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../แบบฟอร์ม%20AL/AL-002_TH%20หนังสือแจ้งผลการประเมินด้านจริยธรรมการวิจัยในมนุษย์โครงการวิจัย%20(เต็มชุด)-%20เมื่อผลการพิจารณาเป็นปรับปรุงแก้ไขเพื่อรับรอง%20(minor%20revision).doc
../แบบฟอร์ม%20AL/AL-028_TH%20หนังสือแจ้งผลการพิจารณาการแก้ไขเพิ่มเติมโครงการวิจัย%20(แบบเร็ว)_%20เมื่อผลการพิจารณาเป็นปรับปรุงแก้ไขเพื่อรับรอง.doc
../แบบฟอร์ม%20AL/AL-029_TH%20หนังสือแจ้งผลการประเมินด้านจริยธรรมการวิจัยในมนุษย์การแก้ไขเพิ่มเติมโครงการวิจัย%20(แบบเร็ว)_เมื่อผลพิจารณาเป็นนำเข้าพิจารณาในที่ประชุมคณะกรรมการเต็มชุด.doc
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../แบบฟอร์ม%20AL/AL-003_TH%20หนังสือแจ้งผลการประเมินด้านจริยธรรมการวิจัยในมนุษย์โครงการวิจัย%20(เต็มชุด)-เมื่อผลการพิจารณาเป็นปรับปรุงแก้ไขและนำเข้าพิจารณาใหม่%20(major%20revision).doc
../แบบฟอร์ม%20AO/AO-014_TH%20Committee%20Assessment%20Form%20of%20Protocol.doc
../แบบฟอร์ม%20AL/AL-004_TH%20หนังสือแจ้งผลการประเมินด้านจริยธรรมการวิจัยในมนุษย์โครงการวิจัย%20(เต็มชุด)-%20เมื่อผลการพิจารณาเป็นไม่รับรอง%20(Disapproval).doc
../แบบฟอร์ม%20AL/AL-010_TH%20บันทึกข้อความแจ้งเตือนนักวิจัยเรื่องการปรับปรุงโครงการวิจัยตามมติคณะกรรมการจริยธรรมฯ.doc
../แบบฟอร์ม%20AL/AL-008_TH%20บันทึกข้อความแจ้งถอนโครงการออกจากการพิจารณาจริยธรรมการวิจัยในมนุษย์.doc

UNA 4 N1SUSWITINNITLATINISIYLNBIUVISUNITNIITUIATINTN
Management of Protocol Submission for Initial Review

PSU-HREC 04/v.03.0

ARIZNTTUNITIILTTINNNTIVGTUNYBE WMNINGIRUEVAUATUNS | Fufiuszmeld: 9 nweT

PSU Human Research Ethics Committee: PSU-HREC v ¥
%1 21 270 29 KU

5.14 YUABUNITOBNNUIHDHIINA

MAIINAYIYNITY Nasanlvieanuiledendena Tdmtnddnauaaniiunig fel

5.14.1 NUNTINUIFOLIING LAZLONAITANDNUBLALTBLULUIDINAULNTTUNNT 385U
aelu 3 Ju

5.14.2 LUBLAYIUNIT MITVETDUY WagLINEN LLfﬂGUWWNﬁLaSUTHﬂ'ﬁ"’I bAUBDLLUY

5.14.3 fuviwaziauentsdoudwa iaviynisiawny nsdiiifunisdeudananisiuses
Tiszau \Judasuny

5.14.4 dnumilsdeudwa 1 ga udiduatuiena1slasinisivy
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5.15 msnuunsdlatinddeddlasinisideuiulsdluinesusas (nsal minor revision)
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5.15.2 Wwmifid1dnanu dadelasan1sideiasUaiauaiurvaInIIUNSENUNIUNGN
TiuAaIynis fansasazasauiuluwuuinasiazudlunudefniiuues
ARIENIIUNNTITETTINY (AL-009) ruszuveaulall

5.15.3 lunsdifinanisiiansanvesaviynis u

- LaiSusaq

LAHaNI SR snseNsEumaNanielu 5 Ju luguwuuienans (hard copy)
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../แบบฟอร์ม%20AL/AL-009_TH%20Comments%20from%20PSU-HREC-ใหม่--.doc
../แบบฟอร์ม%20AL/AL-009_TH%20Comments%20from%20PSU-HREC-ใหม่--.doc
../แบบฟอร์ม%20AL/AL-028_TH%20หนังสือแจ้งผลการพิจารณาการแก้ไขเพิ่มเติมโครงการวิจัย%20(แบบเร็ว)_%20เมื่อผลการพิจารณาเป็นปรับปรุงแก้ไขเพื่อรับรอง.doc
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(584 major revision)
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WNavINI15Y Ieenntsdesuses (AL-011) (TH, ENG) T mthiddnauasiunis

U ‘&J
Al
5.17.1 furinisdesuses nelu 3 Fundeaniaviunis Wieiunis

5.17.2 ATI9ADUAILYNABIAY LUUATIFABUAINNYNADIVBINTORNNUIADTUTRY (COA
for Initial review) (AO-019) (AO-020)

5.17.3 LAUDVUIADSUTDI WIDULUUAURUULBNAITIATINISITY TAUTLEIUY NATUN
asuunely 2 Junduavynse AsIaaeuANgNes

5.17.4 Useuns) AnENIINNI59385550N1533 8 Tunyed unnIngideasvauasuns
niounsdyanwalvesuning1dvasvaiuaiuns yavtilulasainiside wnais
Fusseranaiag uuuBuseueiatadag uarududioussyduiusaud
ANIENTTUNTTITETTIU 1N15TUT0s

5175 fndmifsdesusos (AL-011) uagdnunenaisiduasteyaundidniaunisise/
91aalAT (AP-017) 38 (AP-018) dNWUNLUULBNATTRAUIEUERNYNTINNTIVY
(AP-019) w30 (AP-020) WagdnuLHuT o UTEvduTUSNUTEUATIFUTO AN
w¥eunuuienasteujuadmivdnidelulasnsidoinunsiusesssossmms
Aelunywe (AL-012) (TH, ENG)
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../แบบฟอร์ม%20AL/AL-009_TH%20Comments%20from%20PSU-HREC-ใหม่--.doc
../แบบฟอร์ม%20AL/AL-011_TH%20COA-.doc
../แบบฟอร์ม%20AO/AO-019_TH%20แบบตรวจสอบความถูกต้องของการออกหนังสือรับรอง%20(สำหรับโครงการที่พิจารณาแบบเร็ว).doc
../แบบฟอร์ม%20AO/AO-020_TH%20COA%20for%20Initial%20review.doc
../แบบฟอร์ม%20AL/AL-011_TH%20COA-.doc
../แบบฟอร์ม%20AP/AP-017_TH%20Template%20Participant%20Information%20Sheet-รอพิจารณา.doc
../แบบฟอร์ม%20AP/AP-018_ENG%20Template%20Participant%20Information%20Sheet.doc
../แบบฟอร์ม%20AP/AP-019_TH%20Template%20%20Consent%20Form----ใหม่.doc
../แบบฟอร์ม%20AP/AP-020_ENG%20Template%20Consent%20Form----.doc
../แบบฟอร์ม%20AL/AL-012_TH%20Instruction%20for_Investigator%20After%20COA.doc
../แบบฟอร์ม%20AL/AL-012_TH%20Instruction%20for_Investigator%20After%20COA.doc
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ANFWI ANUNIY

FEUNTAIANE (single case report) | lasan1sideivinnisAnwlusiaadinsiies 1 918

CREC

Central Research Ethics Committee

ANUUTIZUN AMgasUARaTee1agnTnMdTIunTIdelunyudlalaeie Mg
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andule lHon wisuanieenlalnedase vseliaunsaunlewuedls
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7. 1NE15919949

7.1

7.2

7.3

7.4

International Conference on Harmonization. Guidance for Industry E6(R2) Good
Clinical Practice: Consolidated Guidance, 2016. (ICH GCP).

WHO. Standards and Operational Guidance for Ethics Review of Health-Related
Research with Human Participants, 2011

World Medical Association. World Medical Association Declaration of Helsinki: ethical
principles for medical research involving human subjects. JAMA. 2013; 310 (20):
2191-4.
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8.1
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8.3

8.4

8.5
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a v ad

AO-011  WUURTIADUAILATUNIUVBABNENT IATRMTITUNTUVBS UNSHANTUIATILIN

AO-012 LNAUNNINTUNLATINITITENINUNE INLIUNITHNANTUISUTBINNANUDTUFTITUNNS
3ﬁ'ﬂuu1§w§ (Criteria for Exempt Determination Research)

AO-013 naudiiNsaulA39In153deMdTan1sinnsanasesssun1sidelunywd wuulsa
(Criteria for Expedited Review)

AO-014 LuuUseIulASINITIFEAEAMNLNSIUNITISUFITUY (Committee Assessment Form of

Protocol)

AO-015 WUUUSEUNTZUIUNITVDANUEULDNIINBIENENAT (115U ICF reviewer)
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http://www.ncbi.nlm.nih.gov/pubmed/24141714
http://www.ncbi.nlm.nih.gov/pubmed/24141714
../แบบฟอร์ม%20AO/AO-011_แบบตรวจสอบความครบถ้วนของเอกสาร%20โครงการวิจัยเพื่อยื่นขอรับการพิจารณาครั้งแรก.doc
../แบบฟอร์ม%20AO/AO-012_TH%20Criteria%20for%20Exempt%20Determination%20Research.doc
../แบบฟอร์ม%20AO/AO-013_TH%20Criteria%20for%20Expedited%20Determination%20Research.doc
../แบบฟอร์ม%20AO/AO-014_TH%20Committee%20Assessment%20Form%20of%20Protocol.doc
../แบบฟอร์ม%20AO/AO-015_TH%20แบบประเมินกระบวนการขอความยินยอมจากอาสาสมัคร%20(สำหรับ%20ICF%20reviewer).doc
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8.15
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be Addressed in Obtaining Informed Consent Involving DNA Banking and

Genetic Research)
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(Application Fee Submission for the Research Ethics Review) (TH, ENG)

ANSANVUASHALATINTIVEY

PUIADLIINANITNAITUILATINATIVY: LATINISIFYLUIDIENLIUNITRINTUN
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(Disapproval)
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ilde3UTeY (Certificate of approval #sa COA) (TH, ENG)
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../แบบฟอร์ม%20AO/AO-016_TH%20Issues%20to%20be%20Addressed%20in%20Obtaining%20Informed%20Consent%20Involving%20DNA%20Banking%20and%20Genetic%20Research.doc
../แบบฟอร์ม%20AO/AO-019_TH%20แบบตรวจสอบความถูกต้องของการออกหนังสือรับรอง%20(สำหรับโครงการที่พิจารณาแบบเร็ว).doc
../แบบฟอร์ม%20AO/AO-020_TH%20COA%20for%20Initial%20review.doc
../แบบฟอร์ม%20AO/AO-023_TH%20ใบขั้นตอนการทำงาน%20โครงการวิจัยเพื่อยื่นขอรับการพิจารณาครั้งแรก.doc
../แบบฟอร์ม%20AO/AO-027_TH%20แบบฟอร์มนำส่งค่าธรรมเนียมการยื่นพิจารณาจริยธรรมการวิจัย.doc
../แบบฟอร์ม%20AO/AO-036_TH%20การกำหนดรหัสโครงการวิจัย.doc
../แบบฟอร์ม%20AL/AL-001_TH%20Certificate%20Exempt%20Determination.doc
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5.8.1.3
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(AL-001) (TH, ENG) NaqunulagUsesiue luszuuaaulal

5.8.1.2.2 nsUfURnuTuaouiavuatsauaedliiiy 14 Jutiuainiui
PITIAFABULBNATATUAIY
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5.8.1.3.1 W 7dinauY Iavasunan1snunIuYeInssUNITNUNIY
IeglunuuusiliulasainisidelaganuenIsun1sasesssus (A0-014)
YALAE U

5.8.1.3.2 lmthNd1inau InaeasunanIsnunIuIeINIINNTENUNIU

lukuudsziiiulasan1sidelaganenssun1sasesssuy (A0-014)
Tinssumsgnumundnlianuiiu wddinauinnielu 7 Ju

5.8.1.3.3 W mtifidinaus A TUNANTNUNIUYDINTTUNTHNUNIY
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naunely 14 Ju dhuszuuseulall

59.2 Wwmifid1dnanu dadelasanisidenazdolausiugyInIsUNITENUNIUNGN
TiuAaIyn1s fansunazasanuiuluwuuivasazudlunudafniiuues
ABZNTIUNITISEETIUY (AL-009) HNuszuUanulall

593 lunsdifinanisiansanvedaviynis u

- Laifusee udmamsiasannieaussumgranigly 5 T diussuveaulal

¥
a

- fuses nnuiluaudaiauauuziaziAYLATNANMATUNEG/ WRIN1TNIITUN
INALNTTUNMILANYA
Wvthdneus dnvimiidesdmanisussiumuasusssunm I Teluuyed
a a a o < A a I~ [
ANSWALULANLANTASINISIVY (hUULSI): LmamamiwmimLﬂuﬂiuﬂqmﬁ’lm
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5.10.1 N155ULASINI5IVLALEBNE1SANYIVDS

'
v a a

51011  tinddevdnidugiulasaimsidefiunsfiosunlufivszguauenssunsiduge
(full board committee) wAfiUszyuiluAlfinduluniluudrdsnduidium
fia15aulng (re-submission protocol) MiuAdmtinfidtnaus evedunis
finsanasessalmimiioundausn

5.10.1.2  dn3devandedeyaiiavaiunsiiatsan duguiuuenansauatunsenieseuy
soulau neufUiRnudenvunves d1EnnuAnenIsuNI9sesssideluuyed
UMY ITYAVAIUATUNS

5.10.1.3  1@na15kAsIN15I98 USEnausie

5.10.1.3.1 wuulausiiiovesun1sfiansanduadesssunisidelunysd
(submission form) (AP-001) %38 (AP-002) #3® (AP-003) 38 (AP-005)

5.10.1.3.2 lasan153deaduanysal (protocol) n1w1lneg nen1w1dinge
(AP-023 30 AP-024)

5.10.1.3.3 onanstuasteyaunfidisiuniside/enanaiing (AP-017) nie
(AP-018) HaLaNANTLANLINUIBULDUILITINNTINE (AP-019) %50
(AP-020) srufslulaIwa Ty vIue1@1dtns UNaUNuINIINTAnNG
(telephone script) wazionanssu o Misadestunisidgeraiaiag
11921lATINTS

5.10.1.3.4 lunnaslansumside @Emsueranadaseny 7 - 13 U) (AP-021) w38
(AP-022)

5.10.1.3.5 WUULAUD VYDSUNINTUIYNIUNISVDAINUTULDUINNBIAENAS
(Waiver of Consent) (NSelvaany I UNSI8ALE ueaue el As) (AP-006)

5.10.1.3.6 kuutuiin/ WUUTIUTINTaYA WUUERUNTN Y3RduNwal dyaTuiin
(diary) #501A399LDNTIFNAYIVDY

5.10.1.3.7 Y5d@ A11u3 Anuleivigiazdszaunisalanunisidenieany
WenenIEineteeiun153I988u 9 (curiculum vitae) My
Uaqdiu
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A15199 07/1 Usenvasasdlannngmuianuued Global Medical Devices Nomenclature

aeu Heu Aa5UNY
1 | Active implantable devices gunsalilslusnameildmaslaitlunisduindeu 1wy Cardiac
pacemaker, bladder stimulator, diaphragm stimulator
2 Anaesthetic and respiratory devices LﬂéaaﬁaqﬂﬂizﬂmﬁﬁmfﬁLLazﬂﬁmEﬂf\]
Dental devices \n3esflogunsalmaiunnssu
4 | Electro mechanical medical \nsesilegunsalliifimisnisunmg (Fesldndslidinlunism
devices 97U) 19U oximetry monitor
5 | Hospital hardware wsesdiogunsaiiltlulsmeuia Wy Westae szuumela
Judesruutayaniie
6 In vitro diagnostic devices (IVD) Lﬂéaaﬁaqﬂﬂszﬁmﬁﬁﬁ]é’amauaﬂi'wma s e
ww3esile szuviiiendosaniividads STAINAFDY
auaminly Msdamunisinw mstestulsa s
wanfausiiie Weldindon viaifiuietisnsisme o1
‘13wmmaam%:m§aﬂ n13Ransse
7 | Non-active implantable devices gunsalilailiifioddadunstuiedou 1wy gunsaimuuvy
2
8 Ophthalmic and optical devices Lﬂ%aﬂﬁaqﬂﬂiﬁmﬁﬂﬁwm
9 | Reusable devices iwsesilogunsaifithndusnldluile gunsainsiida clamps
forceps
10 | Single-use devices Lﬂ’%@qzﬁaqﬂﬂsﬁmﬁ’fﬂ%ﬁm (udaiie) wu Syringe,
hypodermic, metered-delivery, retractable-needle 1aan
\UMBENLLdon
11 Assistive products for persons with m’%iaaﬁaqﬂﬂsﬁﬁmwwqﬂﬂaam%’umﬁmi
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AEINULTDINUTNITU K30 genetic counseling wagiuuuyssLium
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5.1.1.4.7 NSUANSIAUNEUEBULAYANNANATLY

- ENATHEAIAINANGILY (Assent form)
- lnasuanslanugueeu (Consent form)

5.1.1.4.8 N3¥UIUNITVDANTULDI

- N3VRBALIUNTVIAILEULONAINDIEELAT (AP-006)
- WMaTgyrIUeIaIalATIINlATINg

- gV gy

- HUdyvu

o v a

- Szyza YT

- AU

- AN TYIIU
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DUAR

5.1.1.5 Investigator qualifications

L3 U av

- M3ANY NTENBUTY fuguodnuasUszaunisalvesinisy

- Y52 IRNNT0USHASESITUNISIVLYDIUNITYLAZLNIYTIN

[y

- M5 amensinauselevuiugau (conflict of interest) U89 1N39e

5.1.2 NISNUNIUNISHHNTILVRIIE1ELAT NANTANIUUIEAUTDRANTUINNDSEFIIUNITIY
folull

5.1.2.1  lifinmsvsaulrmansinlulasenisive (non-coercive recruitment) (ICH GCP 2.9)

5122 nistansnlumaiuidudiudinaznisSnwiniiuay (privacy and
confidentiality) (ICH GCP 2.11)

51.2.3  Anudes awn Anudsdegnswiaanataing n19319n7e 30l 1Asugia
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5.1.3

5124

5.1.2.5

5.1.2.6

5.1.2.7

5.1.2.8

5.1.2.9

5.1.2.10

5.1.2.11

5.1.2.12

5.1.2.13

Usgleviiianinonanaing guouwazdenuazlasu
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\NEUFin13gAlATIN15398 (study termination criteria) Tulasansfidaam
\Foegs Unisouasiatuayumideasdesdingnunugilassnsitoneu
AU mﬂmamﬁmiwﬁ%;ﬂmﬁmﬁu (interim analysis) wui1lAsu
mMreuiifoin1sanlasinitonds vieanatnafieadeuswenissng
wnnifiananisedls

nsAmiladlansauaeaadasianesanelazInla
ANUINZANYDIAINBULNU (compensation) (ICH GCP 3.1.8)

ANSSAWINYIUIANIDNITINYAITALTY LDIAMULALNIY NIBOUATIY TID
ANMUANNITAIT WIBLAETININNSNTINTULASINTIYY (ICH GCP 3.1.9)

N5l T9gn19810 W (biological materials) N15338N19UYWEIRUTAANS

(human genetic research)

v & X A & ) ! a = a | Py v A
nsdaLnuLilelle 1den Aeg1sTInmUTENINveLdYAe o lliielduse
yMangluauran

N1SNUMULBNAITUITBYAKNDIE1ATAT (informed consent) Aasaunlulseifu
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- WMTINwANNdUIesteYaigiueaasing

- NTIAAIMBULNU ATLAUNIG ATLTTI8FI9 9 AITAEAINNITEELIAN
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- MSSNYINYIUIANTDNITINUAYNLYY LLDLANULEYNIY WIDOUNTIY K158
AMUANITAITUIOR18INN5150 T ULATINNSIY
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~ msiusegniiudoainnisiteiienisasafinifvlusuian wie
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NTUIMUMUABUAHUNNT I IRLLELD
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- NUN9avINIANS way e-mail @1UNITUANENITUNITISYSITU
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Y YV
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RCPHIERIG

Y [y
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va v a v =
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nsUszfiunazaguANUiuYaInssunIg
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5.2.3 Usgiuanagnaesnaine1eans siuneseleuisnde

5.2.6 Usgilluiuasesssun1sive
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o
Y |
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5.2.11 fvuamnuilunisdsssnuanuinmih
5.2.12 msagUufvesnssuns Wululd 4 nydl
5.2.12.1 $U504 (Approval)

a o
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5.3  NSALANIZNEINUNISVIANNTUYINDENENAS
5.3.1 92gnAuingnuNsEuUIUNISVIAINUEUY DY

inidededldsuauduseuluaiednualdnys (written consent) 31nenanadns
AouvnIsnaaeseiutayaiaue enudu nsdasielull Nawisavesniiu
N38UIUNITVOAIUEUL DY (waiver of informed consent) LazYBENLIUNTT

asaeilave (waiver of written consent)
5.3.1.1 NMSYBYNANIUNTEUIUNTUBANUBULBY (waiver of informed consent)

53.1.1.1 mennedesiumsinulunnizaniau uavenaaiasegly
n17zdngausaliainnsalinn1s8usauf1unAULDY Aol
99AUsENIUATUNNTD Aralull
AsUNNUD

- MAdsAgItesiveraraiasiinnoglunizgnidunie
agingeuaznisinwiiiegludagiudslalafunisfiged
v lifiusganinmiiissme wazn1ssIuTINdeyastgneed
pamdninenaianfvedlasin1sidedaramisanaudiniu
TuniUsgansamuazanulasnsiovenssne

- MsveuBugenIntanasinglianansanseyile esan
g1anasinsedlun1ivings wagn19iduliaunsasenisve
AUEUYRUAINYIANIBE LNUIAEYBUAIUNY NU18UB
o1anasias wazhifisnslafianunsodadenAniegumilag
youURuNgMINEeseIaalAsIio v Buseuliiy
Tugraaanaenan?

-nsdenaaiasianaglun1isingaidiglasanisive
sonduliiieuseleyilnunssiontaiadas (naud
AENIITUNITITLTIIU LYY IvIINITITeNAeITas
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Usglomiseenaainsiiiiisiunisie lesan enaasing
viofunulngvoussauliegluanuzfianunsadadulalsies
lnedasy)

—Wunsideildaiunsa@nunla (impracticable) dnlalasu
au N IENIUNITYAUBUEBN WU N1sAnYIMUUsecret
shoppers Dudu

ABAdlLHUN1TYDANTULDNIINYIAVT DL UNULAg YR UN Y
ngvuie n1elunIenaanEIuYIsEeEIal N13sny/
§an13/qua (intervention period) A¥ALau (191 Y9AI1N
fusenaneranasiasusefunuiiielddoyadiivly Tnove
muBugeniilotaainsenisndiug) wazdeadndng u
ANungrelunsindegAvIoRunUlag Yo UAUN YUY
WlessumLAMMAe AL NTNNTITL5TIN

= 1% a s a 2
53.1.1.2 ﬂqiﬁﬂwqmqﬁﬂquv\lﬂ@ﬂiillﬂqa@iLLﬁ%NWHUU’]WSquQUﬁgL@um

53.1.1.3

yneraasiaslisuudstoyanisideeraiinsudsuudas
waAnssusilian1sIdelsidfioanss Wy msAnnitatsdoya
Yaen15infiunIseusduiiedunangfinssa (deception
study) Taiitinifeazdestuanngranazudauaminisveny
fuseu wienslvdoyauneraraiasifielianznssnnis
3YFITU NITUIAULZFUNDY

NI98919UNIUNITUBANUDULDUINNDIANELATE (Waiver
of informed consent) ¥1ntU1U18ATUNNNTA A 968 LU
[m13 common rule U8 45 CFR 46.116(d)]

- M998 AU R1AdT AT UUINAUNIIAINULET
praatmsazlasulunisanduniainsuse 91U (not greater

than minimal risk)

- ANSYAVIUNISYRANUTULBNAINBENELIASIL LUAINANTENU
Giaﬁw%LLazmmLﬂuagjﬁﬁmmmmaﬂm
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winngaulun1euds (debriefing)

NUIBLIIA N1TVBENLIUNITVDAIUTULDUIINGIAETAT
ldausanseilnindulasinisdisefinertesivemie
indasilounvdiiogluseninnisidoifievet unsifousives
F11INIIUANZNITUNITDI ALY

53.1.2 MSURENLIUNITAIANeLTe (waiver of written consent)

nsvenuBusoudenduatednualsnes sniunsalfidnusirelud
fvesniunisasanaiietols (uregetosmsiimsveninuduseudiedna
(verbal consent) ni3eiinslideyanisidelasiifiodn Wunisuansai
Buseuls Wy nsreuLULdsUMLTITNATELanTY)

53121 mdeianudssesiaaiasliifunianudesdionaaias
azlasulunisaufiuiainsuszdniu (not greater than minimal
risk) wazlilfgatesiunisnszinesaaiasisniudesve
auduseuduatsdnualdnes (Wu Fnan1siinertesiunig
75793 UINBUALNIISNIUNR)

53.1.2.2 msasunuiluatednealdnusluwuumbuyaueienaatiag
Hudoyafeidenlsasznineinureseianadinsfunside
nazAdsmdnvensiderilvenaatasnnegluniy
JUAT18UINANITIUANEANUAUTDI1ENENAT (U N15IT8
Aefumsldansanin NSVRANYVINNE N15NBN153e)

wugme lun1svesniiunisvenuiugenaineraiadnsliiiasdu
nsdila q Amw dnideasdesduaangraadlunvuiaueveiunisiatsun
(submission form) LALUUALBYBTUNITANENLIUNITVRANUE U DY
n@1aalias (waiver of consent) (AP-006) 1nlviAMENITUNITATUTITU
W50
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winfloanadasngulsgunesanegme Uniduasfetesuiamnnaninudnduifes
Ideranadasnguil alls enanadasnguiusizursliaisgniudisiunisive
winmavetulivisduasuguameesuszansiilusiunulunsidenu

5321 nsdloanadasdudnuiedien’ (eredesnin 18 U)

53.2.1.1 eiratadasegdaundi 18 U vns1e fdeosvenuduyey
INEUNUIAYBUSIIUAUNY MUY (legally authorized
representative %39 LAR)

53.2.1.2 o1a1adasetgaue 7 Yuld wenmileaniideslasy
Ns8ugeNNEUNUlAgYRUTTTUMUNY ML Aadlasunis
anaslaainiinuiedieninieg lnsanizlasanisidenlud

Usglenillagnsaiuonanadinsisinide Neti@uivengvesiud
wazANUNlalullanne1aanulASINISIVE U

~ifnengdaud 79 f9 13 U Idnnsvenuanadla (assent)

¢e Inensdavionatstuasiiinladednganiadield
Usznaunisduas warlidnasuduarsdnuaisnusuans
arwmnadlaluenansyndionngauiuiod

- wnorgEnndi 13 YulY Fsfianudilanianiend awnsaln
9IULATAIUINLAAIAINEUE DN aslulanalTyALAeIf U
Unideldvuasunulaeveusssunungvangle

53.2.2 nsmnoranaliasidundgdinggs

[

AN VDANUTUYDUAIL

5.3.2.2.1 MINN1SIT80AIULFLIRDNITAIUATTAUINNIIANULFE I D
12 d' 6 1 a a I3
wiluluieuseleviseaunmuomdlingssd a1u150veA1Y
BusaNINMPIlaTIALNesAURIle

53.22.2 winmsidefianudssiemnluassiuinnitanudsdos
warlufivslovineauninvemdedlasssd wsenisn luasss
ADIVOAUBUYONINNYIATIA LA TA1VDINITA (N6l
a3 se)
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NeYadlnTInmg

nsdifioranasinnduglfanssnammangmung ymnaninmneianievie

msdnlaitlianansalieuduseudenuies azdesldfumudusonain
funulneveussu il Tasansidemsseylidaudunasiviedsnisi

Tdnduinonaadinsdugiliarunsalfanudusendionuies wazdid

Finaduvesiunulasveusssulunisfinet waglunisiiansun

159115398 AMENTIUNITITUTIINY ABININTAILT e 0UYIN AL

Aunulaegousssudnaulaunueraadinslaviely

nsdifenaasinsnsofunulaeveusssusuviedelioen szdesiiyana
Feldifeadastuniside LLazlﬁ,Jagjﬂwiﬁéw‘ﬁwaé’uhimmzamaq@'ﬁ
Readesfunsive (mpartial witness) ¥t figuenanstasiazuuy
Suseu wazenansduliunenanasias vioegsandu dnTnenu lusewing
nMsveANEULBL

5.3.2.3
53.24
6. NETUANN
ANANA

AIMUKUY

p1aadATNGNUTIZUN
(Vulnerable subjects)

yaradsenagningdiidnsunsidelilaediesomnunieieslésy
Usrlegainnisdngiunisive liiesaumgaunanseliiniy se
Hugfineumnaadrsinnsidomszinsandrinazganduundaannddl
s1unawmieniminuias fregravy gieglussdnsifinistedy
Soymnudidutu (gu dnfinw UARINTIEAUANVBILTING IV Uay
Wt fdinauafealjoins gndrauitner nus giesds)
wWuvunguiies flififiogends fissou fowen flond fuaely
anuAuYs1 auanau guedadulsaildarunsadnuilivevnle
videmuenau giiliannsalimudusensenuies sauda fUely
an1ganiu (ICH 1.61)
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AURUY

seAUANULABS (Risk

categories)

seeuAMUAsULTY 4 sEau laun

1) fenudsaldifiuanuidsadnties (research not involving greater than

minimal risk)

2) fimnuEsaiunNIeNUEswANTes ketUselevdnasenaiainslnens
(research involving greater than minimal risk but presenting the

prospect of direct benefit to the individual subjects)

3) flanudsaiuniinnudsadnies warlifiusslevidesenanadias
Tnonss uilaundululdfaslisunnuiifestulsanseantiyi
mmaﬁmﬁluagj (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)

8) fmnudssarUsdlenilinsduiingnuuduiaade uiereilonad
wdlavsetestu sieussmdgmieussiinsenuguainuaz A
Lﬁuagﬁa%mmmaﬁm (research not otherwise approvable which
presents an opportunity to understand, prevent, or alleviate a

serious problem affecting the health or welfare of subjects)

g111a9n (Placebo)

81 @13 ¥3oNIrUIUNITNIAUAAIEARINUAMANY ualisongniuseling
LAUATIHOHATNENTINE

nauAluAu (Control
group)

Y | Aa o = | v wa o M M Yo
nauegniidnvauzmiloungunaassiuiunueauding 9 WU wilildiunis

[ a wvua

nPaed UsolasuNIsUURNINIENIININSgIU WeUselevulunisiSeuiiey
NUNAUNARDS

7. 19NA1591994

7.1 WHO. Standards and Operational Guidance for Ethics Review of Health-Related

Research with Human Participants, 2011.

7.2 wuIn993esTIuNsIdelunywdlulssnalny vusuasusssunTidelunyedlulssine

Ine w.e. 2562

7.3  World Medical Association. World Medical Association Declaration of Helsinki: ethical

principles for medical research involving human subjects. JAMA. 2013; 310 (20):

2191-4.
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8. 1NANSNNYIVDY

8.1 A0-014 wuuUseliulasan1s398lngAuEnNIIUNISITUTIIU

(Assessment Form for Health Science Protocol (Initial Review))
8.2 AO-015 WUUUTEHIUNTZUIUNISVRANNEULDUINNBIENELAT (E1%SU ICF reviewer)

8.3 AO0-016 wuuUsediuenasn1sliAudugouieItaeiun1sIeNaiugnssu (Issues to
be Addressed in Obtaining Informed Consent Involving DNA Banking and

Genetic Research)

8.4 AO0-018 wuuUssfiunivenlden @13 wsenseuiun1siilu placebo (Assessment Form

for Placebo Treatment)
8.5 AO0-021 LNuwin13NaNTuNsUTedlATINITIdeY (Criteria for approval)

8.6 AP-006 WUULEUD Y8SUNINTUIUNLIUAITVOMNNBULDNIINDIEENAT (Waiver of

Consent)

o

9. Uszanmsinsiuazudlutondns

Yo o . I | v = @
BAAYIN version Tunusenaly FgazdeanN1IuAlunan
ALBLNTIUNITIAYN 01.0 |5 nsnfIAU 2562 dnviATausn
wazUFuUTIEANLIuMg
INTFIU
ARYBUNTTUNNTINYIN 01.1 |28 Luw1eu 2563 - wWaguann ICH GCP 4.3.2 18 ICH
wazUFuUTIEALIuMS GCP 3.1.9
Py - finLanan391983 Guidance for
Industry E6 Good Clinical Practice
Wag International Ethical Guidelines
for Biomedical Research Involving
Human Subjects CIOMS 200
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version

Junusznaly

= [ Y
s1eazideanisuilunan

ANNEBUNTINNTIAYI
wazUSuUTIaaLiung
UINTFIU

02.0

29 fqungu 2565

- USuusesngaziden 19 4 unugd
Tunaun15UHUR

-USudgesivaziden e 5.1
N1sNUMIUlATINTIdELazenans
BN

- USuugengasden 99 5.2.21 N3

asuNAvRINIIUNT

- YSuugeswasiden U8 5.3.2 N1390
Audugenluotaiadasngy
Wgu (e 5.3.2.1.2)

- inlguadnd “nguAluAL”
lude 6

AMEBUNTIUNNTIAYN
wazUSUUTEIaaLlung
WINTFIY

03.0

9 NUAMUS 2567

-USudgesivaziden 99 5.1
N13NUNIUIATINITITLUALLONANTT
\NEITDd

- YSuuawasiden U9 5.3 N3l

LWIZLNYINUNNSVDANUT UL DL
9NAANAT

- USuuseseasden U 6. denudnn
g1iaen (Placebo) NaxAIUAY
(Control Group)
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1. Ingusena

Wadunwimslumsiansamunuduniludiu@ulasinisive (protocol amendment)
AAUAIUNITTUTDININAULNTIUNITITUTITUY wad eatliarTunisyinlvtiulatnenanainsazlasy
mMsUntesdnsiarmnuvasnfunannnisingiInlaAsIn1sIve

2. UdULUA

F/ANTUNITUINGGIY ATOUAGUNIINUNIULATINITITENLATUNITTUTBIIINANLNTINNNT
395550 WANNITLA LU LLRNTASINITITelua1eau wasdnIFedITI89IU tiowdalA
AMYNISUNITITUTITUY NATUILALSUTI Naumtdunsaunlawd LRy

3. AUSURAYOU

W@vyn15 wagkdviiidninaun fnihilunisuimsdanis Welilinisiansarmunu
Tassmsideninnsudlodisdu lagiavynis vnuihiifansandssanvesnisfiansan 35819
NUMIULUUIE) (expedited review) 3AnznsIuNTfuyn wazaguauiu neutudlud
USEUAENITUNTALYA
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ANYUANTINNSINUNIY bazasaIuwly
diFnlvinssuNIsENUNIY

v

NUNIU AZAINANISNUNIUAUEIUNITY
AENITUNITISYTITU

v

Unauslunuseyuanznssunshug

!

LINANISAANTULATNITEVAN

'

FanAulasan1sIve
LALLBNANSTLNYITUD

L

{3uinvau
_______ WNUNAE TN
_______ LN NANTNIU

------- AUIUNT

_______ AN kagdviniddnau

LAYIYNITT YIONTIUNTENUNIULAY

PAsunaUnINY

_______ AMIZNTINNILFUYR

Wi dInuY |@wIYN1sY

LAz UsEs1UY

_______ LML NANTNIU
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5.1

5.2
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5.1.1 WefinsuAluiuiulasinisidele q dnidenanfesdsiuuiauovaunluiiaif
1A59n115998 (AP-008) H1USEUUaaUtall i85 UNISNAITUILAESUT 99N
ARIZNTIUNITISYTITU NOUAWRUNITAIUN b0k buLisLF

5.1.2 R MNNEITNIUY ATIERUANUASUAIUVBNBNENS HIUsSEUUaUlall

51.2.1 ASAINENAISASUAIU LWMTAE1TNUY dedruindlalasanisidewas
§AP—00821ﬁLasumm3°1 ANMUAUTLLANVDINITNANTUT ATRUANTTUAS
AU wavdsduunluiainlinssun sy

51.2.2 AstiNeNasiAsuaIY B1TNAETNU AzkaandulnIfeundn iawsau
LONATIIATUDIU

NsRATAULAZEINETIRNTIUNISLNDNUNIU

Yy Aansanduuilufinfalasinside fvuaussanvesnsfiansan uas
AvuAnssuAsEMUNIL Welidmihiid gy dsdiuudlalasinisidelinssunisy
Infunsunune angly 3 du anendslasuienaisasudiu lugliuuienaislasanisie
TngUfdanudemnuavesdriniuanenssuni1sasesssus tonaisidlingsunis
Usznausig
5.2.1 wwuiausveuAlufianfnlasen1side (AP-008)

522 Tassmsiseatunsunisudluiisdi

5.2.3 Tassmsisvatundladiuiunieniedewnslududindlufiuby
5.2.4 3'1smumiiJ'ﬁzﬁquﬁﬁmmﬂﬂsqmﬁ%’aﬂ%ﬂ’qLLsﬂ

525 UsgTenansfiieadesiumsivy

5.2.6 wuuUseiluaIunn liudnlasiniside (A0-026)

nsnunudussluiuiulasenisise

5.3.1 @IIYNITY ‘m’%aﬂiimmiéimumu@uﬁlﬁ%’wawma ynsnumuduwaludisdi
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file:///C:/Users/user/AppData/Roaming/Microsoft/Word/PSUHREC10_%20Continuing%20Review%20of%20Study%20Protocols_v.01.0.doc
file:///C:/Users/user/AppData/Roaming/Microsoft/Word/PSUHREC10_%20Continuing%20Review%20of%20Study%20Protocols_v.01.0.doc
file:///C:/Users/user/AppData/Roaming/Microsoft/Word/PSUHREC10_%20Continuing%20Review%20of%20Study%20Protocols_v.01.0.doc
file:///C:/Users/user/AppData/Roaming/Microsoft/Word/PSUHREC10_%20Continuing%20Review%20of%20Study%20Protocols_v.01.0.doc
file:///C:/Users/user/AppData/Roaming/Microsoft/Word/PSUHREC10_%20Continuing%20Review%20of%20Study%20Protocols_v.01.0.doc
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Review of Submitted Research Protocol Approved by CREC
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List of Standard Operating Procedures (SOPs)

AZNIIUNITIIBFITUNITIT TUUYWE A INIRBAWAATUNT | Fufiuszndld: 9 nan67

PSU Human Research Ethics Committee: PSU-HREC
y1 1 970 2 W

e Faun (SOP Title) g

PSU-HREC 01 | um#l 1 n153nvinagnsuSuUseiaaiiunisuinggiu 11

Preparation and Revision of Standard Operating Procedures (SOPs)

PSU-HREC 02 ‘U‘V]ﬁ 2 99AUIENDUVDIAMULNTTUATISUTITU 21

Composition of Ethics Committee

PSU-HREC 03 | UM% 3 99mnadsnwAnuay wazn1silnauselasuyiugau 6

Confidentiality Agreement and Conflict of Interest

PSU-HREC 04 | UM% 4 A1SUSUISIANITIASINITIFUNDEUYDTUNITNINTUIATILSN 29

Management of Protocol Submission for Initial Review

PSU-HREC 05 | unfl 5 msinnsaniasensidelagnaenssunisiiugs 14

Full Board Review Research

PSU-HREC 06 | U7l 6 nMsfiansaunlasan1sisenuusa 8

Expedited Review Research

PSU-HREC 07 | un#l 7 nisfiansanlasinisiveiiduiniasilonnng 30

Review of Medical Device Study

PSU-HREC 08 | UM% 8 WInensnumiukazUseiiiulasensive 19

Review and Assessment Guideline

PSU-HREC 09 | uv#l 9 msfiansandiuudloiisiinlasensise 12

Review of Protocol Amendment

PSU-HREC 10 | un# 10 A15A91501518971UANNNINLNU8INNTINE 14

Continuing Review of Study Protocols

PSU-HREC 11 | uwi#i 11 nsiasanTenumnIsalliieUseasa 12

Review of Adverse Event Report

PSU-HREC 12 | uwdl 12 msfiansanseauagunaniside 9

Review of Final Report

PSU-HREC 13 | unil 13 n15W31500151891UN158ALASINNTITeNaUi MU 7

Review of Study Termination

PSU-HREC 14 | unil 14 mslsiufuRnudedmun 9

Non-Compliance/Protocol Deviation/Violation

PSU-HREC 15 | unii 15 nsmevaussialsnsdoaien 6

Response to Subject Complaint
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file:///C:/Users/user/AppData/Roaming/Microsoft/Word/SOP%20แยกบท/PSUHREC01_Preparation%20and%20Revision%20of%20SOPs_v.01.0.pdf
file:///C:/Users/user/AppData/Roaming/Microsoft/Word/SOP%20V.01.2-4เม.ย65/SOP%20แยกบท/PSUHREC02_Composition%20of%20Ethics%20Committee_v.01.0.pdf
file:///C:/Users/user/AppData/Roaming/Microsoft/Word/SOP%20V.01.2-4เม.ย65/SOP%20แยกบท/PSUHREC03_Confidentiality%20Agreement%20and%20Conflict%20of%20Interest_v.01.0.pdf
file:///C:/Users/user/AppData/Roaming/Microsoft/Word/SOP%20V.01.2-4เม.ย65/SOP%20แยกบท/PSUHREC04_Management%20of%20Protocol%20Submission%20for%20Initial%20Review_v.01.0.pdf
file:///C:/Users/user/AppData/Roaming/Microsoft/Word/SOP%20V.01.2-4เม.ย65/SOP%20แยกบท/PSUHREC05_Full%20Board%20Review%20Research_v.01.0.pdf
file:///C:/Users/user/AppData/Roaming/Microsoft/Word/SOP%20V.01.2-4เม.ย65/SOP%20แยกบท/PSUHREC06_Expedited%20Determination%20Research_v.01.0.pdf
file:///C:/Users/user/AppData/Roaming/Microsoft/Word/SOP%20V.01.2-4เม.ย65/SOP%20แยกบท/PSUHREC06_Expedited%20Determination%20Research_v.01.0.pdf
file:///C:/Users/user/AppData/Roaming/Microsoft/Word/SOP%20V.01.2-4เม.ย65/SOP%20แยกบท/PSUHREC08_Review%20and%20Assessment%20Guideline_v.01.0.pdf
file:///C:/Users/user/AppData/Roaming/Microsoft/Word/SOP%20V.01.2-4เม.ย65/SOP%20แยกบท/PSUHREC09_Review%20of%20Protocol%20Amendment_v.01.0.pdf
file:///C:/Users/user/AppData/Roaming/Microsoft/Word/SOP%20V.01.2-4เม.ย65/SOP%20แยกบท/PSUHREC10_%20Continuing%20Review%20of%20Study%20Protocols_v.01.0.pdf
file:///C:/Users/user/AppData/Roaming/Microsoft/Word/SOP%20V.01.2-4เม.ย65/SOP%20แยกบท/PSUHREC05_Full%20Board%20Review%20Research_v.01.0.pdf
file:///C:/Users/user/AppData/Roaming/Microsoft/Word/SOP%20V.01.2-4เม.ย65/SOP%20แยกบท/PSUHREC12_Review%20of%20Final%20Report_v.01.0.pdf
file:///C:/Users/user/AppData/Roaming/Microsoft/Word/SOP%20V.01.2-4เม.ย65/SOP%20แยกบท/PSUHREC13_%20Review%20Study%20Termination_v.01.0.pdf
file:///C:/Users/user/AppData/Roaming/Microsoft/Word/SOP%20V.01.2-4เม.ย65/SOP-word%2028%20เม.ย63/AO-014_TH%20Assessment%20Form%20Health%20Science.pdf
file:///C:/Users/user/AppData/Roaming/Microsoft/Word/SOP%20V.01.2-4เม.ย65/SOP%20แยกบท/PSUHREC15_Response%20to%20Subject%20Complaint_v.01.0.pdf
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List of Standard Operating Procedures (SOPs)

AO-001

AZNIINNITITEFITUNITITE TULYBE A INeIaeavaILATUNS
PSU Human Research Ethics Committee: PSU-HREC

Suiiuszmeld: 9 nw.67

Y1 1 970 2 Wi

S Foun (SOP Title) R

PSU-HREC 16 | unl 16 N13ATEUINTENTUTEYURALTIEUNTUTEYY 10
Preparation of Meeting Agenda and Minutes

PSU-HREC 17 | undl 17 msdnnisienansinsanisise 9
Management of Research Document

PSU-HREC 18 | unil 18 mim’;ﬁ]LﬁsuLﬁaﬁﬂﬁUQLLamﬁﬁ'a 11
Site Monitoring Visit

PSU-HREC 19 | Undl 19 n3051a488a/n919deu/nsiansin1svinany 8
YOIAULNTTUNITITHFITUNITIVY
Survey, Audit and Inspection of the PSU-HREC

PSU-HREC 20 | undl 20 nsfiansailasenisisefiniunsiinnsan 6
INAMZNTIUNITNANNINTUINTHFTITUNITIVY
Review of Submitted Research Protocol Approved by CREC
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file:///C:/Users/user/AppData/Roaming/Microsoft/Word/SOP%20แยกบท/PSUHREC16_Preparation%20of%20Meeting%20Agenda%20and%20Minutes_v.01.0.pdf
file:///C:/Users/user/AppData/Roaming/Microsoft/Word/SOP%20V.01.2-4เม.ย65/SOP%20แยกบท/PSUHREC17_Management%20of%20Research%20Document_v.01.0.pdf
file:///C:/Users/user/AppData/Roaming/Microsoft/Word/SOP%20V.01.2-4เม.ย65/SOP%20แยกบท/PSUHREC18_Site%20Monitoring%20Visit_v.01.0.pdf
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PSU Human Research Ethics Committee: PSU-HREC

YY1 1 970 4 Wi

SHELINETS Fowonans uni
AQ-001 518M153eA L lIuN15UIN5U (List of Standard Operating Procedure; SOPs) 1
AO-002 FensenasTiiedes (List of Associated Documents) 1
AO-003 | Tuiinn1suandnetonansisaiiunisuingg1u (Record of SOPs distribution) 1
AO-004 | wuuIeaveUTulTaIsANTuNTUINSEIU (SOPs revision request form) 1
AQ-005 LUUUIEIRAMENTINNITAIU5TINY (PSU-HREC member CV form) 2
AOQ-006 msdauiiumzifeusy Rvosraznssun1sasusssus wasimididinaue 2
AOQ-007 JOANAINITINIANLAUTDILATINTIVUUALLONAITTIVNT EINTUAMENTIUNITITLETTY 2,3

n3velunywd
AO-008 FonNaINTINIANUEUTDSlATINTITULALLENENTINYNTS EvSUE Mt idTnLY 2,3
AO-009 TorNaINIsnNIANNEY dmsuddunanisal ;EL%WLS?JM;J ﬂﬁiumiaww%a;:imam?jw 2,3,5,9
AO-010 JOANAINITSNEIAINUAUVBILATINISTIVELALLONANTIIVAS f%’mﬁ"wjﬁm‘zmg@aiz 2,35
AO-011 LUUATITABUAINASUR ITBLEnans Tassnsisiitaturedunisiansanndausn a
AQ-012 wnasiinsanlasinTIsedTsen i unsiasanSUsemIsRIuaS s IIANTINY 4
lugywd (Criteria for Exempt Determination Research)
A0-013 | inassiansanlassnisidnnensfiansanaiesssunsideluaysdiouda 4
(Criteria for Expedited Review Research)
AO-014 LUUUSEHIULATINITI L IAEAENTIUNISISETITUA 4,5, 8
(Committee Assessment Form of Protocol)

AO-015 LUUUSEZEUNTZUIUNISVOANNEULaNANNDENENAS (EN1SU ICF reviewer) 4,5, 8
AO-016 quﬂszLﬁuLaﬂmsmﬂﬁmm@uaamﬁLﬁa’;sﬁaqﬁ’umﬁé’amﬂﬁuqﬂﬁm 4,5, 8
(Issues to be Addressed in Obtaining Informed Consent Involving DNA Banking and

Genetic Research)
AQ-017 wuudszdiulassnsiseiivesumusnusussesssun1sise wiedlownns 7
(Assessment Form for Medical Device Study)
AO-018 wuuUseliunsitedilden ans wienszuaun1sfidu placebo 8
(Assessment Form for Placebo Treatment)
AOQ-019 WUURTIIARUAINYNFBIRINTSERNVTNdD S UTeS (@nSUlasan SRS aLUULED) il
AQ-020 WUURTIIARUAINYNABIBINTTERNMTNERUTY (COA for Initial review) 4,5
AO-021 LNASINITAANTUNSUT9LATINTSINY (Criteria for approval) 8
AOQ-022 3189UNTUTEYUAMENTTUNMTIEFTIUNTITE Ty e 5,16
AO-023 Tudumeunsviiny Tassmsideiteturefunisiinnsanadausn il
(antannslalu PSU-HREC V.03.0)
A0-024 | ludumeunisyinanu Tassnissewilas (ondnnnstélu PSU-HREC V.03.0) 9-14
A0-025 | wuudssifiumssilasimsdeiiles (Anuiami/meens) 10

(Assessment Form for Continuing Report (Progress/Renewal))
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file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-001_TH%20List%20SOP%20Title%20หน้า%20192-193--รอดูเลขหน้า.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-002_TH%20List%20of%20Associated%20Documents--รอดูเลขหน้า.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-003_TH%20Record%20of%20SOP%20Distribution.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-004_TH%20SOP%20revision%20request%20form.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-005_Board%20member%20CV%20form.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-006_การจัดแฟ้มทะเบียนประวัติของคณะกรรมการจริยธรรมฯ%20และเจ้าหน้าที่สำนักงานฯ.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-007_ข้อตกลงการรักษาความลับของโครงการวิจัยและเอกสารราชการ.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-008_ข้อตกลงการรักษาความลับของโครงการวิจัยและเอกสารราชการ%20สำหรับเจ้าหน้าที่สำนักงานฯ.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-009_ข้อตกลงการรักษาความลับ%20สำหรับผู้สังเกตการณ์%20ผู้เข้าเยี่ยมชม%20กรรมการสมทบหรือผู้ตรวจเยี่ยม.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-010_ข้อตกลงการรักษาความลับของโครงการวิจัยและเอกสารราชการ%20สำหรับผู้เชี่ยวชาญอิสระ.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-011_แบบตรวจสอบความครบถ้วนของเอกสาร%20โครงการวิจัยเพื่อยื่นขอรับการพิจารณาครั้งแรก.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-012_TH%20Criteria%20for%20Exempt%20Determination%20Research.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-013_TH%20Criteria%20for%20Expedited%20Determination%20Research.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-014_TH%20Committee%20Assessment%20Form%20of%20Protocol.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-015_TH%20แบบประเมินกระบวนการขอความยินยอมจากอาสาสมัคร%20(สำหรับ%20ICF%20reviewer).doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-016_TH%20Issues%20to%20be%20Addressed%20in%20Obtaining%20Informed%20Consent%20Involving%20DNA%20Banking%20and%20Genetic%20Research.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-017_TH%20Assessment%20Form%20for%20Medical%20Device%20Study.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-018_TH%20Assessment%20Form%20for%20Placebo%20Treatment.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-019_TH%20แบบตรวจสอบความถูกต้องของการออกหนังสือรับรอง%20(สำหรับโครงการที่พิจารณาแบบเร็ว).doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-020_TH%20COA%20for%20Initial%20review.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-021_TH%20Criteria%20for%20approval.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-022_TH%20รายงานการประชุมคณะกรรมการจริยธรรมการวิจัยในมนุษย์.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-023_TH%20ใบขั้นตอนการทำงาน%20โครงการวิจัยเพื่อยื่นขอรับการพิจารณาครั้งแรก.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-024_TH%20ใบขั้นตอนการทำงาน%20โครงการต่อเนื่อง.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-025_TH%20Assessment%20Form%20for%20Continuing%20Report.doc
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PSU Human Research Ethics Committee: PSU-HREC

Y1 2 970 4 Wi

shaLaNans Joronans uni

AO-026 wuuUszidiuduudludiudulasan1side (Assessment Form for Amendment)

AO-027 wuueduthassssudeun1stuinnsanaiesssunside 4
(Application Fee Submission for the Research Ethics Review) (TH, ENG)

AO-028 | wuuUssliusisaumnnsallifiasyasdsiinieunse 11
(Assessment Form for SAEs/SUSARs, DMC Report)

£0-029 | wuudssidiumsduiuamidefideauu vie livfiRnudoriimue 14
(Assessment Form for Deviation/Non-compliance)

AO-030 | wuuUsediu S1enuaTUNan1TIdY Ualasansauiuaial) 12
(Assessment Form for Final Report (completed as plan))

AO-031 | wuuUsziiu 181UMIYRLATINSABUNMUA (Assessment Form for Termination Report) 13

AO-032 wuunenudadoaieuiiieatulasinsity 15

AO-033 M519ensURInAUENaNslATINNTIdY 17

AO-034 | WUUTIBIUVBYINAIBLONAITIATINTIVE 17

A0-035 | eauazUnanmsanadenlasinside 18

AO-036 NINNUATHALATINITITY 4
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PSU-HREC 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:
® |nstitution/Organization:
® EC/IRB Membership/Position:

® Name of IRB/IEC/PSU-HREC :
PREVIOUS PROFESSIONAL EXPERIENCE

TRAINING
[0 Research Ethics VENUE....oeieeeeeeeeeeee DD/MMAYY v
O Gep VENUE coorreeeeeeeeeeeeeeeeeeeee DD/MMAYY oo

[ other Relevant THAINING 1ottt ettt bbbttt bbbt

VENUE. ..ot DD/MM/YY oo
LANGUAGE
O English : [ Excellent [ Very Good L Good [ Fair O Poor
O tocale oo [ Excellent Very Good O Good O Fair O Poor
Signature:
Date:
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2) IMUIULALMANATDINTNOUDENALAT (Withdrawal) gl

3) Amendment 9MUAKIUNNTRANTUIN PSU-HREC Taglaill major concemn
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PSU-HREC - PRINCIPAL INVESTIGATOR ORGANIZA
Jundenssunns / / TION
TITLE

AMUMIUNTIUNTT WaNTenuvaeanIsiuasulUas (Effect of amendment)

1. enudsaisuiulsslevddeaanadang (Auguainnie Inla & LAswgia)

O mnudesvinduvseanas O ensideadiatu O deyalsiiieane
2. msuntesdvivesenanains (nsanz mniferdesiunisiiudmed sinin nssarensuiniu

post-trial access)

O vz O Limanza O Liiendas O doyaliivieane
3. msshwmudulazaududiuivesonanaing

Oumsnzan O Liwanza O Liiendes O foyalaivieane
4. wansznuditausegurursteIa@alasLazvesEa Uity (neewz dussnuseulm e

Midles nmwal)

Ol D8R0 O Liiesdes O doyalsiiiieane
5. ANUMNNZANTRIUNITELAZANUNYINNITITY

O winzen O Bivsnzay 8 O Liiendes O feyaliiiome
6. msfimudslioaadassuniudeyanisundasiiviol

O Liswdudeawdeenanasing

O avsudsonanadnssunsiu
O ud lidndudesuSund information sheet/consent form
O Wag MSIAYI information sheet/consent form Lﬁmammﬂﬁmaﬁagj
O way m3USU information sheet/consent form witeldunuyaida

O ms consent (nsdiiiinisoveudlansewfian@is information sheet/consent form)
O Consent a1@1adasinduazmis re-consent aaasiastinlulasenisaae consent form
Ylysieae
O Consent lawzanaadasTvaiiigvldlesulasinis
O esSusiu (nsdifidesds wiowe consent Tval)
0 msudoiaasiasienaludusiulandifian wasvhms consent Tu visit fald
vzt
O consent é’amaﬂmsﬁﬂ%%‘ﬁa;gaimj Tu visit dald
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REVIEWER DECISION

[ suses (Approval) (ﬁwﬁwﬁﬂizﬂ;u 3% 4.7) FrenmsenansTivesiviy

O vedeyaiiisnis Lo
O Wsdunsiiiudy ahthiiszss 15z 6.7) e
(FEU oo ) B ettt

ANDNUNIDALULUIVDINTIHANS

wan1sieIsaINIsualymindve (@rdnsasliunideunle)
REVIEWET .coooeeeeeeeee e eeeeeeeesesseeeeseee e O wAlusevdes O amsudlufiugy fe
(oo ) e
DAt e
REVIEWET ...
(oo )
DAte e

Amendment #na178131150R2150UUL52 (EXPEDITED REVIEW) 16 iasannidneud seluil
N5Ra1sMUULET (expedited) amnsavilddmiudunlufiudnlasinmsidensinsudloinfuisadniios
(minor change) wagdlmudsstiosroataadnas laun

O

o000 O Ooo o004

mMsuAluszuuUIMsinnis wu Fefuszanunulasinside
mswdluigadntiesvesenansuandanu1venLduge

msudlufisndniles vesnsdndensnaaling derruussnduiusiBymveraaingdig
1A39n19798

mudlufisadniesvenenasitiedostun1sfne Wy LUUAITI9 wWUUEaUW lonaTUsEanduTLS
wnansmifiedesiunmsAnumiinunendinissuses
mMadsuulasmneuunuisemyaeetading wiesuinetadatnsilesumnauwny filidmane
nsenauladsiunsAneivesenaiadas

nsasdIufiegns vieUuunniusiegns SlifiansenuiuauiietunsUssiiugudselew
warAULEes

msUSudsudssluadennluenasiieliiinudaay uwaldilaumnaasuwlas
mafiundadoundandminilulasanis

Msuianuiidevestasenisnaat

Feud AR B U NUTILLUEIINANE NTTUNTITETITU
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LY 1 174
UUNNYBAITU
FUUINU e 1T e
Do, e, YA~ T FUT e

FEY USESUANENIINNIASETIUNTIAE UL Y uninedasaiuasuns

ST ST L OO TAUDHDM e
AT AT INNT 8 L0
LA SUNITATUAUUNUITERINN oo s Tun1saduniside aes1eaziden
sUUsEINAUALLY TAaUsrasas e funT s aaInNAMENSIUANSISEsTINT Ausensielud

O avsssuflenduvadunisiiansansiesssunsdsefiunseusn (Protocol Submission for Initial Review)
(sia 1 1A59A19)
o lassnsanuiienuneluuIneae

( ) lassnsunAnwvisetadindne

(oniulassmsildsunuidennasusnuazyuaelilasimsvesennsdfivinm 1,500 um
() Uselombsoasnsas 1w lassmsidoifiewannnudsedr maFounsasu 1usy 2,000 UM
() UselowiBendad wu lasmsidos niasdiouwnns nnsaeuditamadanm

(Biomarkers) 1{ugu 5,000 UM

¢  1ATINTNNVIBNUNYUBNUNTING IR

() Uselombsoasnsas 1w lassmsideiiiewannnudsed) maFounsasu 1usy 3,000 UM
() UselowiBendad wu lasmsidos wiesdiounns gnnsaeuditamstanm

(Biomarkers) 1{ugu 10,000 UM

e lasanisuvanidu

() Investigator-initiated Project (uﬂmﬂsmaiuwﬁmmé’mﬂuﬁﬂ% JUNEN) 3,000 UM
() Investigator-initiated Project (uﬂmﬂsmaiuwﬁmmé’mﬂuﬁﬂ% 81571)) 2,000 U
® Sponsored Project 10,000 U

[ Asssutisumstuvaduiiasaniviluiivssgu (nsdiuf fe LisusewRaliddasimsidumauiaiiinnme)

e lassnisanutisnuneluuinede

() Uselowireansnsae wu Tassnsisotiienmunnudsyd msdeunisaeu Wudy 1,000 UM
() UselowiBomndaed 1wu Tasinsidoen wiesdlewnnd yansraaeusauiiyTanisianin

(Biomarkers) 1Judu 2,500 um
() lasansikIuMsFUTesaIn wyaay 2,500 U

®  1ASINISNNUISNUNYUBNUNINGIAE

( ) Usylewideansisae wu lasensiseiiewmunanuysesn nsiseunisaey 1Wudu 1,500 U™
() Usglend@amnadivd wu lasanisideen wn3aalownnd YnnsI9a0uvid inn1edinn
(Biomarkers) 1Judu 5,000 v

o lassnsnvandu

() Investigator-initiated Project (‘qﬂmﬂimaiuuw'ﬁwsnﬁalﬂuﬁﬂﬁ JYNRAN) 1,500 U™
() Investigator-initiated Project (ypannsnieluuvininerdeifutinddesow) 1,000 ym
® Sponsored Project 5,000 um
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O esssuouduraiunisnansunasesssunisidefknun1siusawda (Continuing review)

. melu aeuen | wyaandy
AU - . N gansIY
78NS UNNINEIGY | UAIINY1AY (um)
(578n19) (U )
(um) (U )
1. S189UANUNINULATINTIVY
n3ousieane
() Usylewisioansnsauy O 1,000 O 1,500 |O 2,000
() UszlowhTanielae O 2,000 O 3,000
2. SIEUANUANINTNLIATINGIVEY
~ ~ o O 500 O 1,000 O 1,500
(nSAFIBUAUMAUALIAN)
3. Usudsauilesiuasidunlasanis
398 (@amendment)
521578075
Dminorchange O 500 O 1,000 O 1,500
Dmajor change O 1,000 O 1,500 O 2,000
4. Ysuugauileswazidenenans
NINYUINY

(amended legal document)
sY318nIs: O 500 O 1,000 O 1,500

LIcra O mTA
L] insurance cert. [ 3u 9

5. wnansdu q @hilede 3,0)
(AsTTUHENADIIUNT) O 500 o 1000 |O 1500

Olensduasssuideu

- Safety report

- non-compliance/deviation report

- closing report

- 9909918 9 TaiEnTIINTT03Y5TINY Aualiin3seTIea

O ansssuilaunisvatonansiuseennes Mags1un1siatsanudn
1. HSI9EBULALVAVUANUN 20 UN/AUN NUIY ... e
2. Y9USEIUATIMALAIUILENAITRTUTTIASIAL 50 UM O 598 (1+2) 1USR Y., UM

**xgnszansssutiunistiufiansanasesssy hdaluseldddndseuasiamn)
Tnglouky Widgdeouning surashnenigsd 9190 @19 IneIaasvaIunIuns
PoUnd “wnInendvawaruniuns” wwunvyd 565-3000221

'
v

(nsalagsuluasamenuasanunsafndelandinidosasimu uninendeawaiuasuns an LRC 94 11)

D
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neillsvuunangiunislendu/luiasasuldu wmdouuda
Faseuniionsukasiansaaniiunsaeluie dnveunns

PUNLASINGIVY

WIMENENNIUIE TN AEATTUATS
3YFTITU
ATIFADULR NADN
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Memorandum

Subject  Application Fee Submission for the Research Ethics Review
To Chairman of the Human Research Ethics Committee, Prince of Songkla University

NAME . , Department of

Principal Investigator (PI) of research project titled ...

AO-027 _ENG

sponsored DY .......occiiiiiiiii e, dESCTIPEiON @S Shown in the enclosed documents,

would like to submit the following fee for the research ethics review:

[J Initial Application Fee (per project)

Internal project

() Project led by PSU students
(excluding projects funded by external sources or advisory programs)

() Public benefits including research projects with a mission to improve
an occupation or education

() Commercial benefits including projects related to pharmaceuticals,
medical devices, Biomarkers

External/ Non-PSU project

() Public benefits including research projects with a mission to improve
an occupation or education

() Commercial benefits including projects related to pharmaceuticals,
medical devices, Biomarkers

Multi-center project

() PSU Investigator-initiated Project

() PSU Co-Investigator-initiated Project

() Sponsored project

500 THB

2,000 THB

5,000 THB

3,000 THB

10,000 THB

3,000 THB
2,000 THB

10,000 THB

] Resubmission Fee (per project/for projects that have previously been disapproved or missed the deadlines)

Internal project
() Public benefits including research projects with a mission to improve
an occupation or education
() Commercial benefits including projects related to pharmaceuticals,
medical devices, Biomarkers
() Projects approved by multiple center
External projects
() Public benefits including research projects with a mission to improve
an occupation or education
() Commercial benefits including projects related to pharmaceuticals,
medical devices, Biomarkers
Multi-center project
() PSU Investigator-initiated Project
() PSU Co-Investigator - initiated Project

() Sponsored project

1,000 THB

2,500 THB

2,500 THB

1,500 THB

5,000 THB

1,500 THB
1,000 THB

5,000 THB
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[C] Continuing Review Fee (for project that has been approved)

No. of Internal External Mutti-center Total
Fee type iten | (THB) (THB) (THB) (THB)
1. Project’s Progress report (needs extension)
() public benefits © 1,000 1O 1,500 o
() Commercial benefits © 2000 1O 3,000
2. Project’s Progress report (Overdue) O 500 O 1,000 | O 1,500
3. Amendment
Select one:
L minor change O 500 |0 1,000 |O 1,500
Dmajor change O 1000 |O 1,500 | O 2,000
4. Legal document amendment
Select one:
[Icrta O mTA O 50 |O 1,000 |O 1,500
[ insurance cert. [ Others,
SPECHY e,
5. Others (not 3,4)
(fee per type) O 500 O 1,000 O 1,500
SPECHY e

] Fee waived
- Safety report

- Non-compliance/deviation report
- Closing report
- Additional reports required by the Ethics Committee

[ Fee for certificate of approval

1. Review and request a copy (20 THB/page) : total no. of page ...........
2. Request original seal and signature of approval, 50 THB

O Fee total (142) ............. THB

***Method of payment (revenue of the Research and Development Office)
Money transfer to:
Bank: Siam Commercial Bank, PSU branch

Account name: “Prince of Songkla University” Account no. 565-3000221

Transfer amount........c.cceevrvveieienn. THB (oot )

Date of transfer ............ Y Y S

NAME ON thE TECERIPT ..t

AATAIESS ..ot A AR e e bRt A st b ettt

(Receipts can be picked up in person at Research and Development Office, Prince of Songkla University,
located at 11" floor LRC Building)
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AO-027 _ENG

fee payment/receipt for further review.

Principal Investigator

I confirm the above information is accurate and attach proof o

Reviewed and cleared by

(Ethics Committee personnel)
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wuuUszliusreuuanisallinsssasdutindewss
Assessment Form for SAEs/SUSARs, DMC Report

PSU-HREC:.......ccoommrmrrrrrecnn. FDUNIVY: oo WU s

D ATIN YT oo eee s e

FOBIITY (INVESHGALIONAL PrOAUCE):. ..o es sttt

Ussinnseenu [ sAEs [ susArs [J omc report
SAEs/SUSARs Reporting period:

AMUTILYRITinITe/Fatiuayuniside

AMUAIUVBINTTUNNT

Aanudusiusiu P | O duiusiuuiueu (definitely related)

[ vinavdniusiu (probably related)

O Sululgiiavdusiusiu (possibly related)
O Ligusiussiu (not related)

O ©sins1u (unknown)

%30 hauula (doubted /not sure)

O Fushefuanuiiusingin
O Lidiusnefuanuiiugingin

O Jsudeulasinisise
[ y$u information sheet
O Ligesusu

WRUNITAMIUNTS

O Wiussiuwaunisaanan
O Liviusefuwnusiangn?
O vedoyariuniy

ayUmnuiuresnssuns
O vedoyaviuiu

O Ligesmiiunsiissiy 152 4.6)

a

O Wsudunsiiadiu (wu nsasaden nganssusestinsm wiogf
lA59n17338) (N3 6.9)

DMC report Meeting date:

DMC

recommendation

O continue study
CJ MOdify protocol LMoo
O Terminate study

SNYALLDUALNLLAL

A3UAMILALYDINTIUNTS O Lisesduiiumsifisdia (s 4.6)

O vedoyaiiuia

a

O Wndunmsiiianiu (9u msesraden veanisiusesdansn ey

)

1A59n19398) (152 6.9)

N3IUNSHUTELEI
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wuuUsziiumsanidiuauideiideauu vie liujianuderimun
Assessment Form for Deviation/Non-compliance
A1m5UnTIUNTS (nganaguvgmsaidug uasviiedesne v ludesmunnuiiuvesin)
aguimanisal -
Usziiu Lild | Lideades | vanewn
ANUTULT frrundsysunmeiiatutuormarlias
demeratoyanienan1sidy
Ao Wnanddy
aralsidrlavesormatiasdedunoudlily
N5338
aulaifuunufoRnsideiinvesinide
ANMUUTEMYRIENITY
LAUYRIUNITY
UnidgaslaasiaenisuiRnu
FIYFITUNITINY YI0ATTLIVTTU
WININTUALY wisnzay Jugusssu
wmsnmsteatu | wnzaw Wugusssy
ANLAUNITUNS

O Lisesdudunisidisiy (1152 4.8)

O vedoyariiui

O Wndunsiianiu (9u nsnsiaden vganssusesdansm msegflasinnsive) (s 6.8)

TIHTHLIE] oottt sttt st bt s st St bbb e s as s usustsesusbotseotoes

339




Effective date: 9 February 2024

AO-030

wuuUszliuseuazuNan1sIve (Ualasan1saiuniviuniian)

Assessment Form for Final Report (completed as plan)

S%&lASIN1S PSU-HREC :

Falasens (lne)

Protocol Title:

WINUNIATINIG: dana:

Jnnueraadasivihsululasms3doluluamunnualivield | wanewme

O 14 O il O LiAendes
nsiunudulumalassnidenilinsiusewidely U8R
O 14 0O lily

Usglenluagnansenusoeatadnsivungay U8R
O 14 0O lily O Liierdes
nssiunisfifedesivormaiasmendduganitomasan | wsnewn
O 14 0O lily O Liiierdes

HANTVIUMIU S181uatuanysel w58 manuscript U8R

[ sl informational risk
O Liflnanssnuidsausisaaalinsuasguouiiomsunsdoya
O galaifisnenuatuauysal

Tassmsanudsdhiiuanudeadnidos wie wedunisiansan | wunewn
WUULS? (expedited review)
O 14 @nsafiasansisnuuuuale)

O il

AAUNTIUNNT EREITE)
O] Suses (Approval) (3152 4.1)
O vedoyariiadu
O iddunisiiuda (vaanuiiiuainaaznssunisiiugn)
(1152 6.3)
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WUUUsENTI89UNSTYRLATINSABUAUA

Assessment Form for Termination Report

AN VRINTEALATINTIT B UAMUANTBNTS
sedulAsansidy

O wwnvau

O Liwunzau

O vedoyaiiisndu fe

ﬂ’ls%hmvﬁamiammummaﬁmmwé’am'ﬁqa
TAsaNsIsersaseiunsIveY
O wsnvay

O Livunzay de

wHuN1skIeyalioaadaslasunsu
O wwnzan

O lisnza
O vedeyaiiividu fe

AMILAILATTIAS (1Y 6.10)
[ $uses (Approval)

O veteyaifisifs

O Tiidunisifisnda

G LA SO )

NITUNTHNUNIY
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LUUSIE9IUI5 0950958 uiNednulAsINIsIae

Huiifuides 138N Fo-anaves fgnieFeu A0 TUNINVDETRUTU
O evenasinsvideqnd

FomnsiuiTes Email finsie vihonuidain O #samem

O nsétmi O wn3desau

O e-mail O viuaivayu

O aanune O nssun1sesesssu

O snshenues Usziuifeasou O wdhidsinanus

O 84 9 52y weslnshnse O mslideyaiferiulesamside | O 8u q sy

.............................. 1) O nsujddsluszmninansive

.............................. O msquasnunidleiin
2) AMBUNIATOU | e

O Aldarelunside

DT 39 9 F8Ye
PUNYEVLATINISNS D9S8 PSU-HREC
SNaTLYn
AVHHBYD v FU e,
(oo )
I RN
AVHTBUD oo FUT e
(oo )
Hiouseu
(NSMUNNIBAULD)
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uATIUsEguARZTIUNSLANYR O lisosindunisifiund

SNYALLDYPLNULRL oo [ vedonadiungy

L] Tsfiunisifiandia (wu nsesiadey vean1ssusestingm wie
8flATIN1TITE)
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AO-033

A51eEsURIANULENA1STASINSINY

SW&lASIN1S PSU-HREC

F18N1ILDNFAT

N

WUYLNAA

Do
>
c

sTUTIgazduntalanansatunium
wazLAUTIEs

NANITUSTIUINANEATIUNIS
F3YFITU

HANTUTEYUATI e

o a

JUTNNUVBANUTLIY/ WA LY

PUIADTUTO e

~SHNUANUAINT/VBsBDE
-uluenans
~1gaumgnIsadlifeUsvasAly
mhonuiidsia
-snaumansalliiiasyasAuen
mheauiidsia

eua oy
-F1BURITUALATINAT
-4ALATINIG

S18911du 4
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LUUSIE9IUYBNINAELBNEITIATINSIAY

TW/APRUW/NA. | TU/ARBU/N.A. NUELYE

. o | svdElasenns <
YolATINS5 o N oo o
(PSU-HREC ) N918971UUN mnuasu 3 U | danuzlasenng

U BUIYNITY LitelUIANRNTAN

WM NIIUAMENTIUNITISUTTTU
........... Soeooiid e,

O w31 vnauslufivssguaasnssunsasesssus Wi .../ o.../o...

LAUTYNITAUENTTUNTIILTITU
........... o] e

O eusifanuuifiuszyunmynssunisasesssu

U3e5UANZNTIUNTIEsTsNTITelunywd
UMY NFUAVAUATUNS

........... Y S S

o a

VRN P R o i
R RIS 12 75 T

U
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5189UETUNAN1INTIANTLULATINTIY

SHELATINTG PSU-HREC ..o, O Y e
LTI T IR oo eeeee e eeeee e e s s e e e e e e e e e s e se e ees e
MeTenmzaynssunsnTalsuiiemiuguaniside

e s

e s

B e

Qe e e s
msﬁqLﬁumu%mﬂmzaunssumsmsqm?iam

1. msilizsqmmzauﬂsimmsmmL?Jazu°1 AST YT e

2. 11599794 0831A9IN15358 WOTUT o 0T 10 IR .

undsdayauazdoyaannisnsiabey
1. LNANTINHATUALUNITITY
2. nansiimtilasansidedawsen towa

4. ANSAUNUAINLATY
5. NSATINTYUANIUNIVY LALA
NANISASITLU

F1E9UANUTAUN U URAM NI NFETTUANTITENR oo

)
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ANSNNUATIELATINTTIAY

SNALATINITINY PSU-HREC-AAAA-BBB-C-D
AAAA ATNAANTIY LYY 2024
BBB aeulasansisevesd w.e s
C wiguAudnnlnIdenan
1| ihseungluumiIne duauaiuasuns
2 | horuasuenumingrdsasaruaiunimiuminsass
3| whsnungusnunINedvaaiuas Ut dumihenuaaensy
4 | Buq
D | Ysztaviyaanng
1 | 919159
2 | 1Unqy
3 | dn@nwuSyanln/ien
4 | dnfnwiUTeyees
5 | 8uq
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ANS19UUNNNNSEU-AULBNETIATINTTIDY
YBIANUINAITNITUAULNTIUNITIIYSTTU

gvuneiay
iﬁﬂiﬂi\iﬂqi o da o a vy A e v do oa aq%aéwv
UNYU WW!Na‘VIEJﬁJ aﬂ“UE]E:J:l‘WEJﬁJ 's’lﬂ%@ﬁj&l&l AUNIUAU o ‘Vlll']EJL‘Viﬁ!
(PSU-HREC ) AW/BNUY

Yy

Pl 1 [ a [y 14
KRUYLWAR: NEJ@JLLazmﬁﬂﬂJlMﬁ’uﬂiﬂLUuUﬂﬂ@L@UUﬂﬂﬂ,@
Ty 9

Y
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4

A11etuneYnlAsINsNaLgaTogAlATINTITY

SWAlASINTG Y- o wa . . 4 ove - Juieanly
i QUIGRTIGH] Juudn Fuasuivua | asvaganiuns .
(PSU-HREC ) nany
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L =1 174
UUNNYaAINA
AU A1UNNUANENIIUNITITEETTUNTITE UL e TNT.creeee s
L dl
FUI e

1399 WIIUNITENANISDIUERSINTEULATINITIVY
Bey  (WUnIdeuan)

aufinniynsTunIasesTIinTIdeluyed ainerdeamauniung 1il¥nsfusesaiosssunisidoun
TASINITITY 50 V09 (FAUATING oo SWalasan1g PSU-HREC
..................... Lﬁamiﬂizﬁuﬂ%ﬂﬁ oed et AVTE s AT UV

ANENITUN1593 85550 SntfifanuUsziiulasensisedidunisiatsan wWeliiAnautuladn
mmaﬁﬂﬂﬁ%’umsﬂm’]aqmmwmgmmiﬁ%ﬁumﬁﬁaﬁﬁ AMENTTUNNTISUETTUY 9L UseRa ARILOUNTINNIS
m’m%mLﬁaﬁﬁummmﬁé’]’a Imaﬁ .................................... Judsesuanenssunisnsiadey

AMY auﬂiwmimama 81 9z9Mn15Rsa 8 suaauii in1s3selulasenasvesriou Tusesning
’Ju‘w ........................... AT E T I u saiveliviiusidunswiouaunieudmiunisnse

diinnuaznssumssessa meluiud ..

2 Gua’lmmtmammwmmimafl,uiﬂsqmimaa‘wmmmummaauaﬂmiwLﬂmmaqﬂ‘lﬂmqmsmEJ waggn
wﬁwﬁﬂiumumwmmizﬂ,‘wmmaummmﬂmqmimmaqmmuauﬂizmmmiumwwmaaﬂmmuaqmiumimm
B

3. glivhudnwieuenmsuas vietoyaiamaiiieatoatulasimsife swdimenisdilelud

3.1 s fsatiuauysalfiiunsiusesninauenssunssusssus
3.2 lpsen1939e atuwdlunnadu

3.3 LUUATLIsTENANTAT LasuUUBUBoN YaseranasiATNAL

3.4 ayemzlouneiooraadinsimunvestasans (log book)

3.5 wuulduinteyaenanaiinsynsng (Case record form)

3.6 wszilvuUisuenuaviUigluvesonanadinsynielulasinis (73
3.7 wuvlesgvideyan1vaiii uay g1uteyanieaia

3.8 Useimindde uazesiide Favua (RuUSuUgsdEn)

3.9 \n3peloldeviielonanssnsdedu q Mferdes

4. velinuudssedsdutam uasiSuineuaniiiiAsadosiumsideiasinmsnnadouvuanud
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PSU Human Research Ethics Committee,

Prince of Songkla University

Ref. PSU o
(DAL ...ooove s
REF: Research Exempt Determination
Dear: ...
The submission protocol entitled . ” including all related documents
(PSU-HREC .o ) have been reviewed by the PSU Human Research Ethics Committee, Prince

of Songkla University.
The committee determined on (date of determination) that the submission protocol met the criteria of

the Exempt Determination Research.

The decision was acknowledged by the PSU Human Research Ethics Committee in

the PSU-HREC meeting ....cccccoeveeereenncnnes /et which the meeting minutes was documented

Chairman of PSU Human Research Ethics Committee,

Prince of Songkla University

Remarks

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

« Please submit “Final Report” (AP-012) to Ethics Committee after completion of all study processes
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PSU Human Research Ethics Committee,

Prince of Songkla University

This document is a record of review and approval/acceptance of health science study protocol
that;

PSU-HREC

Protocol Title

Principal Investigator Affiliation
Co-investigator | e Affiliation
Co-investigator | e Affiliation

Exempt Determination Research.

The decision was acknowledged by the PSU Human Research Ethics Committee in the PSU-HREC meeting

...... /ecoeerneee. @8€Nda......... Which the meeting minutes was documented.

Chairman of PSU Human Research Ethics Committee,

Prince of Songkla University

Remarks

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

* Please submit “Final Report” (AP-012) to Ethics Committee after completion of all study processes
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PSU Human Research Ethics Committee,

Prince of Songkla University

This document is a record of review and approval/acceptance of health science study protocol

that;
PSU-HREC
Protocol Title
Principal Investigator Affiliation
Co-investigator Affiliation
Affiliation
Approved documents:
1. Submission Form for Health Science Study No. ...ccccooiriiiniiaee. DAt e
2. Study Protocol NO. .o, DTttt
3. Information Sheet No. ...cccooceviiririene. Date
4. Informed Consent Form NoO. ....cccocceerriciniene. DA et
5. Case Record/ Data Collection Forms NO. ...ccccccoerieinrine. DAt e
6. Subject recruitment materials (document, video clip, script, etc.) Forms No. ............ Date.....coueuee.

7. Curriculum Vitae of all Investigators

have/has been reviewed and approved by the PSU Human Research Ethics Committee, Prince of Songkla
University in full compliance with International Guidelines for human research subject protection based on
Declaration of Helsinki and the International Conference on Harmonization in Good Clinical Practice (ICH-
GCP).

This review is documented in the meeting minutes of the meeting .. ,

Renewal must be submitted at least 30 days prior to expired date.

(For a case report, please submit a final report after study completion and no progress report is needed)

Chairman of PSU Human Research Ethics Committee,

Prince of Songkla University

Date of Approval: ......ececeeceneeennnnene
Date of Expiration: ......ceeveveenecernenene.

PSU Human Research Ethics Committee,

Prince of Songkla University

15 Karnchanavanich Road, Hat Yai, Songkla 90110, Thailand
Tel. 66 7428-6955
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Researcher’s Guidelines

for project approved by

The PSU Human Research Ethics Committee

** IMPORTANT **
Examine accuracy of the certificate of approval,
discern timeline for progress reports and project’s deadline.
Approvals received from the Ethics Committee generally may not exceed 1 year.
Request for an extension must be submitted at least 30 days prior to the deadline.
During the period where a project is expired, no new volunteers may be recruited. Any data

collected during such time is not allowed to be analyzed.

Once an ethical approval is received, the researchers have the following duties and responsibilities:

1. The researchers must strictly adhere to the procedures as stated in the project statement, informed
consents, or other relevant documents that have been approved and stamped by the HREC.
2. The researchers must report the following to the the PSU Human Research Ethics Committee, Prince
of Songkla University
2.1  Progress reports and/or extensions
Procedures of submitting progress report or progress report with an extension request
once the project reaches the end of approved period
- Progress report submission (no extension): Submit Progress Report Form (AP-007) to the
HREC at least 30 days before the expiration date
- Progress report submission (with extension): Submit Progress Report Form (AP-007) along
with Protocol Amendment Form (AP-008) at least 30 days before the expiration date. During
the time when a project is expired, no new volunteers may be recruited and data collected
is not allowed to be analyzed.
2.2 Protocol amendment form
A request for protocol amendment such as change in research team members, modification
of methodology or adding documents must be submitted by using the Protocol Amendment
Form (AP-008). All of the changes and reasons must be clearly indicated. The principal
investigator/co-investigator must also enclose biography.

PSU Human Research Ethics Committee,

Prince of Songkla University

15 Karnchanavanich Road, Hat Yai, Songkla 90110, Thailand
Tel. 66 7428-6955
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2.3

24

2.5

Reporting serious adverse events experienced by the volunteers (whether related to
the research process or not)

Researches must submit a preliminary report to the HREC within 7 days of discovery,
followed by a full-detailed report within 15 days (Report of death must be submitted within
24 hours Email: arunwan.s@psu.ac.th or call 074-286955 during office hours) by using the
Serious Adverse Event Form (AP-009)

Non-compliance/deviation report

Report of any deviation or non-compliance must be reported to the HREC within 7 days
from date of discovery, by submitting Non-compliance/deviation Form (AP-011) and include a
concrete proposal to prevent the problem in the future.

Final report

Upon study completion, researchers must submit Final Report Form (AP-012). When a
termination (before completion of the study) is warranted, the Termination Form (AP-
013) must be submitted.

3. The HREC conducts random research site visits to observe the conduct of each project, and also to

provide the opportunity to listen in and give advice. The HREC shall issue a notice 14 days prior to the

visit. The result of such a visit shall be reported to the Ethical Committee meeting as well as to the

research team in hope to provide further guidance of each project.

PSU Human Research Ethics Committee,

Prince of Songkla University
15 Karnchanavanich Road, Hat Yai, Songkla 90110, Thailand

Tel. 66 7428-6955
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Effective date: 9 February 2024
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(Conflict of Interest Disclosure Document)
Name and Function on Professional Affiliation
Gender Presence
Committee Qualification (place of work)

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

reviewed the trial entitled below

Protocol Title

Principal Investigator

Sponsor name: ......

Date of MEEtiNG: ..o

Chairman of PSU Human Research Ethics Committee,

Prince of Songkla University

Date of approval: ...

PSU Human Research Ethics Committee,
Prince of Songkla University

15 Karnchanavanich Road, Hat Yai, Songkla 90110, Thailand

Tel. 66 7428-6955

402




Effective date: 9 February 2024 AL-027

v =KX Y

UUNNUAINA
daua d1UNUANENIIHNTATEETTUMTIVEIUIUBET T
NUD [ttt 17 IO

309 vadylullenvndasy Wislsdulasinside

oy (fumis uasdedidenvigydase) fiduie
Welwnsddunsids Tanugndes iinUszloviigegauazanndosiundnaiesssuniside
ANENTINNITATEE55UN15TT8Tuny v undnerdvasaiuniuns lasvernuiiurevinilugiug s and
Wedu@emnBass Tummumilasmaifofivsumsfivsndiessa funani
FAALATINTG PSUHREC ...
FBUATINTS .
1. Apuguenanslasimsise njanasiolu demnasnsinuinnuduveslasinsiseuazionanssvnis
(AC-010)
2 FvsanmuvangasuazUsuiiuTssTaves lasmsideuasienansiifeiies
3. Juiinanuiukasdoiausnusvesinuadlusuuuszdulasen1sidelaenns nssunisasusssu s
(A0-014) WFuuuyszifiu Auuulunia e-mail mnviudslaldsu e-mail aandninaus ngunfade
nihitdnan Tns. 6955
4. nyaundelnanan1sussiiuYasinundune e-mail: arunwan.s@psu.ac.th

o o ] a o/ l:.

AAUAIUAINANTITUSZUEU AVETUTUN oo
(nseivihufingdndu ldanansefarsaniassnsideldluadsl nsantnsudadmdhidninaun s. 6955 ielidinaun
annsafnsiegidavgvinuduld warlinsenusenisafiunuvesinidefivesuiansw)

puiuvesiuliaud Ao 19BisennEnITUNITISEsIINY FuSsuniteveninueyasizt dndunsean

NITUNSULATLAYIUNITAMENTTUNITITUETTUMTITe Tuay e
UMINYYAVAIUATUNS

anewe nsanviulasudglidu reviewer vinuaglasulonans (AL-005) Wwiman1siauenie

diinaumnznIsuNIsEsTINN TN luNYe
UAINYISVAWAUATUNS

15 a.nmgamnaed drinideuwazWaun o.alng 2.49va1 90110
Tnyéwi 0-7428-6955

403


file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-010_ข้อตกลงการรักษาความลับของโครงการวิจัยและเอกสารราชการ%20สำหรับผู้เชี่ยวชาญอิสระ.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-014_TH%20Committee%20Assessment%20Form%20of%20Protocol.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AL/AL-005_TH%20Guideline%20for%20Primary%20Reviewer--.doc

Effective date: 9 February 2024 AL-028

VUIHDLIINE
A1SNAITUNTIASINTGIAY

NUD oo V2SS dinnuanenssuNMIIsesTsunITelunywd
NIV NUAVAIUATUNS
15 a.n1gauavd
n.ABMIE 8. AlNg 2.849va1 90110

Fe  wan1sUssliuiuaiesssumsIdulunyed Ussnnfinnsanwuuia

muiivnuauelassnsideiieve fufinnsanadessaunsideluingd
309 UMY e
(DVYTTINGY) v
FIALATINTT PSUHREC .ovrrvcvrseerrsssessssssse s

1Asan153edenan nsunisinsanlaediBeinydassuarAnenssunisasesssuy Juf fe
UFuusaudluiinasusas (Minor revision)

SeSpunidfionsiunazsdunisudly Tnedeviduenans swieldd

1. LLU‘U%LL%NLL@%LLﬁl‘UGﬂM‘?f@ﬁ@]Lﬁu“uaﬂﬂmzﬂ‘i‘immiﬁﬁﬁﬁiim°’I (AL-009)

2. wnansamuaiiinnsudle wieu hish-lght dauiiuflunazusu version vevenansitieates
3. nilsdihdsatundluusulss

AuenasunFEUnUAMENIIUNITIS 85I NMeluIud ........ (30 )
PINNUAUUARINGT TAeTVNUTITAINUUTLAIANLUDTUNITNANTUNINIUDTFITU VINUABIAMIUNSTTULLNENS

1ATINNSITLLELDUVBSUNITNINTUIRTLTITUY IRHNIUUA

w3 doasdeludam o IuuaianznIsuN1sTEsITUT E1U1TAFUAINLAYIUNT
T8N a1UTAINTANAUANUIBA UM NFUNIUT NAuneway 074-286955

NITUNTHALLAVIYNITAMENTIUNNTITEFTIUNTITe Tuwywe
UNINYIAYAIVAIUATUNS

404


file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AL/AL-009_TH%20Comments%20from%20PSU-HREC-ใหม่--.doc

Effective date: 9 February 2024 AL-029

NUIHOLIINA
N15NAITUNIASINTGIAY

[T Y/ dinnuAMznITUNTITEsTIINTITelulyyd
WIS AVAIUATUNT

15 n.71QYAUNATE
.ADMSE 9. AlAEY 2.89781 90110

1399 WansUsEuAuATEsTINNTITelunyd

muvuanelasINITIIEoTe UNINTsEsTINN TITe Uy

309 (V1Y) e
(QMIVBINGIY) evvvvrrrereeeeesseeeeeseese e
SIHALATINTT PSUHREC oo eeeeeeeeee e eeeesae e e e s eeeeseeeeeeseeseeeeeeseeeseeeeeeeseeeessseeeeeseeeeeee
@UTISULONENS o VAR AU K10 VT S\ P

lassmsITedsnan nsunisinnsanlaedilisinydassuasAnenssun1sasessiu Weiu
flud feo dndransanlufivssyuanznssunisiuye

19z U339lA59N15398 TuN15UTEYUANENTIUNITITOTTIN AT/ SR
FUN e el W mThidinnurzudnaiuiueudnass s liiniduwmsey standby

TunafINa1IfianaUAINININNAMENTTUNITISUSITUT MENTFANINSANTNSSUNMSTiTaaady

wnnITeddoaidoa1N1IAaaUAEUIYNITT TnelinITearusalnsAwidanurenuidmiai
d1ineus fAvanelay 074-286955

938U NNV

NITUNTLALLAVIUNMIAMLNTTUNITITEETTUNMTITe I uayue
YNGR INY NN UFVAIUASUNS

405



Effective date: 9 February 2024 AL-030 _ENG

Progress Report Determination Form

Ref. PSU ............ s
(DATEeeeeeeeeereeereeesetssesssess s sesnssesessesessesasaesesassessesasasssassns )
REF: Determination on Progress Report
Ref dOCUMENt NUMDET: woveooeeeeeeeee e (1AVND1DUDNFITINYINUVBINITY)
DBAI: ..ot (Principal investigator)

The submission Progress Report of protocol (PSU-HREC ......crnrncncsnennneenens) €NtItlEd

« ”

........................................................................................ and all related documents have been reviewed and
“Approved” by PSU Human Research Ethics Committee (PSU-HREC ) of Prince of Songkla University.

The determination was documented in the meeting minutes of PSU-HREC meeting ................. Y
AgeNda .. (o) T (G E14S) A
Please submit the progress report every ......coeeunee. months and apply the renewal before date of

expiration (the left bottom of the page).

Chairman of PSU Human Research Ethics Committee,

Prince of Songkla University

Date of Approval ....ceeeeceeereeeennnne

Date of EXpiration .........cccceeeveeveereenenns

PSU Human Research Ethics Committee,

Prince of Songkla University

15 Karnchanavanich Road, Hat Yai, Songkla 90110, Thailand
Tel. 66 7428-6955
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Effective date: 9 February 2024 AL-031

PSU Human Research Ethics Committee

Prince of Songkla University

Ref. PSU ............... e
(DALE ottt sts s ssss s s ssss s s ssseasaens )

REF: Determination on Protocol Amendment/ Safety Report/ Final Report/ Termination Report
Ref dOCUMENT NUMDET: ..o (1l@UND9BUDNAITTIVIIUVDINNITE)

DA .ot (Principal INVESEIGATON)........uvurirricrireire e
The submission Protocol Amendment/Safety Report/Final Report/Termination Report of protocol (PSU-

HREC . eeeeeeeeeeeeeeeeeeeeeeeeeereeeeseeenen) €O e ”

including the related documents below

have been reviewed and “Approval”/ “Request Information”/ “Site visit” or “Suspension” or
“Termination” by PSU Human Research Ethics Committee (PSU-HREC ) of Prince of Songkla University.

The determination was (will be) documented in the meeting minutes of PSU-HREC meeting ........ Y2

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

the discard (n3ad final report/termination report).

Chairman of PSU Human Research Ethics Committee,

Prince of Songkla University

PSU Human Research Ethics Committee,

Prince of Songkla University

15 Karnchanavanich Road, Hat Yai, Songkla 90110, Thailand
Tel. 66 7428-6955
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Memorandum

AFFIlIRtION. ... Teliiecce,

NO. (o Y SR Date......coccivvvnccc

Re: Application for ethical review

To: Chairman of the PSU Human Research Ethics Committee, Prince of Songkla University

NAME...eiieieeer s AffillIation ..o, would like to submit my research

PFOJECT, THLEM. et

for the ethical review. | have enclosed the following pertinent documents:

1. Proof of PRPM database registration (if applicable) Set

2. Application Fee Submission for the Research Ethics Review (AO-027) Set

and proof of payment

3. Research Proposal Submission Form for Ethical Approval Set

in Health Science Study/ Social Science Study (AP-002)

4. Template Research Protocol (Full Proposal) (AP-024) Set

5. Template Participant Information Sheet (AP-018) Set

6. Template Informed Consent Form (AP-020) Set

7. Template Informed Assent Form (for ages 7-13 years) (AP-022) Set

9. Bio of principal investigator and co-investigator(s) (in Thai or English) along Set

with proof of ethical review training certificate (with date and signature)

10. Research tools such as interview questions, data collection forms, survey/ Set

questionnaire, biophysiological measures

11. Investigator’s brochure or other relevant materials related to herbal medicines Set

(if applicable)

12. Research/experiment manual (if applicable) Set

13. Legal documents (if applicable) such as insurance paperwork, Set

Material Transfer Agreement draft Clinical Trial Agreement draft and

Data Sharing Agreement

14. Miscellaneous (if applicable) such as brochure/poster, volunteer ID card Set

15. Memorandum Set

SIGNATUIE. ... SIGNATUIE .o
(et ) (ot )

Advisor (PSU student-led project) Principal Investigator

The above project has been approved by its original affiliation

and allow to site visit in case of necessary

Chief of original affiliation
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Research Proposal Submission Form for Ethical Approval
in Health Science Study/ Social Science Study

Please provide sufficient and concise details. Do not skip any question, write “N/A” if irrelevant.

Research Title (in Thai and English)

Principal Investigator, affiliation (Thai and English). Include telephone number, e-mail

address, and a list of responsibilities.

Co-Investigator, affiliation (Thai and English). Include telephone number, e-mail address, and

a list of responsibilities.

Research Summary (No longer than 4 pages on Ad paper, use time new roman font size 12,

single-space, no need to include any references.

Type of Study and Research Methodology (mark where applicable, please provide
additional description)

O Experimental/Quasi-experimental study, SPECIY . ..o .

a1v
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6. Is this project a multi-center study or a set of projects? (mark where

applicable)

O No

O Yes

If yes, identify the centers and provide a list of principal investigators from each of the
centers. (Note: Material transfer agreement must be presented should any biological
sample be processed or stored at other centers. Data sharing agreement must be filled
out by the Principal Investigator if data from multiple centers is to be combined. The
agreement must indicate names of both the owner of data and central data

custodians.)

7. Does this research receive consultation from any research methodologist or

biostatistician?

a) Research methodologist OO None O consulted with Name...........ccccoevrvvrveceirinaee.
Signature.....cocoeeeececene,
b) Biostatistician O None O Consulted with Name........cocvevivriniiernein.

Signature.....cccceeeeceeeen,

8. Research Procedure (Mark where applicable)

a) Inserting tools or substances into the body

O None

L0 YES, SPECIHY et (such as catheter,

feeding tube/testing substance, also specify parts of the body, duration, and frequency)
b) Inspection/Operation: Does this research procedure involve non-invasive

procedure?

0 None

E0 YES, SPECITY ettt saeias

(such as ECG EEG, blood pressure, parts of the body, duration, and frequency)

9. Will there be any specimens collected from the participants? (such as blood,

urine, tumor) (Mark LX| where applicable)

O None
O Yes, specify types of specimens, amount, frequency of collection, the lab where the

samples are tested, storage or destruction management of the samples.
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10. Does the research procedure involve interviews/tests/evaluations?

O None
O Yes, specify accuracy of each tool, copyright, Thai translation (must be done by an

accredited entity), user’s qualifications, duration, frequency, etc.

11. Research methods/tests/procedures and alternatives for the participants

a) How is the research method similar or different from regular routine?
b) What are the options in the event of any participants opting out of the study?
c) If using placebo (drugs, substance, or procedure), explain the reasons along with

risk/benefit assessment presented to the participants.

12. Potential risks and discomfort

a) Indicate any physical, mental, societal, or economical risks and discomfort that may
occur to the participants.

b) Share any plans to mitigate or prevent any of above risks and to treat any
complications.

c) Provide measures to protect and preserve confidentiality of the participants.

13. Provide concrete benefits of the research project.

14. Research participants

a) Number of participants (for multi-center project, provide the number per each center)

b) Detail statistical calculation or other methods from which the number above is
derived (Include the formula and references)

c) Detail the inclusion criteria

d) Detail the exclusion criteria

e) Detail the subject withdrawal criteria such as in case of the participants facing adverse
events or have extreme resistance

f) Detail the termination of study criteria such as the percentage by which the
complication rate may not exceed or when an interim analysis proves the research

to be ineffective

Effective date: 9 February 2024 AP-002_ENG
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15. Vulnerable participants (individuals who are unable to make decisions
independently) (Mark where applicable)

O None

O Yes, there are vulnerable participants (Mark A on all that applies)

©)

O O O O O O

O

O

Infants, children (<18 years old)

Elderly (> 60 years old)

Pregnant women

Patients with chronic or terminal illness

Individuals with intellectual disabilities or neuropsychiatric diseases

Prisoners, migrant/foreign workers, socially disadvantaged individuals such as the
poor, the minorities, the illiterates

Students, subordinates, employees

Individuals who are unable to provide consent on their own such as patients in
critical conditions.

OtNETS, SPECITY ottt

Explain the necessity to include vulnerable participants

16. Recruit participants Describe recruiting strategies such as ads in media, print, radio, or

through internal connections (Must enclose relevant materials)

17. Incentives If applicable, provide numbers or other details

18. Compensation

a) If participants are compensated for time and travel, provide details

b) Individuals responsible for compensation should any complications occur

c) Any insurance procured against potential damages/injuries? If yes, specify

Effective date: 9 February 2024 AP-002_ENG
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19. Consent (Mark only one of below)

OO0 Written consent (enclose a copy of informed consent)

O Verbal consent

O Verbal and written consent (enclose a copy of informed consent)
O Consent by action

O Waiver of consent

(Note: If written consent is not obtained, provide rationale and enclose waivers)
1.) Does the study involve participants/subjects under crisis condition? Why the study needs to

involve these participants/subjects while there are standard treatment procedures?

3.) Whether the study involve these participants/subjects under crisis condition for their any
utilities directly?

4.) Reasons for not being to conduct the study if permission in getting verbal consent has not
been approved.

20. Consenting process
Detail the process of inviting the participants and acquiring consent (such as how the
information is presented, the persons responsible for providing information and
collecting consents, what is the location, how long is the duration, are there any legal
representatives participating, what are the tactics used to minimize the sense of

obligation among the participants)

Effective date: 9 February 2024 AP-002_ENG
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21. Does the project involve testing “modern medicine”? (Mark where applicable)

O None
O Yes (Provide following details for each of drug)
1) NAME Of ArUG..uciciicreieeeietceretete ettt sse e s sss e sse e sesaaesenes (Specify name, use,
dosage, frequency, duration)
2. Safety measures (Mark A where applicable)
O Approved by FDA Thailand ...
(Enclose package insert)
(Will the study follow the instruction as indicated on the label? O Yes O No)
O Approved by FDA of (name
COUNEIY ). INAICAtE .o,
(Enclose package insert)
(Not yet approved by any FDA but it is a human study (Enclose Investigator’s
Brochure Issue NO. ..ccocvvvrvirinne DAt )

O No human study, but animal testing (Enclosed materials include

22. Will the project test any “medical equipment” ? (Mark where applicable)

O None

O Yes, specify type of equipment and any relevant details

1)NAME Of EQUIPMENT......coveveeeerereeeeteteteesetesese e sesesesessesesesssssesesesesssssesesesanans
Details of approval from the Food and Drug Administration (FDA)
O Approved by FDA, see enclosed supporting documentation ..........ccccovenivnicrninnnee
(Enclose device specification and operating manual)

O Not yet approved by the FDA, but is a modification of equipment that has been
approved by the FDA (Enclose device specification and operating manual)

O Not yet approved by the FDA, but is a newly invented device that has been used
in human research (Enclose device specification and operating manual)

O Not yet approved by the FDA, but is a newly invented device that has never been
used in human research (Enclose device specification and operating manual)

O OthErS, SPECIY.c.u ittt

Effective date: 9 February 2024 AP-002_ENG
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23. Does the project involve testing “herbal medicine and natural products”?

(Mark where applicable)

O None
O Yes
Type of products (Mark A only on one option)

O

O

Medicine that is listed in the Thai Traditional Medicine Formulary or Thai Traditional
Medicine Textbook, used as instructed by Thai Traditional and Alternative Medicine
Medicine that is listed in the Thai Traditional Medicine Formulary or Thai Traditional
Medicine Textbook, used as instructed by modern medicine that follows the principle
of Thai Traditional and Alternative Medicine

Herbal medicine, used as instructed by modern medicine that does not follow the
principle of Thai Traditional and Alternative Medicine

Food or dietary supplements consumed for health benefits

Medicine derived from natural substance through modern processing (pure or semi-

pure extracts and new derivatives)

Supporting documents (Mark A where applicable)

O Package Insert, if approved by the FDA

O Document showing instructions guided by alternative medicine: Prospective disease,
instructions, dosage, duration, etc. (provide references to the Thai Traditional Medicine
Formulary or Thai Traditional Medicine Textbook)

O Safety information about lab animals, if the herbal medicine has never been tested on human

O Preparation methods of the herbal/natural products (provide documents with detailed
instructions)

O Scientific report that supports use of the medicinal/herbal properties in the study

O In case of testing food or dietary supplements, provide evidence to show they are commonly
consumed, local food, or certified human food

24. Total budget (Show details in table format)

25. Source of funds/sponsors (Provide a list of source from which each fund is received
or approved)
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27. Does the principal investigator have any stake in the research project? (Please

answer truthfully)

O None

O Yes
O The research project is not funded by any entity in private sector
O The researcher does not have any relations whatsoever with private sponsors
(beyond receiving funding for the project)
O The researcher has received an invitation to be a guest lecturer from private
entities (provide details)
O The researchers are sponsored by private entities to attend an academic
conference or training within Thailand (provide details)
O The researchers are sponsored by private entities to attend an academic
conference or training abroad (provide details)
O Holds stock of the private sponsor’s company (provide quantity and value of
shares)
O Owns copyright of drugs or medical equipment
O Serves as a consultant to the private sponsor’s company, receives salary or
consulting fee.......cc........ THB/month

O Other (such as professor-student, supervisor-supervisee etc.,

28. Principal Investigator’s Responsibilities

a) Number of projects the principal investigator currently oversees (not including this

project) ........ projects including

1) Project titled ..o, number of volunteers under supervision ......
2) Project titled ..o number of volunteers under supervision ......
3) Project titled ..o, number of volunteers under supervision ......

Total number of volunteers under supervision ......
b) How does the researcher plan on manage the above projects without imposing risks or issues

to the volunteers or the regular job?

Effective date: 9 February 2024 AP-002_ENG
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29. Ethical experience of the principal investigator and co-investigator (Must be
trained every 2 years) **
(ICH-GCP, Human Subject Protection Course, CITI (PSU), NIH, NIDA)

Principal Investigator and Co-investigator have received the following ethical trainings

(specify details per individual and enclosed valid proofs)

1. Name. e, Training COUrSe....uvminniinieieeeene. Date ...,
2. NamMe. e Training COUrSe....uvminniinieieeeene. Date ...,
3. NaMe..occccce Training CoUrse.........oovecucucueunne Date ..o

30. Where has ethical review application been submitted for this research project?

O the PSU Human Research Ethics Committee, Prince of Songkla University
O Other HREC (SPECIHY)....vvvveeurerreeeeessssesseeeeeeeesssss s ssssssssssssssessssesssss s ssssssss s

| certify that
O all above information is true and accurate

O | have read and understood all of the above questions and contents

O adhere to the human research ethical guidelines
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Advisor Principal Investigator

(If the Principal Investigator is a student)

SIGNATUIE v
(et )
Co-Investigator
SIGNATUIE e
(et )
Co-Investigator
SINATUIE v
(et )
Co-Investigator

The above project has been approved by its original affiliation

and allow to site visit in case of necessary

Chief of original affiliation
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UseLANUaIA29819

L e FIUIU e
e FIUI e

B e FIUI e

IS

4) feghemnsdanmdsnaniideyaduianzisiteraaiiasldviel (nninddelistaiidenledld foindsaansa
Fulangiamenanaingla)

O 1% O lailer

5) YAIATUMMNUALIAINSITA29819 UnIFBTUKUN1TIANISA0E19T1n WeEels

B9TD e
(oo )
INIunAN
SUT e
ADVHETU oo eeeeeeeeeeeee oo eeeeee e
A9TD e
(et )
WINENAUDIY e
fovstidasiy
FUT e
ADVHETIU oo eeeeeeeeceeeeeee e seeeesssee et eeese e eeeeses s seeeeree e
R N
OO )
FINUINIATYINGITING
SUT e
NUBLIAA)

wuuAweldiegin niliveldusenaunisveeydilasinsieanNAMeNITUNITITEETINY aunsaldiiegng
Fnld dedlaldsuniseyifannAnenIsuNSIsEETILT WA
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Effective date: 9 February 2024 AP-006

ANBLUULEUD YBFUNAITANENLIINNTTVEANEUEBNINDIANELIAT (Waiver of Consent)

L L B AT oo e et

BB IMTINIATANVTIDY oo oo e oo e e s s e s eeee

k% v a s . .
ABINIT VIYNLIUNITUDAINEUYBUBEEUAS (Waiver of informed consent)
don 3.1 w38 3.2 (Mnazvesniuenizn1sasuiduansdnualsnes 1iidends 4)

O | 31

nmsdeMingtasiunsinulunizaniau wazenaatnseglun1izings wsalianunsali
N8ULANAILAULEY

O

mAdeRndestunmainsiinneglunnzaniduvienngingauaznisinuniflegluiagiu
geldlasumsiigadnielidused@niamiiisame uagn1ssiusiudoyanegregndeamiuman
InermanivedlasinsidetavannsonoumaulunivssAniamuazautaond sue
s

nsveanuBugeInetaasinsliaunsanseyihle ilesanenanatnsegluninzings uay
n1533uliianansasenisvenuBusaNINIANI e WnulngvaUAINNY LBV 1A AR
warlifiisnslafianunsadndeanaviefunulasveunungmneveseranasinsiievenin
gueanlaviu lugrsiaidainan

TuHuUN15VANEUgoNAINYIAYS oF unulasyauaung iy AelunTendsainatIug
5385198115301 (therapeutic window) ALY (19U Y8ANUBULENINGYIEMT O Unu
iieliteyaiiuly InsvenrwBusendediisensnsiud) uazdedindngiuaumeieu
Tunns@nd e @ns o unulngveuniungunoLi 05189 1uANA 1M R PSU-HREC

NSANINAIUNGANTIUAIERS barNY B INeIU YT U Mnenaaliaslisuudsdeya

n1s3deoraiinisildsuntammginssuyinlinan1s39elaiioanss 1wy deception study 119l
N8R WUIAVANALALUIMININITVBANNB LR vienshiteyaureatadng

A9Iveiimnudsssaeiatatas iy nfunIaNuEsaianaainsaslasulunisaiunaing
Usganiu
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Effective date: 9 February 2024 AP-006

4 #a4n13 vasnriunisasuuduatedanwalanesluwuudugauvadaias@ing (Waiver of written
consent)

nanes Uninisverinudussudaaduaiednualsnes endunsiindwnueiselill wasgradey
A58l verbal consent wsedin1slidayansidelagaunsaiiadn voluntary action veseaadasidu
AMSwERIANNBUEaNLS U N1SABULUUFBUANNTNNTENAEANNANATLY

O | v msSseimudssmeaaatasliiuninudssiionsataseslssulunsduiuiatng
U5917U (not greater than minimal risk) wazlii1A 89703 un1snszveoenatasasd
Sududemeaanudusenduaednuaidnes (Wu Wran1sifedestunisnsaidedonay
AMISnEIUNG)

DTUNHANIHEUZITUTVY oo e s ee e eee e e eeeeeeee

O | 2 msasumfumednuaidnuslutuuddusenveseranatasfudoyaifofidenlosseni
Frnuvetoraadasiun1sise uazaud sandnvesnisidevilenanasasanegly
AzdunTemndnsdameanuduresoraaing Wy msiseiReadunisldaisian e
MFRANGVNIEY NMsHaNsie)

DOUMBIMIRND ..ot

wwewng nsdidulasinsidvevisewsedewnmdiiegluseninaideiievetuns Joue11ee9AnsomIsuaze
Tianunsavesniule

adie
NI

Suii
dmSunsIuNSEnUNIU
O susesmsvesnsiunsvennuduge
O vsudsudluitesuses
O isuses idhanemsvesndunisverusuge
VIRBIAVIG] .o 82855 1

A o
(oo )
NITUMTEIUNI
Suil
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Effective date: 9 February 2024 AP-007

L =1 v
UUNNYaAINA

1399 YBTILNUANUNTIVIUY VBsBDNE FBAMENTTUNITITUTTIN

BEY UsTeumnEnIIUNTSIsEsTINMTITeluNyed aninendeaaiuaIuns

GUNE Yoo BT
Y9897 PUANINEY V0610918 FO1ATINTG (BUATEINGE)... o
FHALATING PSU-HREC v FUTFUTOIENAN o uuuienansUsznaunisiiansan fell

FI8NISLONAITUUY Wmthiidtinnuansiaden
aNADg foaunly
1. LUUTIBUANUAINTY/ VBsiRDN8 FBAMNYNITTUNITITEETIU (AP-007)
2. dunenarsituasiazdiuilubuseuvesranatasauwsn (nseiseey
aufnmiadusn) vievetenaainsneaidn (nsdlsienuauii
a%ait 2 D)
3. wuunesunddsssulloy (AO-027) (TH, ENG) uagndngIunisdnseiiu
4. dnNgIUN1TOUINIIETIUNM T TULyudvasinidenna (lifu 2 Y)
(wSouasmeiiofonaziui) nsdvesionny
5. wnansUsenaudu o Mieates (muﬁﬂ’ﬂ%%’aﬁzﬂu progress report form)
6. vitlsdERtaTIBUANUMINTY YaraR1Y ARAMENTIUNITITUTITN
BIHD s i
(et t e et e ) (et )
a1158AUTnw nsdidmtilassnadutindnu WINNATINITINE
VD
(oo )
LIRS Y S N
Wt mheuAudsin
dvFudwthitdinen
BoutinAToNTURD ONETTIMIANYTOL PO e
Tt leleFuionansasudan FRsmuaUNITROLE A9T8 oo FUT oo

438



file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AP/AP-007_TH%20Submission%20Form%20for%20Progress%20Report%20to%20PSU-HREC.doc
file:///D:/งานน/การจัดอบรม/ประชุมจัดทำ%20-SOP%207%20ธ.ค.66/SOP-แก้ไข-18กย.66-/แบบฟอร์ม%20AO/AO-027_TH%20แบบฟอร์มนำส่งค่าธรรมเนียมการยื่นพิจารณาจริยธรรมการวิจัย.doc

LLUUS’]EN’]UF’YJ']&J%I’]’JMﬂ’]/ EUE]G]I@@’]Q FOAMYNIIUNITITTITU

(Submission Form for Progress Report/ COA renewal to PSU-HREC )

PSU-HREC- PROTOCOL No. (sponsored):

Folasans (lne):

Title (ENG):

[

#9nm (Institution):

#nilasenis (Principle investigator):

unasvu (Sponsor):

srovnaLiLnuTiewTRlng PSU-HREC (malassnside) doud i

Sufi PSU-HREC awﬁaﬂ%’jﬂlﬁﬂ (Initial approval date): / (ML o )
Sufi PSU-HREC pulirieenyangn (Final extended approval date): ~— /  /
Hmvualvisgaunnuiviimn (Progress report submission interval) _ L@gu (month)
i’uﬁwmmqmﬁusaa (Approval expired date) / /
sﬁm'mﬂ%”qﬁ_miﬁﬁLﬁumuswdﬂﬁuﬁ a9

(Progress report submission interval No. Date: From to )

Inednuwazn133189U (Types of submission) 9

O srea1uanuiivii (Research progress report)..........cee... 1fou (month)

O 290818 (Extension request)..........c..c........ \Hou (month) (seymmnaUsENauN1SNaIsUN, Please indicate
rational support)

mqwami"uaﬁiamq (Rational support for extension request)

N158ULENE1S (Time of submission)
[ §unssiaan (On time)
O Sundsimundessnuusdslivaneny (Over due date but within approval period)

O SuSemdsununeny (After approval expiration date) **

O Tassnsldiendasiunsivjduiusinenssiueanaing (Project with AasuTe
non-human involvement) e.g., retrospective review, left over, secondary
data analysis (TulUde 3) (skip to item No.3)

FLY (INAICALE)..oo

1. 91u2ue1d1anas (Asumt3ulasenis) Number of subjects (from the

Trial Progress

project started)

a) Sl PSU-HREC Susedbifiudoya (total sample size)

b) ﬁﬁuaui{m%a@uaau (total subject consented)

439




o) gl unIARNTea (screening failure)

d) 51u1u@lﬁ§ﬁa§1u°ﬁadﬁ intervention (active subjects)

e) IuuEeglutadanul (inactive subjects)

f) Iudneudy (sudadedin) (withdrawal/death)

¢) MuUETIESEWNINIEUIUNIANY (completed)

2. TonaadnsnoaudvzagnaauaInlasanig (Tusaus Tun

O a5 No

Protocol related documents

PSU-HREC aygynvsesoenansiangn) niakl Yes | O laiAendos
N/A

Number of withdrawal subjects (From final approval/extended

date)

3. TunTueusindeeyAssa1an finswasuuvas protocol wag O O it No

a o ¥ PN = |
naEsNegIta LS ol

ves | O lsiifiendios
074 Wsnasu uazuuuvangnusenau 1ou lususes amendment 970 N/A
PSU-HREC
Are there any protocol deviation/changes after the final
approval/extended date (If so, please identify with evidence
support)?
4. Sunnfusyifirenigasiangn fn15USU Investigator’s Brochure | L4 | O sl No
wsoll? Yes
§7 Wanagy uasuuyvanguuseney wu lususes amendment 970
PSU-HREC
Are there any changes in Investigator’s Brochure after the final
approval/extended date (If so, please identify with evidence
support)?
5. tunnfusyiifneoigasiangn 1 deyalmsiviadsmieafvaanudes | O 8 | O il No

MegtestunsIdevielsl 6947 lUsaasu uazuwuienarsuivsezneu

Are there any changes safety information after the final
approval/extended date (If so, please identify with evidence

support)?

Yes

O Lifendos
N/A
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Mlunaanlasinsvield 474 luseagy

Are there any negative impacts to related community after the final

approval/extended date (If so, please provide detail)?

Yes

6. tuanniueusiinoeigassatgn 7 Jayuadi luaiadauanau | O O i No
(unanticipated research-related problem) 7 S nas oA 1uLE 8950 | Yes
anenadnviselsd 9747 lUsmas uazunuienarsuIUssnoy
£ | Are there any changes safety information after the final
§ approval/extended date (Ifyso, please identify with evidence slupport)?
2 | 7. duaniusuilfisiestyassdngn risk: benefit ratio insideuwlas | D18 | D1l No
& | viold 6747 lWsmasury Yes
Are there any changes in risk: benefit ratio after the final
approval/extended date (If so, please identify with evidence support)?
8 tuannfueuiAnoeigassatan $n15U5U informed consent | 14 | CJ'ifi No
document w3elal §937 TUsaagy uasuuuona1sfiusetua1qn Yes | O laifendos
N/A
£ | Are there any changes in informed consent document after the final
g approval/extended date (If so, please provide detail and attachment
5| y |
g 9. WuanTueulfreaienstagn i Usynineaiunszulaunisuaniny O O i No
£ | Busen violi godl lUsaasy ves | O 'lieados
N/A
Are there any problems in consent process after the final
approval/extended date (If so, please provide detail)?
10. furnfusyifneeigasianan fidasdaedou Aeriulasansifean | O O i No
ananaslnsviseld 9740 lsnaguimgnisal Usuiddu uagnisuntem Yes | O liRendos
N/A
o Are there any complaints after the final approval/extended date (If so,
5 please provide situation detail, decision and solution)?
Té 1. funniueyfrenigniadian 3 wansznuidsausoyuvuiineades | O O it No
—
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12. fuanniueydifidesigasiage dn1auasunlasluiininide visly
87140 UsauuuienaI1si N g1909 %Y lUsUsey amendment 917
PSU-HREC

Are there any changes in researchers after the final approval/extended
date (If so, please attach supportive document e.g., certification of

amendment)?

Yes

O i No

o
' [

13. duanniueydifsenigaiaan In1siUasunlasvadanIuenIafin

Investigators

voutinide viselu 9747 Wanasy uazuwuienaIsinetesnUsynay (CV)

Are there any changes in researcher qualification/institution after the
final approval/extended date (If so, please attach supportive

document e.g., CV)?

Yes

2
[ = v

14. duaniueyilfreaienssaan & investigator’s concerns gy

q

1 ]
dd\llﬂ/d v ao

nsyiAdeianuiivihnsided vield 9947 lseasuinenuizesiinivy

e

Are there any investigator’s concerns regarding research setting

after the final approval/extended date (If so, please provide detail)?

Yes

O 15 No

15. Wuaniueudfreaigasianan ITeyaaIns1euagunanIsn1Inga

Other issues

\unvespuzounsINNIITINEeN 974 lWaeasy uazuuuiena)si

iAEITD9UsENaY

Is there any site visit information of site visit sub-commitee after

the final approval/extended date (If so, please provide detail)?

Yes

O 158 Nno
O LiAendes
N/A

16. wamsanliuauiniuan (aeagu Ussana 0.5 - 1 wih Ad)

Please provide project implement summary (Not more than 1 page of Ad)

17. wrun1saiiunisszezaaly Please provide further project plan
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18. Adnaafigatyn guasssa (G18) wazsuamuilatynnieliauandudusanunmun

Please explain problem/obstacle (if so) and problem solving plan

mdvesusesidennudissuduanuai uasdilamumunelaedanuynusenis

| hereby declare the information provided is true and correct.

B9TD (SIGNALUIE).cr oo 897D (SIGNALUIE).creeeeeeeeeeeese e
(e ) (e )
91913671039 nsdivanmilassmdedutndnw WINTNLATINITIVY
Advisor (If PI of the project is student) (Principle investigator)
FUT (DALE) oo FUT (DELE) oo
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v = v
UUNNYAINAU
AN e T e,
P o, e, U e

o

1599 YawA bULALIASINSITETEIUNNTTUTIINAMENTTUNITAIETITUY (Amendment)

[eY UsEoumnenIIUNTSIsEsTINMTIdelunyed aminenduaauaIuns

DAY R
FtIATINITITEIT09 (FONUINIUAZANIITINGU) oottt
F9ALATING PSU-HREC oo Faldinunsusesananenssunsa3essau TR o
Feus9UNTE Tasveusudsudlalasimsidesingm Taslfuuuenansdsznounisfiansun fail

1. wuutauavawnluUuyselasaniside (AP-008) U

2. lenansUsenouiliendes (related documents) 0

3. wuunesuidamsssuilley (A0-027) (TH, ENG) kagnang unsinseiu Y0

a. wisdothdsveurlufinfnlasinsideiiunmssusesnnanznssun1saiesssu U

Fasgunialusanansan

B9TD e RIS
(e )
(e
)
919387US A nsdivntihlassnsilutn@n WINULATINGIYY
i D
(oo )
TR Y T
MR UAUF IR
dmdudmihiidinaus
BoutnAFoTTURS NENTTIUANYTAT O oo
A nuAmENIIINISISEEIILT azamnsasiuns sodleldsuenaisasudiuuda
R I T
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LUULEUDVDWA LU LA ATINSIRY

Submission Form for Amendment
PROTOCOL NUMBER: PSU-HREC -...........ccoooeeieeeeeeeen
DATE OF FIRST APPROVAL.......... Y2 Y2 PANEL ................... AGENDA ..o
BOUATINT (DTBVIIE) ..o s
TITLE (ENGD) ...ttt ettt ettt ee et en sttt es e es s s naneees

PRINCIPAL INVESTIGATOR. .....ooooeooeoeeeeoeoeeeoeoeeeeee e ORGANIZATION ..o
FUNDING SOURCE (SPONSOR).....eeeeeeeeeee ettt e et e e e e s e s eeeeeeseesesessseseseseeessseeeeseeenns
1. Hanidanfeinisvailfsunlasisavasusaaanaisiiy (CHECK ALL THAT APPLY)

[ ] TA54n19348 (Protocol modification or amendment)

L] wnawsinnsdmdn/dmean (Inclusion / exclusion criteria)

[ 3538 (Method)

L] uilvguuuuuaglassasraienans (Editorial changes) flifomsionanaing wu wimin Santh
uiilvde fieg sy

L] isdruiuenanasing (Increased subject number) 210 Hu

WRING (ns8l sponsored trial TuuULONAS budget Waz insurance certificate
NIATBUARLIILILLIANE)

[ weneramssufiunis (Extension time) andlnglesueysia a1n Ju

m&;maﬁma%mawm

I msudladu 4 Others) 524

|:| LenasYnanazvanIuBuean (Information sheet/consent form) wuuduLondsAuRTUYEAY
Susey wazmiuaenisudlundentuandinsrvdiuiiinisudluegretaau (Provide copy of original
consent form, a description of the revisions and highligshted revised consent form)

|:| wWasudalasanis (Change in title) wuulasenisiseatuudloazionaisvoninubuseuatuudlede
1A39N15398Ua0 (Attach revised protocol and consent form with new title)

|:| Waeuiin3ds (Change in investigator) wuulonansvenuduseatuwily UssiRinidondouionaisuans
N1INIUNITBUINITEFIIUNTITElUNYEE LazannuIeTuseaaInunasu (613) (Attach revised consent
form, CV, ethical training records, and letter from sponsor acknowledging change, if applicable)

|:| Lﬂ?iﬂutmému (Change in sponsor) wuulena@svenudusaNatuwily (G3) (Attach revised consent
form if applicable)

[ ] tenansmangusne (Legal documents) 1ty Lonansisziu deanasnisasinogng donnasn1evinide Wudu

(e.g. insurance certificate, MTA, CTA etc.) s¢U

|:| Aa1in3dy (Investigator’s Brochure)

¥ 1y P o | . . 1
[ ] doyalmifidasnisudsaranasias 1wy patient card, diary gile sy

|:| luuszydunus (Advertisement/recruitment letter, letter to GP) sy
[ ] wnansiidesnisuds PSU-HREC wiiafunsiu i aamuneudsninmizsausing 4 fidsdainide

(letter to Pl etc)) 524
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2. anugvasenaadiasiulasens
L Tassnslifinsvemudugenainenadding (No consenting process) WA ...

D 1N1390ANBUBNINDIENALIAT

a) S1uaueranasingdl PSU-HREC Jusedliiiiutoya (sample size) 318
b) f\i’wmuﬂaa%a@uﬂau (consent) 918
o Fmnuglikiunisdanses (§13n13faNTes) (screening failure) 318
d) Snuiideglunszuiumsvaass (active subject) el
e) Suaugiteglutisfinnu (Follow-up) el
f Srugiiviansanse (lost follow-up) patd
9) Sruugfiineush (;3udadeTin) (withdrawn/dead) 578
h) SunudiiesAuianssuaumsdnyuda (completed) 578

3. anuzdagiuvadlasinis

O gdifnsaidefiiedesiuieoaaiasinenss (oneoing direct research activity on subjects)

O ginmssvenaasiasfiudy uazhifiianssidofiufuiifedodasasaiueaaling wagwmdoiisansiann
oranadasszezend (no further enrollment; and all subjects have completed all research-related
investigations; and research remains active only for long-term follow-up)

L] mﬁaLﬁaqsﬁgumaumﬁmwﬁﬂﬁa;ga (remaining activities are limited to data analysis)

ANTERITIgAzREANTsIUABULUAINYRSUNTSWANANT (List of amendment issues)
(sxyfiorenans duvsniUdeundas wiou highlight seenvdaunluguwuy track change ¥ word processor)

oNEs 2 L % v WMIANANTT NaNENUNLne
o o WBAMUNIUUSU | LUBAUNAIUIU o o
NUV/UIINA UJsu ?1a18dUAT

AW IN |~

Pmdvesusesinlinsnaeuaugniesvasioya waysenumuauduasmnusenis
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Effective date: 9 February 2024 AP-009
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399 YarenuwgnsallifisUsvasivlinieusifauietaataslasansie
BEY UsEauRAnEnsIUNIIsEsTINNTITelunyed uinenduawaiuaIuns

L1 OO BN
varenumgnsalificssashviinieussiiinuionanading (SAEs) Tulasinisideises
(WO IMIRAZANIVTING). ..o
FAAATINIG PSU-HREC .o FIFHIUNIITUTDRINAMLNTIUNTTILETIN WONTUTEYN AT,/
wagliuuuenansusznaunsiatsan feil

1. wousssuwmsallifivszasdviaoussiifnfuoraaias YA
(AP-009) 1 7 sio 1 wimmsal TaviadY

2. lenansUszneuiiendes 1wy duunsieasBesuss iinsinm

3. nifsdethdsesnumamInilifsusrasdeinousiiifaunoraalinslasiniside

o2 L2
» 2

958U NDIUTANITUN

AU AU UAUFIN A
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Effective date: 9 February 2024 AP-009

wuusgumanIsalliniUszasavininense

Serious Adverse Event Report Form

1.59%1A39015: PSU-HREC 2.%01in3enan 3.d4in 4.1uashnsia
5. ¥alasenis (ne)

Title (ENG)
6. aauiidamansal [ luwninendeasvaunsuns

O wenuwnIngdvasvaunaiuns LT R

7. VOHIDVHNALAT oo 8. Yuiin (/a/U) 9. 918 V) 10. el
LAUNDIANALAT cevvvvererrrreneessnecrecenn
11. U (Vo) uazianfiawmanisal | 12. fuuazanfunu 13. Juuazaiisngnu
17 [ — 173 S J— 17—
e ;i[OO u. e ;i[OO u. e ;i[OO u.
14. ¥fiavBIN1551891Y [ aSausn O sreaufanuasedi...........
15. yuziifiona1adnsAdliaFaaulATaNIg wrereeerenncens 319

16. ssymnnisallaineUszasd

17. swazBeannnisallifiaUsead (szyseandenvesdym anvaiionadululd uazuwuuseazidonns

Shwaznsnsanisesluninig)

448




Effective date: 9 February 2024 AP-009

18. wan1saliiadu Unddelduimsianisedaelstne (szysvaziBen-Imsuasununisguasatadag

T8 Lavurunsiisdayakioaaingsedy 9 lulasinis nsdintnidensiuisesineraadasaidy velv

fuwruieiinidensiumansallisivuioe)

19. ATITHIUANINTULIY (severity)
0 1. ang (Death)
O 2. suuseuazeaids®in (Life threatening)
[ 3. simssnwilulsaneuia (Hospitalization/Prolonged Hospitalization)
O 4. finsvisenwann (Disability/incapability)
[ 5. ymsniinisusniiila (Congenital anomaly/ birth defect)
[ 6. spadrsumssnwnnzgnidunazingiegrasseinu wu et nzden Wudu
wanem: aoutiol (ne) Fesdadosiuniglu 24 9. fmoude 26 ditedesmesnudesiunely 7 u

wazdsdayaswanBeanmunnnigly 15 Jundinisuiivgnisal

20. iin3deUszidiuanuieatesvesmanisaliv AUAUYBINTIUNTHNUN I

1933wl 0 1. funsu
[ 1. Seagulails O 2. LAieades O 2. sunsuuasiideauauuy
[ 3. bivheziieades [ 4. e19azifendios [ 3. dudiansanluiivssyuamznssunis
O 5. unasiendes O 6. ifeadesusiuou Wi

VU0 forausuus viavedayariuiiu
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AP-010

wuusrenumansallieUszasaiilildanfnundeudiiaunananadng

SUSARs Report Form

1. 5%alAs9N1S (PSU-HREC No):

LY o

2. Yau

N3uLaznUI891U (Investigator’s name & Department)

3. %aiﬂi\‘iﬂqi (Protocol Title): q. eﬁquqaqﬁsqﬂqqu (Period):

5. 31UUT1897U (No. of reports):

6. IMUIUBEELNATNIIB9U (No. of cases):

7 Tudsewne (Local) 519 (cases)

[ sheusena (Other countries)

518 (cases)

7. SruauenanaiaswIund
WinsaulATIN1sIdeLhEY o
‘Uﬁli}fl’u (Total No. of
currently enrolled

subjects in the same

8. SruIuLIEEsAsTIAA
SUSARs 31n8LAganu
TA39n159U (Total SUSARs
cases received the same

drug in other protocols):

protocol): ......... 978 (cases) | ... 918 (cases)

9. MMUIUBIAFNATUYNATUAIINTULT 10. wnnsalliifisUszasdmanil Wumanisaiiibinnefndias

(No. of subjects classified by severity of AEs) Lﬁmﬁuﬁaw'%alai (Are these AEs unexpected?)

3 No (Already mentioned in protocol/related documents

...................................................... cases
(7 Life threatening conditions ............... cases e.g. IB or inform consent document)
(3 Inpatient hospitalization .............. cases (ves [ Nature is not consistent with protocol*
(3 Prolong hospitalization ................... cases (3 Severity is not consistent with protocol*

(3 Persistent/significant disability.......... cases (3 Frequency is not consistent with protocol*

Numbers of unexpected events

0 Congenital anomaly

11. agudumansallidieUssasdmuanudunusves

P to mw 12, 3amsnepdiinvasananaing a Uagliu
winnsal BiNeUszaeAiun153d8 (Summary of adverse

(Current clinical outcome of subjects)
events (AE) that related to participation in research.)

) Recovery ....ovvnenene. cases
0 Certainly related .....cooeevierienereeeeas events

0 Improved ......cocoveeeeenne. cases
| Probably/likely related......cccocovvvrncreennee, events

(T Stable v cases
0 Possibly related ......coeeenierierenecee events

3 WOrse e cases
[ DOUBLEA/NOt SUIE..eoeeeeeeeeeeee e events

3 Not known e cases
I N R (LT [P events

[ Death coeeeeeeeeceeee cases

13. fianudndudesdiuusuilelasinside wetesiulilifaumnnisallifisszasdiousunanaadasaudy
#3014 (Are there any necessary changes in protocol or informed consent to protect other subjects due to

3 No
3 Yes (PLease ESCIIDE).......ovveercceesecoeeseeceeeseceeeseeeeseeee oo

A18a%Ya1InI98 (Investigator’s Signature)
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F1ENTNEITUUY ” ”
anAas fasuily
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danviun (deviation/violation/ noncompliance) anditaglasunissuses
INAUYNITUNITIIYTIIN
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Deviation/Non-compliance Report Form

s v ¢ ¢ = v Aa o o s a v v w
* 1 oty 1715']83']14 1 bUANTITY (i'lllL‘VWJﬂ’]ﬁmLL‘U‘ULWEJ'Jﬂu‘V]Lﬂ@ﬂ‘U@’]a']allﬂiﬁaqﬂﬂuiuwaﬁlllﬁfnﬂulﬂ)
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B AT N ATIN T IRE oo e e
BOTATANITITY (AUIVIIB. oo e e
Folasamsite (nwndangu)

a01uzvadlAsenis
[ galifionanatasidnsan wishifeadostunsiienanains
O flovenainsiidadrsmeglulasenis (isfied/ldeglunszuiunmsnnase) $1Wu ... Ay

siiavesmssdiunsitdsauuvielivfiAmudedmun
(Type of protocol deviation/non-compliance)
[ Livjtenuderimun (Non-compliance) 1Wu steauauiamiivisessengaidn nisldienans
lailsusadlag PSU-HREC
[ nsgueranastasilaifinauand@nunasi (Randomization of ineligible subjects)
O mssvenanasiasiifidnvasdniuinasinsdnesn (Eligibility criteria exception)
O] 1ﬁlﬁﬁ1m’m%umaumiﬁmﬂiaﬂﬁ'is‘q (Non-compliance on screening procedures)
[ Lisiiunsdnnsemeisemussezinanditinum (Non-compliance on time frame of protocol)
O Lilgdiiunmessmuiifeululasanisids (Non-compliance on intervention procedures)
O] hiﬁﬁm’m%umaumﬁé‘f*&flﬁamuﬂ%ﬁ (Incomplete conduction to protocol)
O nmsasratiananelsinsssuditsmualuuwsy (Non-compliance on visit plan)
[ 3y q Others) 1

MNeavIEElATTRIlATINSALAS UNaNTENU (Subject ID#)

o o

Tuiiinignisal 7 Lo VSO K SO
Tuninddesunsu 17— LT VSO L1 TS

n1stuiinseasiBenvawgnisal ((reongatn fesseyfanssuiiviitawineny eiinsvernuduseuliiuy
g1 ICF ase1anadinsnnAuii1s N STy nnuneeuUseney)
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AP-012

wuUTENUETUNaN133dY Ualassnisauniviuaiaan)

Final Report Form (completed as plan)

SHALATINGG PSU-HREC : e eeessseseesesessesessenns

Protocol No. (NS0 SPONSON): wuuuvveenerveennerens

Falasens (lne)

Protocol Title:

#anlasens (Principle investigator):

€
3

Sponsor (813l)

Suitléludusesann (Approval date) PSU-HREC :

Fuiiudayaiaiadu (Completed data

collection date):

d3Uduueaalas (Total recruited subject
number)

O 1. Tassmshifieatosonanasias (No human subject
involvement) (19U retrospective lifitoyassysianu) 4u
Ut 4
TILVBLUIR) oo
O 2. Tassmsifieadesiunisiionanading
- $1uuenaatash PSU-HREC $U589 e
(Approved subject number)
fufidulueen L
(Consented subject number)
- Sundilibudenses L
(Excluded subject number)
Sfwawdieensh
(Withdrawal subject number)
Swnwdde®™n L
(Dead subject number)

- U IUAUAANIIANK

(Total participated subject number)

3. SruauaaadAsiifia serious adverse
event (Number of subjects with SAEs)
- 91aaiAslulAsINTIvY

(Total subject number)

- oraadinslulasensidsluandusiy
(Multi-center subject number)

- 91@@IAs U sEINA (6138 SUSARS)
(Local subject number)

- granastasialan (G5 SUSARs)

(Global subject number)

4, gﬁttﬁiéﬂﬂi\m'ﬁ 1Bl protocol deviation/violation
%38 compliance issues #3alai (Protocol
deviation/violation or compliance issues)

O Livee (No)

O we (nynuuundngiudsenou) (Yes: please

identify and attach document)

5. sauABulassnsaeiidecdaadeuieniu
Tassn1susala Complaint issues
O ‘L (No)
O we (nyunuuundngrudsznav) (Yes:

please identify and attach document)
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6. matiauena Udayaszudinu visedilomanaziia | 7. dunufianuuazguasiaiaiasudsduga

NANTENULIIAUADDIHEIATTOYNYUYBIREHLIAT Tasen15agn4ls (Follow-up plan and after

#seld (Use of identifiable data or negative impact | project completion)

to subjects/communities) O Tasennsladinendestuenanasing

O Taseanslidientasiueanasing (No human (No human subject involvement)

subject involvement) O lifunu fostiwaavama No plan (why)

o Ve Vo nel

O Lifanandes (No risk)

O fudsstng wazilunuananuides fe O funumsinnisuazaua e

Potential risk and risk reduction plan: Yes (please identify):

;a4

8. Final report/Manuscript (muuuunasuasansfidsinan; as selected journal instruction)

O & (wuundngiudszneu) O &slaidl wdmihiidninanuezasiuiinlugudoys
dianwnsednd
Yes (please attach document) 1UNITEHIANII8911I98)

No (EC officer will record as pending)

9. agunansine (v 1 vt A4 Useneausie Rationale, Objectives, Design, Methods, Results Way

Conclusion)

Summary (Not more than 1 page of A4, including rationale, objectives, design, methods, results,
and conclusion)

Fidn vadusesi deanuiineaudisuuilgndes Wuaanuad

| hereby declare the information provided is true and correct.

A9TD (SIGNALUIE) .o Fufi (Date)

#antlasens (Principle investigator)
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AP-013

KUUTIPIUNTYALATINITILABUNUA

Termination Report Form

Protocol No (58 sponsored): ............reeeereenne | PSU-HREC : ...ooorrveennreemmsssssssnssssnsssssssssssssessssssssssnns
PrOTOCOL THtle: ettt ettt e e st sttt stesesesasasenss
Principal Investigator: ...... Institution:

PRONE! ..ttt E-m@ils e

Sponsor (813l)

Date of PSU-HREC Approval: .........eenennnns

Date of Study Termination:

1) @mnveINsERlaTINsIdeAauAIMUAYTaNS
sziulaseansivy

2) dsudurueaadag
O tassmsliiedestunsiionaasias (du
retrospective, exempt protocol) 3¥YvaeLne)
@wlunaude 6%)

O Tassnsifendestunisiienaradas
~ $nupiaaiasiilasunissuses

~ $nuiidudugen

- $nufiaeusi

- $nufdette

- ai’wmuﬁé’mﬁiu%umaumsﬁww

- dnuileglunsnmumdsnismaaes

3) SruaueIEETATHNA adverse events

- PueaaNaslulATINTIvY

- TueaaNaslulATINgIvY
Tuaausu

- Puueaadasluussve (Q13)

- $nuoaasiasiilan (83

4) viudlunuarAnnuuazguaaianglng suds
foyauaziatnadnmiiul mendsduga
Tasen1sagnals

O Lt (Snddedestiuvanngua)

5) viuduauazudseaaingiainisyd
TnsamsIewsely agnals
O Lifluwy (In3dedestiuasvane)

6) AALALINLATINTG LABEl protocol
deviation/violation %38 compliance issues
waali

O liwee

O e uazlswuundngiu (du Suitndonn
Funs1UI891U deviation/non-compliance)
e
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8) viuagldnanusuieuiiosannsinlassnnsi
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O Livae

O ve (wuuenansiiiertos wu undnge/
unANNRtULAY)
%anwsﬂsx@u ....................................................................

P ATDETDL oo

9) asUnansANEN

% v
WINUNLATING
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%, wininsdariuszAunisuindu Iuuuenansiid policy
number 119178

FaNATAUNAIUITUFTITUNITIY AITILUTIUaLLBYN il

9.1 enudssfienainty nstlestu uavnsuile

9.2 ANAUYIN A1DINIT ANALTINTLEBLIAY ATROULVIY (G10A0T
srydaau)

93 MIQuaLarSNWK waznsuAdemdy o dudnnaunsndeuun
aaNag

9.4 §i5¥UU safety monitor LAYLLINIINITINBNUDINT LN
Uszann

9.5 fllanaiin conflict of interest 3okl MMNwAle wazwINNG
Al

9.6 swygunsaling q fagld Tdeessssnduiuslunis
dndeniitenaduenanasing (iuuionars i luuas
telephone script 171997504197¢))

9.7 $188zPYAUBINTEUIUNITIUNTVOAINBUL O
(velas filvu og1dls Tnelas)

9.8 nsd@fiiuIliauaisdesdiatodudueenveseiaiaing
(written informed consent) AasuaRMANaRAZAUTWTULA
Faauiiarldnisveanudusendie1191 (verbal informed
consent)

9.9 Anuiarliannside Redsslovifuiunsy/mnudsses
RRGAGH RN

9.10 #in13ATieD culture and social values VDIYNYU
9.11 wwmsnisuntesenaradasiusizuns (vulnerable subject)
9.12 WUUAIT waterarditas (subject information sheet) 1Uu
nwilney ddegamnudsaisameliorarainsuszney
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voruurnsiif 1 ymduid 09911319y Lazszyde
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LUULARAIAINEUEDUDNEALAT (written informed consent
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9.13
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CIOMS FORM
SUSPECT ADVERSE REACTION REPORT
I.REACTION INFORMATION
1.PATIENT la. 2. DATE OF BIRTH 2a. AGE | 3. 4-6 REACTION ONSET
INITIALS COUNTRY | Day | Month | Year Year | SEX | Day | Month | Year

(first, last)

7 + 13 DESCRIBE REACTION(S) (including relevant tests/tab data) | 8-12 CHECK ALL
APPROPRIATE
TO ADVERSE
REACTION

L1 PATIENT DIED

] INVOLVED OR
PROLONGED INPATIENT
HOSPITALISATION

(] INVOLVED PERSISTENCE OR
SIGNIFICANT DISABILITY OR
INCAPACITY

(] LIFE THREATENING

IIl. SUSPECT DRUG(S) INFORMATION

14. SUSPECT DRUG(S) (include generic name) 20. DID REACTION ABATE
AFTER STOPPING DRUG?
1 YES [ NO 1 NA

15. DAILY DOSE(S) 16. ROUTE(S) OF 21. DID REACTION REAPPEAR
ADMINISTRATION AFTER REINTRODUCTION?
(1 YES [LJ NO [J NA

17. INDICATION(S) FOR USE

18. THERAPY DATES (from/to) 19. THERAPY DURATION
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lIl. CONCOMITANT DRUG(S) AND HISTORY

22. CONCOMITANT DRUG(S) AND DATES OF ADMINISTRATION (exclude those used to treat reaction)

23. OTHER RELEVANT HISTORY (e.g. diagnostics, allergics, pregnancy with last month of period, etc.)

V. MANUFACTURER INFORMATION

24a. NAME NAD ADDRESS OF MANUFACTURER

24b. MFR CONTROL NO.

24c. DATE RECEIVED BY 24d. REPORT SOURCE
MANUFACTURER (] STUDY [ LITERATURE
(] HEALTH PROFESSIONAL

DATE OF THIS REPORT 25a. REPORT TYPE
[T INITIAL [ FOLLOWUP
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AP-018_ENG

Participant Information Sheet
Effective date: 9 February 2024

(for age 18 years)

Page 1 of 5

RESEAICN PrOJECT THELE ...ttt b s a e
Name of the PrinCiPal INVESTIGATON......c..iiiiiicii et
RESEAICIN LOCATION eiiitii bbb
SPPONSON(S) wervereerrerciieeseseeeese e essee s ss et s e st

Before agreeing to participate in the study, you must be informed of the following:

- This is a research project NOT a treatment/data collection by a government unit.
- You DO NOT need to participate in the study or MAY WITHDRAW at any time without losing any

benefits to which you are entitled.

- You may ask for further explanation from the research staff to help you fully understand all
parts of this document.

- You should be provided sufficient information and time to help you make the decision
independently. You may bring this document to review further at home and consult with your

family members, relatives, friends, physicians or health-related personnel in your personal life

who can help you make the final decision whether to participate in this study.

(Blue texts are only sample texts to help guide researchers on how to write a statement and should
be edited to best suit each individual project. Key information must include:

1) Risks and benefits

2) Use simple, non-technical, or English language. Offer illustration or diagram if appropriate.

3) Allow the volunteers independence in their own decision making including the alternatives should

they wish to opt out.

® Provide brief description of the study
Use simple, non-technical language to explain the problem that the study is trying to solve or include

keywords used in the research.

® Explain why the volunteer is invited to participate in the study
= You are invite to join the study DECAUSE .......coceviieeiieece s

- Duration of the study (months/years), total number of participants ................ people

®Explain how the data collected from this study is used? (Use plain language to enhance understanding)
- The study aims to identify a new method that might be more efficient than the current one.

- Data collected shall be used toward resource management.
® Methodology (drugs/substance/equipment/procedures) used in the research project (some specific

technical terms are allowed, otherwise use simple language to ensure clear understanding to those

without any scientific background)
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Page 2 of 5

- There are two drug/substance used in this research including xxxx, manufactured by
(COMPANY ). and yyyyy manufactured by company zzzz. Drug/substance xxxx is
approved by FDA of (name of country) ..o while drug/substance yyyyy has been
tested among (number) ### healthy volunteers and patients suffering from (number) ### individuals.
Results prove that drug/substance xxxx serves an efficient treatment with manageable side effects.

- Equipment titled xxxxxx is deSINE TO ....ccoeiririiiiiircieicciececece

- Research method is ............... WITH PUIPOSE 1O oo

® Procedures for when you join the study (or how does this study relate to you)

- Once you agree to join the project and sign the informed consent form, the researchers shall ask you to

- If the study involves drugs/substance/equipment/procedures, provide details such as frequency of
appointments, number of times blood will be drawn, from which part of the body, amount of blood in
teaspoon, tablespoon, how long is fasting required prior to the blood draw, will hospitalization be
required, what position required when being examined by an equipment, for example.

- If a routine procedure is involved, specify routine vs research procedures.

- Ifaplacebo is used, specify ratio between placebo recipients vs. drug/ substance/ equipment /procedure
recipients (for example, this study organizes volunteers into two group through randomization — one is
drug (avoid using the term “new drug” as it would entice the volunteers to use the drug) and placebo
group (drug/substance/equipment/procedure that is similar to the testing drug/substance/equipment/procedure) .
The possibility for you to be in either group is 50-50 percent chance, like a coin toss). Explain how
placebo group would be treated upon completion of the research.

- If interview is used, explain whether it is an interview or a questionnaire, duration of the interview or
questionnaire, will there be any content that may cause the participant to feel awkward or
uncomfortable.

- Ifrisks of the drug/substance/equipment/procedure to pregnant women is unknown, a disclaimer should
be provided such as: For female volunteers, should there be a possibility for you to become pregnant
during the selection process, a blood test shall be conducted to confirm the pregnancy. You may not
participate in the study if you are pregnant. Otherwise, you must seek advice on an acceptable birth
control method. For male volunteers, if your partner cane become pregnant, you must agree to resort

to at least two acceptable birth control methods including ...,

® Benefits (compensation is not included as benefits)
- You will not receive any direct benefit from the study but the data from your participation will contribute
to develop new knowledge.
- Your symptoms/problems may respond well to drugs/substance/equipment/experiment and improve.
However, it is also possible that the symptoms/problems may not improve or worsen.
- You will receive screening test results which will help you to seek early treatment for any problems you

may discover.
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Risk and discomfort and preventive measure/solution prepared by the researchers

To help volunteers to make an informed decision, researchers must provide sufficient information,
including any possible severe adverse events, risk mitigation plans and solutions.

The possible risks associated with blood drawing are pain, minor bleeding, bruising that may last 3-4
days, infection (rare), and fainting. To minimize these risks, the researchers employ skilled nurse
practitioners to perform the task.

Drug/substance/equipment/experiment tested on #### of healthy volunteers show that the most
common side effect is (XX %), second is (YY %), lastly is (xxx %). These side effects may improve over
time or can be treated with ..o OF DY USING i

Multiple side effects should be listed using bullet points or in tables for easy reading. Technical terms

must be simplified such as ..o,

Your responsibilities as a participant

You mMust record ......ocoeevieiniencnns in your notebook.

If you can conceive a child, you must use birth control measure during the participation. Acceptable
birth control OptioNS INCLUAE ..o

You must report any abnormal symptoms the researchers.

How will your personal information will be stored, used, or shared?

Your data shall be recorded on a form which is securely kept inside a locked cabinet (Electronic filing
shall be kept on a password-protected computer).

On the research forms, your privacy is preserved using Identification number instead of your full name.
Moreover, only the general research results may be published but without any identifiable information.
None of your data can be transferred without your permission.

Research project auditors and the PSU Human Research Ethics Committee, Prince of Songkla University

may examine the record keeping system to ensure compliance.

You may withdraw from the project at any time

You may stop your participation at any time by notifying the individuals indicated in the document. Your
decision to withdraw has no impact on the benefits you may receive. In any case, it is advisable to not
stop the participation on your own without notifying the research staff. In some cases, sudden
termination without proper monitoring may impose danger to your health.

Once your participation is terminated, you may not return to the research project in the future. Upon
termination, your data will no longer be added but other pre-termination data may be used to assess
the overall research result.

Volunteers should be allowed to skip or stop answering any questions that make them feel
uncomfortable.

You may ask to skip any questions (or stop the interview altogether) should they make you feel

uncomfortable.

476




AP-018_ENG

Participant Information Sheet Effective date: 9 February 2024

Page 4 of 5

® You may be asked to leave the project without your agreement
Volunteers may be asked to leave the project for some reasons such as

- Researchers may end your participation to protect your safety or when the research sponsors terminate
the project due to the following instances:

- You are not able to follow the protocols.

- You violate the protocols.

® |s there any fees to participate in the project?

ltemized expenses and indicate clearly whether the participant is or is not responsible throughout the

project participation.

- The research team is responsible for any research-related expenses such as medical fees, lab fees, travel
fees.

- Even though you may not be responsible for expenses related to drug/ substance/ equipment/
experiment that are utilized in the research, including ........c.ccccooivininne. However, you are responsible
for any fee involved in any medical service you receive prior to joining the project.

- You are not compensated for joining the project but you will be reimbursed for travelling (or time) to

be examined at the rate of xxx THB per trip.

® What happens should your participation impose danger on your health?

- You must immediately report to the research staff should you experience any adverse events or injuries
as a direct result of participating in the research so to receive proper interventions. The research team
(or the research sponsors) take full responsibility for any medical expenses or compensation according

to the laws.

® What happens when new information is discovered during the research?
- You should be promptly notified upon any new discovery about the drug/substance/equipment/experiment
that may have impact on your safety. You may use the information to decide further whether to continue

your participation.

Should you have any concerns regarding the research protocols or experience adverse events, please

contact (Name responsible individual) ........uuiiiir it e at (office
address) .Telephone number .................... (office hours) and (Cell
PhONE .t ) at any time.

Should the researchers not follow the protocols as stated in this document, please report to PSU Human

Research Ethics Committee at Telephone number 0-7428-6955 or E-mail: arunwan.s@psu.ac.th.
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IMPORTANT NOTICE:
- You must be provided with a copy of the research statement and informed consent. Please keep it for
your record and review when you may have any questions.
- The informed consent form must have 1) your signature 2) Signature of the individual who explained

the document and 3) date of signature written by each person
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To be used for

(1) Volunteers ages 18 and up (2) Children ages 13 to 18

(3) Parents/guardians of volunteers younger than 13 years old
Please use appropriate pronouns and details

Note: This form is a sample template. Content must be modified to best suite each

individual project.

Date...ooeiene. Month......cccoeeieieinnn. Year (B.E) cooveveiine.
(Fill out below if you are a research participant who is 18 years old and older or between
age 13 and 18)

l, (Mr. /Mrs. /MiSS).....ocvimrreirrirerinns SUMAME.iiiieieeeee AGE...oovean years old,
resides at address.............. MOO. .o Tambol......cccoviiirinee. AMPOE.....ccoviemeenn.
Province......cccov.e. am providing consent to participate in the study titled,

Or (*Fill out below if you are a parent/euardian of a participant younger than 13 years old)

l, (Mr. /Mrs. /MiSS).....oovemirrirrirririnns SUMAME...eeeeeree e AGE..oiiiin years old
resides at the address............... MOO ..cocunee Tambol....cccvevicrnicnnee Amphoe........ccccoviuue.
Province......cccoou.....

am a father/mother/guardian of (Miss /MaSter) ..o
AGE..oviiin, years old, am providing consent to participate in the study titled,

| have read the description of the research project and/or received explanation
FTOM . (name of the person explaining research details) and
thoroughly understand the details of the project including the purpose, duration, methods
and protocols that | (or a child under my care, whichever appropriate) must follow, benefits
that | (or a child under my care, whichever appropriate) may receive, complications of severe
adverse events that may occur (specify as deemed appropriate to the nature of the project),
compensations, and any expense for which | will be responsible (if any).

| (or a child under my care, whichever appropriate) agree to let the researcher(s) use my/ my
child’s personal information from the research. The overall results of this study could be

published in an article or presentation but will not include any personally identifiable

A copy of this document must be provided to the participant/guardian.
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information about me/my child. In any event, | (or a child under my care, whichever
appropriate) am free to withdraw or leave the study at any time, without facing any
repercussion or loss of any rights to future medical services or treatments that | (or a child
under my care, whichever appropriate) may need.

Should | have any concerns about the research protocols, complications, or serious
adverse events that may occur to me/my child, | may contact (Name of responsible
individual) ..o at (office location)........cccoooinivniniinnn. Telephone
NUMDEr e ( during office hours) and (cell phone number
......................................... ) (at anytime).

Should the researchers be out of compliance with the details indicated in the
research statement, | am able to seek advice/report/file complaint at the PSU Human
Research Ethics Committee Ofiice, Prince of Songkla University, Telephone 0-7428-6955 or  E-
mail: arunwan.s@psu.ac.th

| have read and thoroughly understand the Research Statement and Informed Consent

Form. By signing below, | am in agreement to participate in the research study.

Signature of participant

(o )
Date.....ccuue Month............... Year (B.E.) ...........
Signature of guardian L
(et )
(Relationship.....ccooeeveierinnie. )
Date.............. Month................. Year (B.E.) ............

A copy of this document must be provided to the participant/guardian.
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I confirm that the individual has given consent freely.

SIENATUNE OF PATTICIDANT ettt bbbt s bbb ss e neessesne
Printed Name of PartiCiPant ...t

DAt (DAY/ MONTN/ YEAT). ...oeeeeoeeeeeeeeee et sssaes

If illiterate, | have witnessed the accurate reading of the consent form to the potential participant, and the

individual has had the opportunity to ask questions. | confirm that the individual has given consent freely.

Signature Of IMPArtial WITNESS ettt ettt ettt
Printed NAamE Of WITNESS ettt ettt bbb s et s bt b et ess e ns e snins
Date (Day/ MONTN/ YEAI) ettt bttt

Thumb print of a participant

PrNTEA NAME Of RESEAICNET ettt ettt ettt e et
SIGNAtUrE Of RESEAICNET ettt ittt bbb

Date (Day/ MONTN/ YEAI) ettt

Please make a photocopy of this form for participant

A copy of this document must be provided to the participant/guardian.
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(This template is recommended for creating Assent Form. Pronouns, contents, or format must be

modified to best suit each individual project and to help minor participant to understand why they

might or might not want to participate in the study.)

Name of minor

resides at address .......ccoeoevenecnennes SOl MOO ..o, Tambol ..o Amphoe

RESEAICH STUAY TIHLEA .....oeeee et bbbt
The purpose Of This rESEAICI 1S TO ...t

| am invited to participate in the study DECAUSE ...

If I choose to participate, | will be asked to:

(Explain in lay terms the details on what will happen to participants during the study)

1. ANSWET @ QUESHIONNAINE w..veieieii e (specify details)

2. The researcher shall draw my blood from (indicate body part) ........ccccocvvurueeee for amount

.................................................. (specify details)

| understand that the researchers are responsible to look after me and my health. Whenever | feel
discomfort, uneasy feelings, or unwillingness to continue the participation, | can inform the staff. I, or my
guardian, can ask any questions or share any concerns with the staff member at any time. The staff

MEMDEI'S NAME TS ..o Telephone: ...,
The research staff is responsible to never share any information about me to anyone.

I am free to leave the study at any time. If | do so, no one will be angry at me or punish me in

any way.

Do you understand the information above?
O Yes, | do.

O No, | do not. (Please ask more questions)

| have read and received explanation about the research project. By signing below, | agree to participate.

SIGNATUIE oo (minor) Staff MeMDEr......o.ooieee (physician)
(oo )
Personal explaining the content
Date .

(A copy must be provided to the youth participant/guardian)
This form is invalid if not accompanied with an Informed Consent Form signed by the

guardian.
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After you have read and understood the study and its steps involved, if you are willing to participate in the

study, please sign your name.

Child’s signature

Date (Day/ Month/ Year)

Researcher’s signature

Date (Day/ Month/ Year)

Please make a photocopy of this form for participant after signing

This form is valid only when parent(s) has signed a separate consent form for their permission.
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Research Protocol (Full Proposal)

(This is a general template; please adjust based on your project and comply with the international

standard checklist: e.g. CONSORT for RCT, STROBE for Cohort studly, PRISMA for systematic review)

1. Title of the study in Thai and English

2. Principal Investigator
NAMIE: et
POSITION: ..o
AFFIALION: ..o
Telephone Number: .........ccccccooviieciennnan,
Mobile Phone Number: ..o,

E-mails oo

3. Sub-investigators and advisors

Name Affiliation E-mail address and Responsibility in the

mobile number project

4. Student support
Check ¥ in () that apply
() Not associated
() Undergrad./post grad. (indicate resident, fellow, master, PhD student) .......... person
(Specify student name, student ID and field of study)

5. Keywords: (Provide 3-5 commonly used abbreviations and acronyms)

6. Background and rationale
(Provide brief information of the relevant studies, general statement of problem area with a focus on
a specific research problem, research question(s) you designed and used to answer the research
problem. Rationale: describe rationale or justification of your study. What research question(s) this

activity is designed to answer, also why you are undertaking this study and why this study is needed.)
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7. Objective(s) of the study
(Describe your objective(s) or research goal(s) clearly and succinctly.

Main or Primary objective:

Secondary objective(s):

8. Conceptual framework
(Provide a complete description toward relationship between each variables of the study. You can
draw diagram showing any relationships or describe with complete information on your conceptual

framework)

9. Literature review
(1) Clearly establish the focus/purpose of the literature review. (2) Summarize and synthesize: give an
overview of the main points of each source and combine them into a coherent whole. (3) Analyze
and interpret: don’t just paraphrase other researchers—add your own interpretations where possible,
discussing the significance of findings in relation to the literature as a whole. (4) Critically evaluate:
mention the strengths and weaknesses of your sources. (5) Write in well-structured paragraphs: use

transition words and topic sentences to draw connections, comparisons and contrasts.

10.Research methodology
10.1 Study design (Describe the study type (double-blinded, placebo-controlled, open/off label,
parallel or crossover design, randomized), number of study arms, prospective, retrospective, or
observational, survey, or questionnaire.)
10.2 Setting of the study/Trial site
10.3 Target population (Provide a complete description of your target population in the studly)
10.4 Study population (Provide details of your population in the study
10.5 Inclusion criteria
10.6 Exclusion criteria
10.7 Withdrawal criteria (e.¢. research participant withdrawal, adverse outcome during participating
the studly)
10.8 Termination criteria (e.g. terminating investigational product treatment/trial treatment)
10.9 Sample size calculation (Provide briefly description on how to calculate sample size with
reference value.)
10.10 Variables of the study
10.10.1 Dependent and independent variables
10.10.2 Potential confounder variables

10.10.3 Method(s) to minimize bias(es) during study
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10.11 Study procedure(s)/stage(s)
(Draw a diagram showing steps in conducting your research. Diagram may start from informed
consent process from Head of Institution/ Hospital/ Community, recruiting your research
participants (inclusion criteria), informed consent process from participants and continue until
data analysis.)

10.11.1 Describe procedures/process of the study. Show how research methodology

in the study is different from the routine practice?

Processes which are routine practice Processes which are research
1. 1.

2 2.

3. 3.

4 4.

10.11.2 Alternative diagnostic method(s)/treatment(s)

10.11.3 If a placebo is used for control group in the study, please provide the reasons

for using a placebo, and assess any possible risks and benefits to both study arms

10.12 Study instrument(s) and outcome measurement(s)
(Specify your study instrument(s) of the studly, validity and reliability of study instrument(s),
including how to measure each outcome.)
10.13 Data collection methodology
(Specify complete information on how to collect data, interview timing and frequency, etc.)
10.14 Data management
10.15 Statistical analysis
(Describe your statistical analysis by the nature of the data to be analyzed, explore the

relation of the data to the underlying population, etc.)
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11.Ethical consideration
11.1 Possible risks/effects in the study, including preventive and alleviation measures
(Describe nature and degree of risks of possible injury, stress, discomforts, or invasion of privacy,
and other side effects from all study procedures, drugs and devices (standard and experimental),
interviews and questionnaires which may occur to the subject as a result of participating in the
study. Describe the prevention and treatment, medical care and other services to be provided to
the study participants who may or may not be affected by any complication. If the study is a
multi-center, the “Independent Data Monitoring Committee” should be provided to verify safety
of research participants.)
11.2 Describe the process/system for assuring confidentiality and the privacy of the research
participants/communities
11.3 Benefits of the study for participants and the community/country including how findings
of the study use for strengthening community.
11.4 Informed consent process: Process/method of invitation the participants to participate
in the research, such as personal contact, referral from other(s), brochure, and announcement,
etc.
(Describe procedures and stages or step-by-step to invite your participants into the study such as
written consent, verbal consent or initial verbal consent followed by written consent later. If your
study need to request by initial verbal consent, please specify the reason(s) for using this consent
(provide additional form: AP-006 Waiver of Consent). Provide examples of the flyers, advertising,
announcements, etc., that you will use. Specify clearly who, when and how for this process.)
11.5 Procedure specifying for research participant withdrawal from the study
(Explain briefly information of procedure or step-by-step on how to withdraw subjects from the
trial/ investigational product treatment? the type and timing of the data to be collected for
withdrawn subjects, whether the withdrawn subjects are replaced or not, and if so, how? and the
follow-up for subjects withdrawn from investigational product treatment/trial treatment, etc.)
11.6 Clearly indicate person(s) responsible for payment for treatment of complications and
adverse effects

11.7 Compensation for research participant

1 Yes, please provide detail:

(Provide details how much, and how it will be delivered to the participants.)

| No, please provide reasons:
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11.8 Does the study involve biological specimen collection? If yes, also explain how the
investigator manages the leftover specimen.

(Specify the method, place of storage, storage period (allowed to store no more than 15 years),
purpose of use, and plan for discarding the specimens after use. Method of confidentiality,
encryption, code holder, permission to withdraw consent to use of biological samples. Should
provide a separate document for clarification and consent. The decision to consent to the
collection of biological samples should not affect participation in the current research studly.)

11.9 Research project with special ethical consideration (if applicable)

(For research project with special ethical consideration, investigator need to specify the reason(s)
to approve research methodology of the study. Using placebo, studies in subjects vulnerable
(children, pregnant women, patients with incurable diseases heavily minority student or employee
of the research) must be justified. Please also specify the procedure and stage for preventive and
alleviation measures of the possible risk(s)/problem(s) to research participant during study.)

12. Limitation(s) and barrier(s) of the study (If applicable) and plans for mitigation

13. Time schedule of the study

Duration of the study: From.................. LUC S Total time:... .years (months)

Activity
yr. yr. yr. yr. yr. yr. yr. yr. yr. yr. yr.

1. Proposal

submission for EC

2. Preparatory phase

3. Data collection

4. Data analysis

5. Manuscript writing

6.9 N.N.67TX
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14. Budget detail of the study
L] Funded by:

Budget amount:

[l Expecting funded from:

(State the name of the funding body and status of application)

Budget amount:

[] Private fund

Budget amount:

(Provide complete budget by the table following each cost category of the study)

Cost category Cost

Salaries & Wages

Travel

Equipment

Chemical

Supplies

9 n.N.67X

Grand total

15. Expected outcomes of the study
16. References

Medical/biomedical/health science study - Vancouver style

Social study - APA style
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We, the principal investigator and co-investigators listed and signed below, certify that we will adhere strictly
to the information provided in the research protocol. We hereby certify that we will start our study only
after the certification of approval by PSU Human Research Ethics Committee (PSU-HREC ) of Prince of
Songkla University.

Adviser Principal Investigator

Sub-investigator

Signature of authorized person/institution

Head of Department /Unit
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