinslaswideya (Statistical analytic method)
Laﬂmi‘dizﬂ’eJUﬂ7iL%iymummﬁﬁﬂﬁ'?ﬂﬂiﬂﬂﬁ (Subjects recruitment materials) L v
Usyyduius
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wuuUssiuseumansallinsssasdviinineuss
Assessment Form for SAEs/SUSARs, DMC Report

Fo8139Y (INVESHGAtIONAL PrOGUCE): e

UsELANT1891u [ susArs [J omc report
SUSAR Reporting period:
AMUTINYRLNITE/atuayun1sidY AUAUVDINTTUNT

AMUFUNUSAY IP

O &siusiuwiueu (definitely related)
[ sinavdasiusiu (probably related)
O Jululgiiasduiussu (possibly related)
O Ligusiusiu (not related)
O "sins1u (unknown)
3o luudla (doubted /not sure)

O Wusheduanusiusinann
O Liiusnefuanudiuganann

WRUNITAMIUNTS

O ysuasulasinisise
[ Sy information sheet
O Ligesusu

O wiussduwaunisaanan
O Liiussfunausangnd
O vedoyaiisis

AU INNYRINTIUNTS

[ 5unsu (acknowledge) (115¢ 3.6)
O suns1u waziidoiausuus fo ......
O asidhfinsanluiivssyuanznssunsifiugn (15¢ 4.8)

DMC report

Meeting date:

DMC

recommendation

O continue study

O Modify protocol I

O Terminate study

SNYALLDUALNLLAL

a3UmUILYDINTINNNT

[ 5uns1u (acknowledge) (115¢ 3.6)

O 5ums1u wasiidoiauowus Ao ...
o Y a A @
O st iuissguanenssunIsauYgn (315¢ 4.8)

NIsUNTEUTEI

FUNUTEEY e,
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Assessment Form for Deviation/Non-compliance
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arullsidlavesenanaasdetunouiilily
N3338
mulaifuunufoRnsideiinvesinide
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wwsnistesiy | wnzaw Wugdsssy

AUTAUNTINNT

O Sunsu (acknowledge) (U559 1152 3.8)

O sunsu waziidoiauaniuy fo

o Y a a I3 a a oA
O widinsanluiivssguanznssunisfiugn (Ussy 15z 4.7) mniikauszidiuanlugosiiusin)
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wUUUsziU 518UaTURANT5A3Y (UAlATaNIsaIainuaLIal)

Assessment Form for Final Report (completed as plan)
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Yelasanns

(lne)

Protocol Title:
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wily

O 1o O laly O et
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O 1o 0O lly

Usglenluaznansenusioaiadnsivunzay U8R
O 1o 0O 1aly O liierdes
mssfiunsiieadesivoraainsnendsduganifomnga | vunemg
O 14 O ily O liiAeades

HANINUNIU T1guatuanysal vise manuscript BT

[ 1if informational risk
O Liflnansznuidsauseaaainsuasyuouiiowsunsioya
O galifisnenuatuauysal

Tassnrsanuidesliifiuanuideaaniios wse WeRIUNIT UL
NAMTUIUULE? (expedited review)
O 19 (@ansafarsansiseusuusale)

O il

AUAUNTIUNTS BT
O sunsiu (nse 3.0)
O sunsu vaslddoyariiui

O vodwiuszyueanssumsifiugn (1152 4.2)
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Assessment Form for Termination Report

ALVRUBINTEALATINITITNEUANUANTENTS
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O liwsnzan

O vedeyaiiisndu fe

NM3SnYsENTARAILDIEEIATAIEVRINITYR
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O wanza
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O veteyaiianiu fie

wnun1skIseyalioaadaslasunsu
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mmLﬁuﬂssumsLﬁamuaeiaﬂmsﬂiiumiLﬁmgm
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External Tasamsideiivtlassnisideidueiansd yaansadmii
LaTENANYINYUBNUIMINY I UEIVAUATUNS
Usztnnueainivey
fiatio ALAY AwUa/AURUNY
LL Lecturer 919158
ST Staff ynans/Advthil
St Student UnAnNA
PP People yanavily
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2D ALAY AUa/ANURUNY
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Eng Faculty of Engineering AYIFINTTUANENS
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fada ALAY AUa/ANUNUNY
Natres Faculty of Natural Resources ABENINYINTTITUYA
Agro Faculty of Agro-Industry AMLRAFIVNTIUNYAT
Envi Faculty of Management ALENNSTANITAING DN
Environment
Med Faculty of Medicine AUSUNNEFNERNS
Uic International College INYIFYUIUYG
Dent Faculty of Dentistry AUETUALNNLFNERS
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Social and Behavioral Sciences Institutional Review Board Committee,

Prince of Songkla University

Ref. PSU o

(DAL ..o
REF: Research Exempt Determination
DEAN: ...
The submission protocol entitled “.........ovnnneece. ” including all related documents
(et ) have been reviewed by the Social and Behavioral Sciences

Institutional Review Board, Prince of Songkla University.
The committee determined on (date of determination) that the submission protocol met the criteria

of the Exempt Determination Research. Therefor, the certificate of exemption is

The decision was acknowledged by the Health Science Human Research Ethics Committee in
the SBSIRB-PSU meeting .......ccccoveevinnen. e which the meeting minutes was documented

Committee Chairman of Center for Social and Behavioral Sciences

Institutional Review Board, Prince of Songkla University

Remarks

®  No continuing reports are required by HSc-HREC. However, progress report to funding source (if any) is still necessary.

®  Please submit “Final Report” (Form AP-020) to Ethics Committee after completion of all study processes
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VUNBUNITUNEUBVB primary reviewer TufiussyuANEnITUNISANYA

N13WA130UN38555: AN Tuayed 1 1asams Tdnavieduliiu 30 ui

1. Primary reviewer il 2 vi1u vimmtililu Content reviewer ({L¥2¥19yn598191) wazd

1 v vy ICF reviewer

2. Reviewer 1-2 ¥4 UNLAUBNANITNUNIUAIEINA TdavuaglidiAu 10 U9l wagsy
nn¥lasens meudednauvesruznssunsiuys uaslitoiausiuznzliinddenly

UFuuse

3. Reviewer limnuiulugusidiensigy seanudunans lidaaudsiunuiniddy windsd

Toyaliifisans auznssunsfiugazdounuiuinaIninddevdn (n3deazdomSenly

nslideyaluseninensiansan)

4. Reviewer a5ungmenwnyarailliinlala

N reviewer Wlinssunisusenaglifidvseginawdlunowrinenisiansan

Content reviewer
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ANNURNevesssleuIdITe Inelv

< v Y 1 &
Anuwiuluiesalull

ICF Reviewer

a <@ PRI % [y
2AUIYUTLAUNLNYIVDINUATEUIUNITUD
ANMUTULDULALIELTYUYDUIAUNSDTDANUA
B4 9)

Literature Review & rationale
Design

Methodology

Sample size

Inclusion/exclusion criteria

Using vulnerable subject/placebo
Outcome measurements

Statistics

0 oo N o R WD

Risk & benefit (NTailATIN1539887 ADY
87U Investigator’s Brochure Aag)

10. Adequate safety monitoring

11. Alternatives

12. Other points of ethical consideration

1. Information sheet & consent form

2. Recruiting materials (e.g. brochure,
telephone script, website, poster etc.)

3. Payment/incentive/compensation

4. Case record form, questionnaire

5. Patient card, handbook/instructions,
logbook/diaries for subject use

6. Legal documents e.g. insurance,
Material Transfer Agreement (MTA),

data agreement

~ AUGSE5IIN vevaunssAuyuluetvadasaduliAvein
ierieUnlesdnduazanuluegifivesoraadnsnisive ~
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232



Effective date: December 7, 2022 AL-007

3.7 59899UNSWA LRLALTATINTTEA LA UNITRANTAULUULS?

13 | SPSIRB-PSU Folasans ANUNIU

3.7.01 | - - -

3.8 s1891un skl URnslasinsIveiilasunisiiansanuulss (Non-compliance/deviation report of

N3¢ | SPSIRB-PSU Folasans ANUNIU
3.8.01 | - - -

21529 4 Saduaianasaniineg19a9nulAseN1599e (Usesu)

4.1 1n5an1578UT0NISRAITUIASINAENTIBNITAITALUULANYA (Full Board) $1W3u...~.... 1ASIN1S
N3¢ | SPSIRB-PSU FolAsen1s iy AVUNIY
4.1.01

U a o

1N3¥ | SPSIRB-PSU PolAsen1s 133y AVUNIY

4201 |- - - -

4.3 Iﬂ‘idﬂ’1SegﬁQ]'SWWQﬁWu%VIEJWﬂWﬁG}%Ej“Uﬂ’IW (initial review: Health science study, Sponsored trial)

o o

N3¢ | SPSIRB-PSU PolAsen1s N3y AVUNIY

4301 |- - - -

4.4 Insansiieduresun1sinnsanasiusn Meedifinnsanuas iussyuiumliuily

o o

MN5e SPSIRB-PSU alAsans N9 AVUNIY

4401 |- - - -

4.5 senulasinmsaoiiies ldsunsiansanuuufiugs (continuing report of full board review research)

IUM.....-... JATINT
MN5e SPSIRB-PSU alAsans N3 VUNIY

4501 |- - - -

4.6 snenunsuilufindulasenside Aldsunsiarsauuuiugn (@amendment of full board review

o o

113 | SPSIRB-PSU POLATINITNLIBING Y nvy AVUNIY

46.01 |- - - -

4.7 srenunislilifinulasinside aldsunisiiansanwuuiuyn (non-compliance/deviation report of
full board review research) $1897UNAN1IATINDUUIATINITIVY (site Visit report) T1E9MULTDITOUTHU

(complaint report) §1U........ 1ATINT
3¢ | SPSIRB-PSU ¥olAsanig N3y AVUNIY

4701 |- - - -

233



Effective date: December 7, 2022

4.8 9NUNATIUABITUTS gN13adliin1AAn (SUSARS) wag $1891UaTURaN15ATIT8U U0

ANZBUNTINNNTNTIADEY (AO-035) F1UI...-..... 1ATINTS

AL-007

N3¢ | SPSIRB-PSU FolAsen1s iy AMUNIU
48.01 |- - -

4.9 91891UN38AlATINNTITBRBUAMUA (termination report) $1UIU...—..... 1ATINTS
N3¢ | SPSIRB-PSU FolAsen1s Uiy AMUNI
4.9.01

21557 5 159994 9 (613)

234




Effective date: December 7, 2022 AL-008

L= v
UUNNUaAINd

dau91u AudItesTIUNMTIRETuNYYE adsaueansuasngAnssumans ns. 6470

v

P 0D 105.8/ e B T e

599 WAwulATINTTITLNAIUNNSANYI08NINNNTARTURTESTTUMTITe lusyud
BTUU o (PUVBI e sesses e )

muivhuauelassnsideiieve fufinnsanadessaunsiduluingd
309 DTN, e
(DVVYVBINGY) ovvrrrerssiseseeeeeseee e
FUBLATANT eevvrrresemeeesressesee s

ANENTINNTTATEETTUY TuitUseyuiiud Tiasulasen1sidevasvinueanainiansan (Withdrawal)
lnedmara fie (Fenteolatenily)
O Tassmsiseatumausun ednsadunuddeluneunthfazeesunisiansanasesssus wse

O dnidedslidsiuintonnuiinaiioAnuLasd o lauo s U0IAneNITNNITITUFITU
MMelunsauaIAfINUA NEIRINANIIEITNNUANENTIUNITISEFITUY boLALLILHDU

ANUTUNNVDANUEUT oo J AETUT oo

Fu5guLNalUTANS U

Use5UAMENTIUNTITESTINNTITe lunywd
AVNEIRNANANTUAZNGANTINANENT UATINGNRUAVATUATUNS

235



Effective date: December 7, 2022 AL-009

KUUBUIADTDAIAIUNI D UDLEUDUUSYDIAUZNTTUATTIIYSITU

Response to SBSIRB-PSU comments

BOTATANTG (AVEVIIE) oo see s eesesseeessseess s sees s sees e see s sees e ses e ees s esees s
FOTATINT (TBIBANGE) crrrreeerseserresnsessnssssessssersssessesessesessessssessess e seesessssesessssssse s esesessreessree
VAT NTATIN NS oo sessensissssssssssssssssesssssssssessssssssssssssssss s s sss s sss s e sssms s s s s A eSS s bR
TAUDBI T oottt ses et saes b aa s bes s s s e b e bbb e s e e Re s A s s ba bR bR bR b R ba s bbb s R baneee
FUNBINEU FUIDTITTIU N corerrersesssrssssss oo s ssssssss oo sssss oo sse s

ada v

521 08U5I98

ANONVTDUDLEUDUUE : 1.

AMBUNSDATL (D15)):

YANUAY :

YoANUALAU/ARLLRL:

dawdwnle: | (@0Lena@NTNRALY). VL OO UFTHAN oo

o = v
ANNTUNITDUDLEIUDLUL : 2.

ANMBUNI DATLT (E13)):

YANIUAY :

YA bU/ANLRL:

dwdwabe: | @DLBNAITNAY).eeee. PIUM e YISO

ANONVTDTDLEUDUUS 3.

AMBUNSDATL (D15)):

YDANULAY :

YA bU/ANLRL:

dwdwabe: | @DLBNEAITNAY).eeer. VUMW e UFSNAN.oennn

ANONVTDTDLEUDUUS 4.

AMBUNSDATL (D15)):

YANUAY :

JoANUNAbU/ARLLRL:

dwdwile: | (@040 TNRALY). VL OO UFTHAN. oo

o = v
ATNIURIDVDLEAUDUUY : 5.

ANMBUNS DATLDT (E13)):

YANUAY :

236



Effective date: December 7, 2022

AL-009

YoANUALA /AR

duiiwile:

ANDNNVITDUDLEUBLUY

ANMBUNIDATLDT (E13):

YANUAY :

YA bU/ANRL:

dununl:

NTEUIUNITVDAMUT UL DU

ANV aTaLEUDLUY:

ANMBUNI DATLDT (E13)):

YBANUAY :

YoANUNWAU/ARLLRL:

duiiwn b

AN DVBLEUBLLUE:

AMBUNSBAITLY (D15)):

YDANULAY :

YA bU/ANRL:

dauiiwn b

AaNVisaTBLEUDLUY:

AMBUNSDATLY (D15)):

YDANULAY :

JoANUNWAbU/ARLLRL:

duinnla:

ANDNNIDVBLEUBLUL

ANMBUNI DAL (E13)):

YANUAY :

JoANUNWAbU/ARLLRL:

duiiwi b

AU DUBLEUBLUL

AMBUNSDATLA (B15)):

YDAULAY :

YBAMUTWA bu/ANLLRL:

237




Effective date: December 7, 2022 AL-009
dwdwdble: | @0L0N@SNAY).ere VU e USTNAN .o
o = v
ADIUNIDVDLEUDLUY 6.

ANMBUNI DAL (O13):
YAIUAY :
YA bU/ANHRL:
dwdwdle: | F0LDNESNALY).eee VU UFSNAN.eoeenn
A1 [N
(oot )
N9y
FUT e
AR EI NSO
(oo, )
813159NU5 w1

(nsalinItendnidutindnwn)

submit

Galelal]

- 19 Highlight d@gau evniasasvunglulenansauiA luisodIuAiuLF
a b4 a . v a Ao Y & LY !
- wenansninisuily iddeu version waz dui nnseaulilulagiuneuss re-

238




Effective date: December 7, 2022 AL-010

L= v
UUNNUaAINd

dueu gudatesssunsideluiyed anvdnumansuaengAnTsumans inTiveduasauesuns ns. 6470

v

P 0D 1058/ AU e

399 uduFeunITY 139eN1sUTUUTIATINTIREAULAAMENTIUNNTITLTTTUY
BTUU e (MUTEI M

auiivhuauelassnsideiileve fufinnsanadussaunsidelusngd
R 1
(VT VBINGY) covvrrrreeessmsmeeeesssse e
FUBLATANT wevrrreerrrersseeee e ssees e
WBUATUONAT o YA AT LTV OO L1 RSOOOO
Tssmsidedanan sunsfinsanluiivssquanenssunsasessaus adedl ... yA— NTE v

ANENTTUNITITETTTNY lunUseyuiiud fie USuussudluieiuses (ide viuugwdluuazindrfiansanim)
Togliinideds JufintomnuduassiaAnuulasUalaualusaInneNIINNITITUFIIN wagtona1siuuUys
wiloudd ndunfidtinuAnenIsuNITITesTINY Aelu 60 Juufiu

129370 @1UNUANENTIUNIDTESITHY 89l lAsuanad15a1ntin e Aeladeannunenlaiau 1ne

YU a v 1 ISI o v L aa L ISI =)
valvitinidedaenarsmuiuugeudlondamnniely 14 JUUZAY (Ui df9U. e, LI PR )
yasanvinulasuntedoudaiauaduil

mnasuivunasIndad lnglulasunisinrenduaintnide avesnniled@olsinaulasanisasnainnig
Nasawely

mndnideverenenatduenarsiviuuily desednieluszeziiat 90 Tuufitu duarniufiaagnssunis
FFUFITUY AWF MNBANUALAZADINITEUVDTUNTNNBNATIFDATUNTEUIUNMSIivavun)

Fu5guLNelUTANS U

LAYIYNITANENTTUNITTIETIUNTIVE TuLL e
AU IRULAERNSLAZNOANTIUAIENT NIV ISUAVAIUATUNS

239



Effective date: December 7, 2022 AL-011 ENG

Certificate of Approval of Human Research Ethics
Center for Social and Behavioral Sciences Institutional Review Board,

Prince of Songkla University

Document Number: e,

Research Title: e

Research Code:
Principal Investigator: ...,
Workplace: e

Approved Document: 1. Human Subjects
2. Instrument

3. Invitation and Informed Consent
Approved Date:

Expiration Date:

This is to certify that the Center for Social and Behavioral Sciences
Institutional Review Board, Prince of Songkla University has approved for Ethics of this
research in accordance with Declaration of Belmont. And please report the research result

every year in the AP-007 form.

(Professor Dr. Sasitorn Phumdoung)
Committee Chairman of Center for Social and Behaviora Sciences

Institutional Review Board, Prince of Songkla University
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Letter notifying the results of consideration of

The research project amendment

#i we 105.8/ Social and Behavioral Sciences
Institutional Review Board Committee,
Prince of Songkla University
15 Karnchanavanich Road,
Hat Yai, Songkla 90110, Thailand

As you proposed Amendment report for research project
THELE (ENIQ)- ettt st e844SRt e

Research Code

WUTSUBNET e YA

[tems t0 e @aMENAEA INCIUAE. ...ttt
L ettt bttt ettt a et h et et a et s oAk A A At S A ke s ea e S A A e A e Attt b s ek e A At s e b e s e s aea et b e s et en st b esesennee s s s ene
2.

The Center for Social and Behavioral Sciences Institutional Review Board, Prince of Songkla
University has approved your amendment report for research project.

Please be informed to know And ask researchers to conduct research with certified and current
procedures and documents.

(Professor Dr. Sasitorn Phumdoung)
Committee Chairman of Center for Social and Behavioral Sciences

Institutional Review Board, Prince of Songkla University
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NNAsUIRINs hidinauselevinudou
> (Conflict of Interest Disclosure Document)

Name and Function on Professional Affiliation
Committee Qualification (place of work)

Gender Presence

The above SBSIRB-PSU members, independent of the investigator and the sponsor of the trial, have

reviewed the trial entitled below

PrOTOCOL THELE oottt es e e ess e e bese s e sesse s sesss s ssesesssesse b e bessessessessessessessessessesssensensessensansas

Principal INVeStIGator .......ceeeeereererereeneereese et

SPONSOT NMAIMIE! ..uieeeeeereerresesreseeessestssessssessesessessesessesessestesestesessestesessessesestssestessssestesestesessessessstssessesessessessssessssssesnes

Date of Meeting: ..o, Date of apProval: .

Chairman for Social and Behavioral Sciences

Institutional Review Board Committee, Prince of Songkla University
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Ref. PSU 105.8/ ...,

(DALE..c.eereerereeereererssasessssssasssssssssssssssssssssssssssssssssssssssssasssssssssssanes )
REF: Determination on Progress Report
Ref dOCUMENt NUMDEN: ..oooooo oo (18919719898 NENTINVIUYDINININY)
DA .o (Principal investigator)
The submission Progress Report of protocol (SBSIRB-PSU..........ccoimiiimniienmeiineienneieeissisiesennsienees ) entitled
ettt ” and all related documents have been reviewed and

“Approved” by Social and Behavioral Sciences Institutional Review Board Committee, (SBSIRB-PSU) of
Prince of Songkla University.

The determination was documented in the meeting minutes of SBSIRB-PSU meeting .............. Y ST
ageNda .o (o) 0 T (AEE) et
Please submit the progress report every ........cccceuu.... months and apply the renewal before date

of expiration (the left bottom of the page).

Chairman of Social and Behavioral Sciences

Institutional Review Board Committee, Prince of Songkla University

Date of ApProval ......ceeeeeeeveeeeenrennne
Date of EXpiration .........eeenenennnens
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Social and Behavioral Science Institutional Review Board Committee

Prince of Songkla University

Ref. PSU 105.8/ ..o

REF: Determination on Protocol Amendment/Safety Report/Final Report/Termination Report
Ref dOCUMENt NUMDET: .........ooooooeeeeeeeeeeeeeeeeoeeeeoososoeeeeseesesseeseeeeeeenneee (1laUNP19BLONANTTNYIUVDIUNITE)

DA ..ot (Principal INVEStIGatOr). ...

The submission Protocol Amendment/Safety Report/Final Report/Termination Report of protocol

(e ) ENEEEA “.oooooeee st 7
including the related documents below
U SOEOT TP T T U U OO OO ST O OOTOT O U OE T T OO T O U U OO U OU OO OPUOPROPROPIRTSRTSRRRROON
2 AR AR
C TSP U OO OO T OHOE U OE U SOEOEOE OO SO T PO T T U O OU OO OO OU U OU SO OU OO OU NPT PP OTPPOTOTOPROPIN
B AR

have been reviewed and “Approved”/ “Acknowledged nsei final report/termination report” by
Social and Behavioral Science Institutional Review Board Committee (SBSIRB-PSU) of Prince
of Songkla University.

The determination was (will be) documented in the meeting minutes of SBSIRB-PSU meeting ........ Y

The research documents will be kept in Office of SBSIRB-PSU for 3 years from the acknowledged date

before the discard (n3el final report/termination report).

Chairman of Social and Behavioral Science

Institutional Review Board Committee, Prince of Songkla University
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1584

(Ethics review application for research in social and behavioral sciences)

\Seu  Chair, Center for Social and Behavioral Sciences Institutional Review Board, Prince

of Songkla University

Department/Faculty ....cccoevvvicccnnne would like

to apply for ethics review on the research project titled ...

.................................................................. in social and behavioral sciences research. Related

documents are attached as below:

O 1) Three copies of research ethics review application form (IRB1 form)

O 2) Three copies of informed consent (IRB2 form)

O 2) Three copies of research instruments (Research Instruments must be

approved its validity by the expert.)

O 4) Three copies of research proposal

O 5) Three copies of Providing Historical Research Ethics training program of the

principal investigator and co- investigator (s) that has not expired

O 6) one CD-ROM (filing items 1 - 5)

(Advisor)
(For students only)

Supervisor or Dean
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IRB-1

Social and Behavioral Sciences Institutional Review Board Submission Form
Center for Social and Behavioral Sciences Institutional Review Board,
Prince of Songkla University

The researcher must give details of all items
1. Research Title
2. Principal Investigator and Institute
3. Co-Investigators and Institute
4. Contact Information (Address, Telephone, E-mail)
5. Significance of the research problem
6. Objective of the research project
7.The benefits of this project
8. Methodology of the study (can select more than one methodology)
O a. Qualitative
Phenomenology
Ethnography
Grounded theory
Action research
Narrative research/ Case study
Others (Please SPECIfY). ...
O b. Quantitative
O correlational study
O Experiment study/ Quasi study
[0 Others (Please SPeCify).......ocomroooeecoeeeoeeeeeseeeseeee
[0 . Others (PLease SPECIyY)......ooeveooeeeceeeceeeceeseeeeeeeeseeseee s

OO0Ooooag

9. Data Collection
[ 1. observation (Please specify) (e.g. Participatory, Non-participatory) ........ccceeeeneieennenn.
O 2. interview (Please specify) (e.g. Structured, Semi-structured) .........cocoeeerenrirsiseeseeeees
O 3. Focus group
O 4. Questionnaires
[0 5. Others (PLease SPECiy).....omrroeeecoeeseeeeeeeseeeseees e

10. Population/Participant

a. Identify the sample size and how to obtain a sample

b. Describe the criteria of participants, selection of participant. Is there improper group that is
selected into the study?

c. How to divide the participants into experimental group and control group

d. Vulnerable participants in the study (The participants who cannot make a decision freely)

D None
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O involved vulnerable participants

Children under 18

Pregnant

Elderly

Chronically ill

Cognitive impaired persons

Disable person

Prisoners, Migrant labour, Underprivileged
Students, Subordinate

Person with mental health problem

OO0O0O0OO0000oOo0

Other (Please SPECIfY) ...
e. Please describe the method that you use to recruit your participants

f. Is there any compensation for participants? Please specify

11. Please describe the methods of this study and why the study has a low-risk (risk no more than daily
life).

12. How to invite the participants to participate in the study?
O a. written consent
O b. verbal consent, please attach the form
O c Imply consent

13. Describe the benefits of this study to participants, community and society

14. The other effects of the study that may occur to the participants and community, for examples

a. Is there any harmful risk to physical, mental, social, economic? And how the researcher
prepares to prevent or solve the negative effects?

b. In case that this study affects to the community, how the researcher will handle and protect
them.

15. Methods used in research to protect the confidentiality of participants or community
16. Identify the budget (If any)
17. The study period

The expectation for data collection: Will be started data collection in (Month, Year) ........cccccooc.....

and will be finished data collection in (Month, Year) .............. The total duration of data collection

18. Consideration of the research methodology from the faculty (For student’s research project/thesis)
O Thesis proposal has been approved by the thesis committees of the faculty
(o] TR on (Date, Month, Year) .....ccccccceeveeunn...
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O Thesis proposal has been approved by thesis advisor on (Date, Month, Year)

19. Experiences in Training in Research Ethics

O | and research team have been attended in research ethics trainning as follow;

1) RESEAICNEI"S NAME ..ottt
CoUrse/TraiNING THL .. . R T
2) RESEAICNEIS NAMIE ..ottt
CoUrsSe/TralNING THL ...ttt T TR
3) RESEAICNEI"S NAME.......ivieiiieiieie ettt
Course/ TraiNiNg TILE ..o e S | RN

| hereby certify that the above information is true and correct.

SIgNATUre. ...
(e )
Advisor Principal investigator
If the project principal investigator is a student. Date........... Month....ocevveeenne. Year...........
Date........... Month.....ccvennes Year...........
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v X 14
UUNNUaAINU

1394 YolduslAsINITIeUTELAN Retrospective study /Case report [OUBIUNITNINTUNRILTITUNTT
Welunnyed

BEY UsEsuAneNIINNISAsesTIUNMTIRElueY audnumansuaznginssueans
WIS AVAIUATUNT

ST o T e
YOLAUBIATINITIVUTOT (WOATUINBUAZATIIOINGY) oo

1. wingunisamedeulugiudeya PRPM (613) i
wuulausiiisveFuNsiaaaTesssunsiTelutye (submission form AP-002) I

3. lasams3deaduanysal (protocol) 3 9
N8l Case report/series (< 5 518) laifnadou protocol walvias final report 1
1#i958N Aeuflay submit to journal viensuUszyainnis

4. UsgiRuazaruinnudiuigresinide mwilnevseniwsingy 3 90

5. yangIuMseusHasessIunAdelunywdvesinidennau (ifiu 2 T) 3 %40

6. w3esilenside leun wuvasuay wuuiiudeya 3 40

7. wéngiudu 9 (wu luoygyw Tuduseslildgunne <a=) WA . 3 90

8. wiutiufindeya (CD/DVD) vidolnlddidnnsotind ussateyakustod 1-8 1 wsin/lvid

Ja3ouniiielusafiansan

NT0.e 1o
(et esi e ) (et )
91915873 (ndivivthlassnsduiin@ne) Wnilasansiay

TAs9n15398 LA UAMUTIUYIUINNUIBIUAUFIN ALED

PIUTNAUILITUAUFIN A
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WUULEUBLINEYBTUNITRANTANAINATESTINNTIVE TN we
dmsulasinsnleigsiusiudeyaniagia

Submission Form for Retrospective Study/Case Report

Holasans3de an1wilng uaznSengs
wamthlassnsiseuasmirenuiidein (wazdoensdiivsnvdndutndne) Minwilvewazandnge
ferlasensideuazmmirsnuiidsdn fnmwlveuszaimdngy
Tasanslawasy (Executive summary) Aue1dlifiu 2 uiih Ad
o nguszasA

e

o wrndeyaiifieginuanunasdoyala wu vvssideu unaseyaniuaramilaiuisadnldaula
(nsadilumbesrumevenliiuuvanguniseya e liidndseyavinmiesuiiie 1o e)

0  FsrezhaiifesnsnunNdeya

0  vhivesteyaitazunlilunsisesleslsthe (uuy case record form e protocol)
0  msrmnameieiionsumnunside Eufedes)

O wHUMTIATIWteya Nsunauedeya nMIATuN

5. UsziAumeasesssan1sivy
o FBmslunssinsztuasinwanudureseraadinsisluduneuvesnisdniunsifouasnis
EUaNANITINY
o muiusnedeya (data storage) fidndeoyalsszausing ¢ (accessing limit) ww mnlunvssideu
giTavsiihfdeyadoadudifidinlunsquagtasvefiunmdluiinisesusndeyaliinide ns
hsviailediamsitidslngdidnnsetn
o lifimsdawedeyatiszysinu madududewansnmarsvesivestoyasziinstatedimvesnin
ogamnzauiiolilianansassyiyana msveeyanivesnwisediinteaduaednuaisnes
Aeulaue
fmasuses
O domnudnefuduanuase
O vinlammmnelaedaaunnuszns
O avfomundnasesssunmsivelunyud

A9TD e BOUD oo
(e ) (o )
a191587UInw (hsdiwmilasensdutin@ne) FINUILATINGITY
R R
(oo )
H3lATINTIRY
B9TD e
(e )
H3lATINTIY
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Atlauuulaue vasuiaTaneniuntsvenudugeaNanelanaiias (Waiver of Consent)

¥ ¥ a o/ . .
fBDINT VIYNLIUNITVIAINNBULDUDE1HNAT (Waiver of informed consent)

@an 3.1 38 3.2 (MnazvesniuanizmMsasunudualednuaidsnes Iidente 4)

3.1 | msRdengdesiunsinelunizanidy uazanaainsegluniizings wialisunsali

N5BUYDUALAULDY

O | ms3deiedesivenaadasiinneglunmzgniduwisennzingauasnissnvifloglulagiu
galdlasunisiigaivseliifivssavsnmifiame uagnIsIuTINteyaet19gNABINUVAN
Wemansvedasinsideilavansaneumnuluwiseavianuazanulasnievenis
$nwn

O | msverrudugenanenaadashiannsanssila iesmnaaadaseglunnzings uazns
Weldanunsasemsvernudugenangiivsegunulasveumungruievesenanadng wagll
Enslananunsafadegiviedunulagveumunguinevesenaainsiievernugugeuls

914 TUIIaINa?

O | fununisverruBusenangifvsedunulagseumungrune nelunsendanintdiugas
53EE1IANN33NY (therapeutic window) fidaLau (W veANuBuenNEIEvEoruNULilE
TidoyaniAuly lnsvernudusendlogtheennsasiiudi) uasdedindngunnumenesly
nsdnseqAvseiunulngreunungsnetiieeuAIi I eguiaTEsTIIY

3.2 | mMsfnwniungAnTsuAansuazuyweIneulssnuimnetaalinslasuudedayanis

v
a o o

1NIY

o

a a a a o 8 v Ao A | . &
| EJE]’]C\]NﬂrﬁLUaEJuLLanquﬂiﬁquimmaﬂﬁlij"ﬂEJ"LNLWENG]TJQ LYU deceptlon StUdy N

WHDITUINNANALAEUIIUINNTVRANINEUYEY V3N1TWideyauneaalns

O | maseiienudssdenianadasliuinfuninanuidssionatasinsazlasulunisaniuiaing
Uszd1iu

O | msidelaianansansgyhld (impracticable) nlalsniunisvearnudusenannenanadns
25U

O | evanasdeseslasuusaduduieatunmsidonuanumanganlunends (debriefing)
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4 | faens vesnviunisasunauatsdnuaidnwslunuuugeuvasaanating (Waiver of written

consent)
mnews UnAinisveanudusesusasiuatednualsnys sniunsaindunaeineliil wregaiasns

il verbal consent w3aiin1sliteyan1sidelaganunsaiiod voluntary action veteraadinsdunis
LERIANNDULULS LU N1TABURUUFBUNNNANTBNAILANNFLAT LY

O | 1) msitesimnuidswiesatainslinuninanudssienaatinsazlasulunissdiuiaing
Used13U (not greater than minimal risk) wagliifeadesiumsnseyimeenaadnsi
SnJudeweanudussuduaiednuaidnes (Wu Fman1sineideatunisnsiaitadenaznis

SnwIUNA) BB U1LaNYLUINY

O | 2 msawnuduanednvaldnuslusuuiBusenveseraadesdudeyaiieniiioulosening
MnuveseIaalinsiun1side uaganudgmanveInTidevhlveanainsanegluniig

FUNT18NINSUARNEANUAUTDIDIEANAT (WU NIFIFBLALINUNNTLIEITLENAR NITVINRR

NOVIENY N1SNBNTSY) B5UIBUANE

wnawe nsdfulasainsideeiseniosdlownndfioglusenindideiovetunzileuevasesdnsenmsuazen lu
anansavesniiule

adie .
O )
IMABnan
Sl
dmSunssuM U
O susesmsvesnsiunsvennudueey
O vsusudluilesuses
O 1isuses hidhanemsvesndunsverusuges
VIRBIAVIG] .o 88551
490
(o )
NSTUMTEMUNI
Sl
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Submission Form for Amendment

PROTOCOL NUMBER: .......ccocooiiiiriiiieieircceee e

DATE OF FIRST APPROVAL.......... YA v PANEL ......ccocvurunne AGENDA ....covviriiirieninne
TITLE (ENG)...eoeei ettt
PRINCIPAL INVESTIGATOR......c.coteireirieieineeneeiericieeeaenne

FUNDING SOURCE (SPONSOR)

1. CHECK ALL THAT APPLY
|:| Protocol modification or amendment

L] Inclusion / exclusion criteria

L] Method
[ Editorial changes
L] increased subject number from case to reason
(If any sponsored trial, provide the documents of budget and insurance
certificate)
[ Extension time from to
Reason
L] others

|:| Information sheet/consent form (Provide copy of original consent form, a description of the

revisions and highlighted revised consent form)

|:| Change in title (Attach revised protocol and consent form with new title)

|:| Change in investigator (Attach revised consent form, CV, ethical training records, and letter from

sponsor acknowledging change, if applicable)
|:| Change in sponsor (Attach revised consent form if applicable)

|:| Legal documents e.g. insurance certificate, MTA, CTA etc.

|:| Investigator’s Brochure
|:| New information for announcing participants such as patient card, diary, guideline, etc.

|:| Advertisement/recruitment letter, letter to GP

|:| letter to Pl etc.

2. Participants Status
I No consenting process Reason ..........ccccocvcccnnccnen.

L] Consenting process

Number
a) dnnueiaaiasi SBSIRB-PSU Susedliiiutiona (sample size) 319
b) ﬁwuauﬁaﬁa@uaau (consent) 318
o) Fauglidiunsdnnses ((iinsAnnses) (screening failure) 318
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d) Srnugiidseglunszuiuniamaas (active subject) 318
e) dnnugiteglutisinnm (follow-up) 318
f Sruugdiviansanse (lost follow-up) 318
9) dnnuiiinoum (sAadedin) (withdrawn/dead) 318
h) SwaudfiiSduiinssuiunisdnyuda (completed) 318

3. Current status of reason

O] ongoing direct research activity on subjects

L] no further enrollment; and all subjects have completed all research-related investigations; and

research remains active only for long-term follow-up

O] remaining activities are limited to data analysis

List of amendment issues
(Specify the document name, the location changed with highlight, or it can be sent as a track change in

word processor)

Document
Page/line

Text before

adjustment

Text after

adjustment

Reason

Effect to

participants

1
2
3
q

mdvesusesildnsnasuarugnieswesioys warsenumuanuluasmnusenis
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v = vV
UYUNNUYBAINU
dauau eeeteeees e se e e et ne s e et e e e s ease s sennen LK T
.. Joereeeeeesseseeseens FU e e e eese s sseeseess s ssesssessseseeese s sesssseenes

1599 VLN MUMILLALIASINTITETHIUNITSUTBIIINAMENTTUNITIIEEITU (Amendment)

BEY UsTeumNenIIUNNSIsEsTINMTIsElunyed anudenueansuasngAnssueans
I IRUAAUATUNS

DAY BB
FINLATINITITOTY (FONTYIMEUAZATEIBINGW) oo
FHALATING s FILAHIUNITSUTOI9INANLNTIUNITITETTIN TUTUN o &9
UTTPUITE s Tasvausulsuilalasinisidedingd lnelduuuienansusenoun1siansan Aedl
1. uvuausveunlaliuugelasanide 199

(submission form for amendment; AP-008)

nasUsznouiigItes (related documents) 1 4

uwrutuiindeyarianun (CO/DVD) vi3elnddidnnseiind ussytoyasuded 1-3 1 uslu/lvid

Fu5guLNNalUTANIITU

9191587US NN nsdivvtnlasansidutindne PIUTIATINITINY

ARED)

AU

PN AU UAUFIN A

Y

dmiudmin
SeunNITNTUND LONATTTWUAUYTOL FB oot

o

UINNUAMENTINNNTISEEITN Fzanusaniiunig AelinlAsulBNaITATUAIULAY
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wuusduavaudludiniulasanisise
Submission Form for Amendment
PROTOCOL NUMBER: ......oovooooveeeeeeecceseseeeeesseeeseeeeeeeeeesesseeeeeess
DATE OF FIRST APPROVAL........./......... YA
BOTATANTT (UIVINIE). ..o
TITLE CENGD oo esee e essessseeeseeeeee e ee e esessssseseeseeeeeee e sesese s eesssennees

PRINCIPAL INVESTIGATOR.......coooeeeeeeeeeeeeeeeeee ORGANIZATION. ..o
FUNDING SOURCE (SPONSOR)........ooueieieeeieeeeeeee ettt evee et sees et sananannes
1. Fenideiidesnsvalisuudamieveiuseenaisiiiu (CHECK ALL THAT APPLY)

|:| 1A34n13338 (Protocol modification or amendment)

L inawsinismdn/dmeen (Inclusion / exclusion criteria)

ada o

L1 3833 (Method)
L] wilvguuuuuaglassadraienans (Editorial changes) Alifiosussonanasing wu uirdn danth
wilvde ey \Jusiu

Wiusuaueanaing (Increased subject number) 270 Ju
VARG (ns8d sponsored trial TilluuLoNa1s budget Wag insurance certificate i
ATOUARNTTLIUNGIE)

[ weneaamssifiunis (Extension time) andiiagléiueysid 910 Ju
L%@;Naﬁ‘ua%manm

L1 nnsudladu 9 (Others) szy
[ ] wnans¥uasuazvaninudusay (Information sheet/consent form) wuudLuanaIsuatiuzenI
Bugon LagArtuasnsuAlandeunisianslinsvaiundnisunluegrstaiau (Provide copy of original

consent form, a description of the revisions and highlighted revised consent form)

[ ] wasudalasenis (Change in title) uwuulasesnisideatuutlonasionaisveninudusenaduuilede
1A39n15398Ua0 (Attach revised protocol and consent form with new title)

va ¥ a v 1%

|:| Wasutin3ds (Change in investigator) wuulenaisveauBugenatuuily Ussiatnitensouionans
WANINITHIUNITOUTUITETITUNTITeTUNYLE wavaavuneTusesaInuuaInu (613) (Attach revised
consent form, CV, ethical training records, and letter from sponsor acknowledging change, if
applicable)

[ ] wasuundanu (Change in sponsor) uuutenansveruiusesatiuuily @) (Attach revised consent
form if applicable)

|:| Na1sNeNYAIe (Legal documents) 1y tonasuseiu dennasnisdsiedns dennanisinide Ju
fu (e.g insurance certificate, MTA, CTA etc.) 53U

v a v

|:| Ada1indn (Investigator’s Brochure)

U

P

[ ] Hoyalmsifidesnisudsoranasing 1y patient card, diary gile 52y

3

|:| luuszyndunus (Advertisement/recruitment letter, letter to GP) 52y

[ ]ienansiidosnsuds SBSIRB-PSU Liiaumsu 1u aanuisudsainuiasaiusig q fidedainide
(letter to Pl etc.) 58y

284



December 7, 2022

2. dnuzaasaaia