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(@) msfnsanlasasrsmssluiiszyuanznisumse
(4.1) AMrUAIUUTTYUAMENTIUNIGY

n. ARENTINNSY SnsUssuesnson 1 Ay o 2 Weu Tutu
wiauAvesdunsin 3 vesmnifeu

v, mndimsidouimuanisuszyalaUsesu/iavynis seunng
Wmthiiddnaus uislinaznssunisy fezsdhiuussymsiu
avthedatey 7 Jurinms

A. WnfinsUsgyunsdifiavlszauamenssunis asudivuniu
Usga wagtdmihiidninaun widiauenssunis fazdis
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(3) YFudsaunluwagdninfiansant
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(5) MIUIHANTNINTUAFITY
(5.1) lunsdiinanisiansanlasesnsnside Ae 3uses
0. Wnthiidinau agdssunnensiifiafalassnside uazud

fifuses asuunnvthveenasteyadtuasdiinsaumside
uazionansluBusen (ICF) (enansifidedowihdnuniiotldldsy
RRGRGREE)

v, Wvthitdinnun sudumsimilsdesusesiiasunulngUsysiu
ARIENTIUNIT®

(5.2) Tunsdiinanisiasanlasissnsids Ae Yfuusudludiofuses vie
Uiuuss ulauagtdrfionsantvel iwihiidingue dudunisi
yifsdoudamanisionsanlasssenside famnulnelsesiu

AL NITUNIT

(5.3) Tunsdiinanisiiansanlasesnsnside fe lifuses Wmihiddnemn
sidunshmilsdeudsamsfinnsanndeuianananuiicuiinly
F1891UNMTUTEYN aauulagUsesIuAMENIINNIGY

(5.0) Fmsudmansimsandesiumelu 5 Suvhms udsnsdssgadmid
dinnun nsdwiviedBudiefide uavdsloyarindedidnnselind
(lwn e-mail)

(5.5) MIAINTNADTUTRILATITINITITENTONTIFBUIINANITHINTUILATY
snveazlulnadidnvsedind liundidelaedsminudug wialide
in3uiidiiname

(5.6) agUsmsrszIMRAsUTAsEIMTIeY Seiudonivdesusesvid
MIadoRTINANINTANIATII 1M ITe Wiung3de lliiu 60 Fwvims

nsalllensassluuuse 5 Turinns nsanned delusuee
(Exemption) 45 111N Expedited review 45 Juvinns wagFull board
60 Tuinns vkl suszesnaInNsEunI 8Ll )
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TOLAUBRUEURIANIENTTUNS
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(6.1) \ioAuannsUszen Wwhildninau fiulasesnensidouasionans
MAgTeq
(6.2) WWmihiidrinau dafvlasesienisidouazienaisiiisades
F1uan 1 e Wuflalaseamsids duenansimde dsduiide

(6.3) Wvthidriinnun dafvdiumilsdesusedlasesnanside uay
wifadoudamasnag luwilumuussinnveaenansdug wagvid 1 U
iUl Tluulalasesnanside

(6.9) Wwihiidinen dafuvdngiunsastoyariudedidnnseting
waznsAnsedu ugide Tiluuilulaseanside

(6.5) Wwihildingu asfufindoyadosiududFuiulaseinenisisooy
Auarlassnsvesialugiudoye

5.6 n1sfiansanlassissAdefidindudiun amevdsnisuiuugudlaieindaun
W15 Ing
(1) InssiumAdenviuusaudle Wevdhanfiansanlv]
nanNUin1sSulATI 1IN TITekazNsAung WuReatunissulase
fumsifofiomsfiansanadusn hufuduuuresunmsfiarsamunu

uazthiauelassiamaidedmiunssunsiagldsialasinisadausn uas
nssunsasausniinumulunsdifinssunisimumuedlaaundils]
anunsaninsmszlaliingsunssneundadudinauonismuniy
1A59919N15398 AN TTUNI TR TN

(2) lasesumAseiviuususludiofuses
fideannsadslassiamsidenuulsudlouds smfvdsuunsny
msuflalassssnside medudvsedidndnaus lenntuinig lagli
N33UN3YALSNUUEVUMIY duNanIsRsaNNIsLTINaLaN1TILAY
nasiuluaunisiansanuuy Expedited (i 31 a 1 33)

6. AIANUIN
AF 01-03_uwuudulAsaN1sIvy

A
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BIUBALLIN LA I ULBNANTANTLIIDANFNAT WA

BNANSIANSD UYL

NsfasanluNUssyuAnenITuNIg
(Full board)

NsasalATes N ITelngAuensTUNITY Nl
BIAUTEYUATU ANAINTENTUTEYY LNBTRITAN

1AS9519N15798

MMIATUMUUST (Expedited review)

A15N15AUNTIATITI9NTITENTANULES L PY

TA8N5IUNISY NASUNBUTLNY

ASNATUMVVEALIU (Exemption)

AN LEATISNNITIFUUULFLILDEUN

nsiarsauun e ITesiuLLee

(Non-Human Research)

Nsiasanlases N ITenlinedesiuuyed

8. LPNANTD1994

(1) ICH Good Clinical Practice Guideline 2016 wagatu 1996 @uwlaniwlne
YBIFUNNUANLNTTUNITOIMNTUALY NTENTNANTITUGY WA, 2552)

(2) WUINNT3EETIUNMIIMILluALLNRvsHasusssHMTITsluAuluUsTmdlne w.a. 2550

(3) 1MIHILAMENTTINTIIISTIINMTITaRTULYES (Aaw) drtinnumFideuisnd

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

with human participants (2011)
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FUABUNNSUFTRUNOLETURAYOU .o 38
FUALDIATINITUTTR. oo 39
5.1 AU UL ATITNINTTIVY oo eeeeeeeee oo ees e seesesseeseeeeseneene a1
5.2 MSTUANLAE AT NAUDAITAUYBINTTHNNTN e, 41
5.3 80NLONA1TSUTOINITNITAUIATINITIVE oo 41
5.4 N1SIANULENENTTUANAIIITALYDINTTHNTTT e 41
DPVABIU N e veeeseesesesesessesasssssssssassssassssasessasessasessasessassssssessasesssssasessssssasess 41
TV .eveeeecveesesisesses s s s s sses s s s s s ssessssasssasssesssssssssasssassasssnsssessasssnsssssnsees 42
LD TTONID e eeerreeeesneeeeseeemssesseseesssessseessssessasessssesssssssssessssessmsesssssessassssenes 42
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BANdUNIIUINIFIUATEUAGUNIITUMIULATITIINITITElRaN TIN5 Nenilunisiiansen
15319 s3delunussyuamznssun1sifiuga (Full board) N15Min3alAs9319N15358UUUS,
(Expedited review) uagn138aL3u (Exemption)

3. ANNSURAYDU

ARENITUNITITEFITUNTIBNITUNY WY NINTIMUNILLATITINITIVY ATIEULD
NNTNUNIULAZL UL LEUBLATII 19N ST AmuA

[
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JUNDU N15UJUR AUSUNAYBU
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- sueudtive
- 9afiaNsNNIUDTYTITY
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5. 59882198A5N1TUUA
5.1 A1SNUNIULATITINISIAY
A55UN"5 HuthinumulasesinsiTeeteesiBun mMULLINIINISIUNILLAZTLEUS
159379538 wazLWINIMIMUMULErTELelAIs IS udmSulassns7idl
nansduastoya Tnsutsidonisfisnsan duelud
1) nMsnunmuseideuiniie
2) miwumuﬁmﬁﬂyﬁﬁumﬁ%’ﬂ (Ethical consideration)
3) miwumuwﬂmi%mﬁamLLd;:ILGi'J"ﬁ";aﬂmaﬂWﬁ%'a
4) MIUMUITouaEIINITY
5) miwummaﬂmiam et Toun wuutuiindeya (Case report form)
Folawan Wudu
1) nsnunuszilieuiside
nssunsT Avsuvuluidesneg aw AF 01-04_Luuwesun1sfiansan
1NITUNITITEFITUENUNILLATINITIFY Faeluil (ICH GCP 6.1 - 6.10)
~ Folpsensise mmlwmavmmmﬂqw (Title)
- AR ‘ViiE]Lﬁ/iG]NaVlﬁ]uG]EJ\‘iﬁﬂH’l’]ﬁ]EJLﬂEJ’JﬂUlI‘Ll‘HEJ SR
(Research question)
- TagUszasnnunis3de (Objective)
_ UselemifienarinagldSuannside
- MIFTIUTRAMg LT RA T
- NSTVIUNTIVY (Process) ﬁ"“;%mst,%amim%umaumﬁ%’aaemauyiai ALY
AU LagdonndenuingUszasruadlasinisive
- WneInsARLEBNa@asins (Inclusion & exclusion criteria) Wisnzaulunng
pouUMaINTIdvEoausaussaingUizasdiinnglivioll
- mafimdenuarnisuusnguetanading Wululneusainenminsely
- Snwaizegny/Ussensfivhinisine) manzaunselil wazaunsegns
(Sample size) WigsnoazmaumaIINTITEWIDll wazdndun1siduan
amuumwmummamiwmaqm{lmma”amuumﬂi
- 3815338 (Methodology) lour slinvesnisgy mumauﬂg‘um \w3asile
Rweaeu AETandsemunzaumselyl
- nmsifunusdeya wazadanldlunmsiinsesideyamunzauvielsl
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2)  ASNUNIUAURSESITUN15IY (ICH GCP 6.12, 6.13)
nssunImsnumuluitenieg asweluil
(1) NMSIIDIEIEIAT NTLUIUNITVBANNBULD Lazn1SAREana1d@1d@dns
anuanen1anIolyl
2) anudsawazyszlonivesoraadng )
- SaduserieenudssfionaintusesUsslovifiaainonaadaseslasu
wnvauusely
- msdnsziuaudss uwiseendu 3 sz de }
sEeui 1 mmﬁsmﬁaa Ao Anudsadiliinnninfidintuluiinusz s Tuves
mmamimammwﬂﬂm
szeudl 2 mNuEBNAIAEDsTeY wirainasiiustlewiseatanaing
VIL“U’]i’J@JIuIﬂNm%%]EJ
seeufl 3 mmidsannniaudEsstes madierlifiusylevineenanadiag
Fitrsululasinsiveusanadulsslovirednumsediusi
- finsnasdlumsidsedaseSludesanudsasauaondofionaintu
woanatnsTidnTlasesenmiduegumnzay
- dpgnssumsimiuguanulasnsiy (Data safety monitoring board;
DSMB #1350 Independent Data Monitoring Committee; IDMC) 3ol
(3) mﬁwwmmé’waﬁaua (Confidentiality of data)
- mJ1mimﬂumﬁﬂmmmawawauamalu Wy M3AnARn1siinnadeya
nsileu wuutuindeya mamamaaqaqmwummmami (mawmﬂ)
: ‘VmﬂLﬁENﬂ’lﬂ‘WiE)m%L‘UﬂLNEJ‘U@QJ@‘VIMZJ’WQL“UEJ%JIENOW]’JEJ’]GW?{QJFW
ELuvmsuumawummsm%
(@) mswmimﬂﬂiaiwﬂWiaﬂaiuﬂiaieiﬂa6’] LU
- nguyARaTigoulaIaziUIE U (Vulnerable subject) L Lin
- MyIe Uy
- mAdeildemasnlunguenunm
- mﬁ%’amqﬂ’uﬁmam%
3) n'l'a'wumul,anaﬁwa]wauau,nﬁgvﬁ'ﬁmﬂﬂiamﬁ%’ﬂ
- mﬂwua:uawmmﬁuaﬁﬂumimaamqmuﬁau
- mwiflddlade ¥ Sanu waznandssnisldmdniimaiavionianisunng
Lifluszlenfiandns mnudasnsie mammLﬂuagmmaqmmammmLmim
Tun15338
- ifirstsdunselaueUsylevifiunniduly Welderaaiasiisnlunsive
wsadrseglunisidesoly
- Tunsdififuenaatasiiliaunsaliauduseslddeaues iy HUANTBY
‘mqami‘]mmmammsmammauaammﬂmﬂﬂmawﬁawLmuimmaUﬁiimwdw

'

40

——




ABIZNITUNITAZETTINNTIVE TUNYBE RMUTTO REC-SOP 04/2.0
WnImedunalulagsivuspanziuaan

UNA 4 WINNITNUMIULATINITIFE uld 24 duau 2566

Guidelines for research project review Wt 41 990 218 i

1aatnsnsInlunTIvY
- Tunsdifienanasinnduinegiinii 18 U fesfinisvennudusenaingunasos
mammuimmamiim
- E]’Iﬁ’lﬁﬂJﬂ‘iV]E]’]EJGNLLG] 79 Swinin 18 T deswe assent (agreement) 91NEENESIASIAN
- fnsasunuveaneiu nsanzegsBdunsaifionanaiasiiannsasuenans
Fuastoyald
4) NINUNIUEIRBUaHTIUTY
- {Iuasiidy Aslnaandivanzan Tumumsfing nsiineusy uas
U'ﬁ:ﬁaumimmvmLuum'ﬁ’;%lmamqmmaq 19359705 TUUNIBUAZAY
FuiRnvauge duu‘dﬁummmqm'iaa'i']smum's'nm/mmu)
- {IABUAZETIATY mﬂm‘umiamumiﬂgummi’afwvmﬂauﬂm (Good Clinical
Practice; GCP)
5) msw‘umutaﬂmﬁauq fivieados Toun wuutuiindeya (Case report form, CRF)
dolawan WHudy
- wau‘wﬂﬁuauamaﬂaiﬁﬁaﬁawmsaﬂﬁ%”ﬁwma W30 identifiers 1y ¥o WA
wmmamumﬂsummﬂiumﬁnu (ID card) ‘wmmamwﬂw (HN, AN) vanetavUeyT
5U1A15 T vianeaunsEnd wilng 7 ‘VIE)EJ 8
- Holawan maﬂmmammmaLuuﬁuammwLﬂummjmnuima’luawﬁwmw
3D IMRUAII NI BRUABULIY “1a%
5.2 MMsUuAnLaznIsELELeANUILYRINTTUAIS
1) n351n157 Ainunmiu Jufinenudiulusuuresunisinnsanuniulasitaue
1A NNSITEEMSUNTIUAS L‘wamwmLauaiumﬂiwummummmiﬂ
2) ATIUNITY mLauammmumﬂmiwumuimﬁwmiaaaiuwﬂawmmmaammw
5.3 22NLNE1IUTDINITNAITUIATINIGIAY
5.4 ASIAAULENESTUTNANNTAUYBINTTNNNGA )
Fvhitddnan Safiuenansiuiinemuiuresnssuns Tusiialasesen oty

6. AIANUIN
AF 01-04_LUunasun1siNTamMunIukazllaualasesenITIudmsunIsunIsEmun Iy
1A59n19338
AF 02-04_uuudsziiunsfinnsantassnsidouuusilaenssunisgnuniu
AF 03-04_wUUUsEEIUNISNUNILLUUENLIUNITRRITUN
AF 04-04_gpgaenansveyaraiulgd miugsun1sidy
AF 05-04_f79813t0nashaninnudusouidnsinlulasenisige
AF 06-04_fagsenanstayaresurgdmiugunu
AF 07-04_segaonansianiaiudugauinsinlulasinisidudmsudunu

'

41

——




ABIZNITUNITAZETTINNTIVE TUNYBE RMUTTO REC-SOP 04/2.0
WnImedunalulagsivuspanziuaan

UNA 4 WINNITNUMIULATINITIFE uld 24 duau 2566

Guidelines for research project review Wt 42 910 218 i

AF 08-04 maamaﬂmiﬂuamamaﬁma LATLENENSHARIANNDUYBLLTNSUNMTITLE S ULAN
0y 7 Yawhni 12

AF 09-04 wmaaLLammmauaamwﬂﬁlmwLwamimﬂmLLaWJ%mqm'ﬁLme

AF 10-04_TH_1ona135u583ns RN TaILUUENLIY

AF 10-04_EN_19nan35U509n15Wa15auusntiu

AF 11-O4_TH_L@ﬂaﬁ%’maqmiﬁmimLLUUL%LLazLLUULﬁuﬁqm

AF 11-04_EN_Laﬂmi%’Uiaqmiﬁﬁmmwm%aLLazLLUULﬁmm

7. ey
AFNA ANNUE

naNyARATIsoUBUALIUTIZUN | yanadienagningdliidrmnsidemenatinldlaedese

(Vulnerable subjects) ANuienaglasulseleviannnisiinsiunisiveladinay
auvnaNnaselifAmy viodudiineunnaadisiunside mae
\N39NdTINEgNNAULNES (ICH GCP 1.61)

sefuAILEE SzHUMIUABITITALU WiloUsTNOUNISRINTANANUMALNZAL VS

(Risk categories) M8 wazarudlunisinauauinmin ey
Uaenfevatonanainsiidisinlulaseniside wiseondu 3
ITAU AD

seeuft 1 mnudEesties Ao mmfimﬁhjmmd’lﬁLﬁmﬁ'ﬁuﬁlu
mmﬂﬁvm’;umaﬂmmamsmasumwmm

szeufl 2 AnuEsnnnAEssTey uarnd1asiiuseluy
mammamawmaaﬂu‘lmamm%

seeudl 3 ANUEBIINAIIAUE TRy Andtaslaiusslen
sooranadnsiiislulasinsiseusenaduusslemisedny
NIDEIUTIU

8. LONEANTD19D4

(1) ICH Good Clinical Practice Guideline 2016 (20U A.7. 1996 wlauniwilne
VRIFIINIUANENTTUNTOMITHALY NTENTIENTITUEY A, 2552)

(2) WUINNNDSEEIIUNTYINIBlUAULITRTLSHASEETSUANTI L UuAY
Tuusswnalng w.e. 2550

(3) mmgmmusﬂﬁmmiﬁaﬁsammﬁ%Lﬁ'mﬁ’uwwé (UAL.)
A1UNIUNITINBUNIYRA

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

research with human participants (2011)
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1. dnguszena
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and renewal of previously approved protocol)
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in5aedaunne HanSsa g milikalaglidufAsemanil v3egn metabolized

(medical device)
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(investigational medical

device)
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(Non-significant Risk
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- Bio-stimulation lasers for treatment of pain

- Caries removal solution

- Daily wear contact lenses and associated cleaners and

solutions
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- Dental filling materials, cushions or pads made from traditional

materials and design

Denture repair kits and re-aligners

Externally worn monitor for insulin reactions

Transcutaneous jaundice monitor for infants

Magnetic Resonance Imaging (MRI) devices within specified
physical parameters

- Menstrual pads

- Menstrual tampons of “old” materials (used prior to May 28,
1976)

- Non-implantable male reproductive aids

- Obstetric/gynecologic diagnostic ultrasound (within specified
parameters)

- Transcutaneous Electric Nerve Stimulation (TENS) Devices for
treatment of pain

- Wound dressings, excluding absorbable hemostatic devices and

dressings

1A aediaunneinsineid
A ILE 98N

(Significant Risk

Device, SR)
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ANFWIA AUNUNY

- General - long-term percutaneous, implanted, subcutaneous
and intravascular

- Cardiology — diagnostic, treatment, transluminal coronary
angioplasty, intra-aorticballoon with control system

- Gastroenterology and Urology — biliary and urologic

- Neurology - cerebrovascular, occlusion balloon

- Collagen Implant Material for use in ear, nose and throat,
orthopedics and plasticsurgery

- Lasers for use in Ob/Gyn, cardiology, gastro-enterology, urology,
pulmonary,ophthalmology and neurology

- Tissue adhesives for use in neurology, gastro-enterology,
ophthalmology, general and plastic surgery, and cardiology
in3aeiTaneadaydlne

- Respiratory ventilators

Electro-anesthesia apparatus

Gas machines for anesthesia or analgesia

- High frequency jet ventilators greater than 150 BPM
inSasiiomsialauasraanidon

- Arterial embolization device

- Artificial heart, permanent implant and short term use

- Cardiac bypass systems: oxygenator, cardiopulmonary blood
pump, ventricular assist devices

- Cardiac pacemaker/pulse generator: implantable, external
transcutaneous, antitachycardia, esophageal

- Cardiovascular/Intravascular filters

Coronary artery retroperfusion system
DC-defibrillators

- Implantable cardioverters

Laser coronary angioplasty device

Pacemaker programmer
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1ASDINDNINNUANTTU
- Endosseous Implant
sASa9dan19lan Aa W1dnIned

- Anastomosis device
- Endoscope and/or accessories
- Extracorporeal hyperthermia system

- Extrocorporeal photophersis system
- Kidney perfusion system

- Implantable penile prosthesis

- Peritoneal shunt

- Absorbable hemostatic agents
Artificial skin

- Sutures

in3aeiialsaneruraialy

- Infusion pumps

- Implantable vascular access devices
in3aedlon1aszarmine

- Hydrocephalus shunts

- Extracorporeal shock-wave lithotriptor

Implanted intracranial pressure monitor

- Cochlear implant / Total ossicular prosthesis replacement
tATDNTDNINTEUUNIAUD IR THAL AU TTT19

- Mechanical/hydraulic impotence and incontinence devices

1ASevlanNAagnssunNlULaZARENTSUNNAY

- Injectable silicone / Implantable prostheses: chin, nose, cheek

Implanted intracerebral/subcortical stimulator

Impalnted spinal cord and nerve stimulators and electrodes
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- Percutaneous conduction tissue ablation electrode
- Replacement heart valve

- Vascular and arterial graft prostheses

insaedoneginans-usiarine)

- Cervical dilator

- Chorionic villus sampling catheter

- Contraceptive devices: tubal occlusion, cervical cap, diaphragm,
intrauterine device (IUD) and introducer, and sponge

- Gynecologic laparoscope and accessories at power levels established
(excluding use in female sterilization)

m’%’aqﬁawwé’mﬁwm

- Extended wear contacts lens / Intraocular lens

- Eye valve implant

- Retinal reattachment systems: sulfur hexafluoride, silicone oil, tacks,
perfluoropropane

inSoedonsasmansoasist and

- Implantable prostheses: ligament, tendon, hip, knee, finger

- Bone growth stimulator

- Calcium tri-phosphate/hydroxyapatite ceramics

- Xenografts

inSaslian195adine

- Hyperthermia systems and applicators

8. LPNE15919D4

8.1 Code of Federal Regulation (CFR) 21, Volume 8, Part 812, April 2003, Food and Drug

Administration, U.S. Government Printing Office via GPO Access
8.2 Web site : Thai FDA. 38a1A3093om19n1sumnne 3 nau

8.3 Associated SOP: REC 06/02.0, REC 08/02.0 and REC 20/02.0
8.4 wizswUyaALAIostlownng w.e. 2551
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LUUEUIATINISAVY ASIVEDUAINATUAIUVDUBNETNEY wazlunausuLtanans

nsunsandayaluluudunazuuuLNg1s
Please fill in this form and provide necessary documents that apply.

daudi 1 : Ua3alAsen15338 (Protocol identification)

va¥unsNaTsauU O Exemption or O Expedited Review, njanszyidninasidaln

.................................. (g criteria for expedited review)

NUBLAULATINTS: X00XREC / SHALATINN5I98 (H13)
1.1 | $elAsan15398 (Protocol title) (Thai)

1.2 | Felaseanside (Protocol title) (English)

1.3 | datiuayun153de (Sponsor/Source of funding) 1UsAsey

O S50 Ed NGO

O 0ntU oo [ Y
1.4 | msfnsiaiaiuayuniside (Sponsor contact phone/fax (Thailand)

TNTENS e WD e, L1 O
1.5 | lasansiseduineinus (Thesis / Dissertation / Board/Subboard).......... [ Yes ] No

dauil 2: deyarIde ngaKUULLNETS 6.4 (Investigator, attach doc 6.4)

2.1 %aﬁ%%’wéjﬂ (Name of principal investigator)

2.2 | @nsAn / AT (Degree/specialty)

[

2.3 INAUUI89U (Institutional affiliation)

2.4 | M3FnfeRIdY (Investigator contact phone/fax (Thailand)
TNFENY e WAND e €M@
2.5 | vudllasin$edue) Andwidunisnslaanusuiaseuveswinunlaseinis (How many other

research projects are still open under your responsibility?) ...

2.6 ﬁﬁuﬁﬁﬁﬁlﬁ'ﬁ’mLLaszilj’mﬁ’lﬁaﬁEJﬁﬂu (How many co-investigators and research staff do you

have for this project?)
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daudi 3: TasaN13398 (Research protocol)

3.1 | 3UuuUn15398 (Research Design) (Ranlavanede)

] Basic science research [ Descriptive/qualitative [ Survey

[] Case-control [] Laboratory experiment  [J Diagnostic test
L] Applied research [JR/D L] Clinical trial

[] Bioequivalent [J Cohort [J Other (specify)

32 | 3813 / wiesdle l4lun153%8 (Methods involved the followings) (Henlswaneda)

[] Questionnaire/interview/diary
Specimen/sample collection
Records/document extraction

In vitro diagnostic devices

In vivo diagnostic devices

Medical devices

Drugs

Behavioural/psychological intervention
Embryonic stem cell/genetic material
Radiation/isotope

Tissue/organ transplant

ODooogoooogd

Procedures/operation
[] Other (SPeCify)....ccoeveieirrreireeeieaan

3.3 | 9¥881a19AIR 1989398 (Expected duration of the project)............... SU R Lhou

3.4 | @01ufivhdde (Investieation site)

O wiwfen (Single)

O 52aUv@ anulis / ‘Viaw@ué (National multi-site/multi-center)

O sgiuwiued vianguvia / viangeud (International multi-site/multi-center)

3.5 | Tasans39edlasun1sfiansannumiulngauenssUN1SIs 8IS Unauunius el (Has this
protocol been reviewed by another ethics committee prior to this submission?)
] Yes ] No

3.6 | lassmsideilaaanzidounisvinidenisadinuainielil (Has this protocol been registered
according to clinical trial registration? [ Yes Iﬂiﬂsz‘q ......................................................
[J No

dauil 4: fFun1538uarn15uLdnINNSIY (Subjects and recruitment)

a1 lessmsidelsufiumsidedeluiviels donlduinnit 1 4o (Does this protocol include the
following subjects?, tick all that apply)
O lifimsiudeyalaensennngun1side (No data obtained directly from human)
1inlnw (Prisoners)
an3nansss (Pregnant women)
AUIE11930 (Mentally ill subjects)
AUaeuziSe vseUaeszervneasdin (Cancer or terminally ill subjects)

OO 0O
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L] WnBaU 1150 Lﬁﬂmqﬁ’m’j’] 18 U (Neonates/infants/children, aged <18)
O dUag HIV wond (HIV/AIDS)
O nquaufidaliegluaniuigua 1 Windm (nstitutionalized e.g. orphanage)
O i liSvitisde sunguties 1w 913 (illiterate subjects or Minorities e.g. hilltribes)
] AladeAudaye Wy Wi gnane mns (Subordinate e.g. students, employees,
soldiers)
42 | FBansildlumssumanatinsidndunisise (Methods used to recruit subjects)
O lifimsivdeyalaensennng3un1side (No data obtained directly from human)
L] ﬁmﬁaqﬂﬂaﬁumuﬂ@ﬂwuaﬂ (Personal contact at outpatient clinic /inpatient)
[ aﬂﬁiaqﬂﬂaﬁmuﬂ@mauw%ﬁ ICU (Personal contact at ER or ICU)
[] amﬁiaqﬁﬂaiuﬁqmu (Personal contact in community)
L] AnnayAran1elnsds wseluswald (Contact via telephone or post)
[] AnUszniAlawaln (Advertising e.g. poster, flyers, mass media (website included)
n EdJ‘u‘] N78132Y (Other, SPecify).........ccccoovioervvcccericccncccccene,
4.3 | genfiunsnszuiunsvenudugey (Person obtaining informed consent)
[ laifinsvearudugen (No informed consent applied)
O HI38MaN/639839u (Principal/Co-Investigators)
] W mithiiide (Research staff)
O 5146‘] n3ad13Y (Other, please specify)
4.4 ﬁwmué%’umﬁé’)’aﬁmwma (Expected number of subjects)
4.5 | IeRuraeAiunig Andenan anuliasain ldauieliungsuniside (Subject
payment/incentives)
O 8 Old
4.6 | msvaemnian1suIRLEy (Compensation for injury / lost)

O 8 nyanseysgazden

1 1aidl

daudi 5 : ﬂzuzniiumim'maﬂmu‘*z’fagaé’ﬂummﬂaaﬂﬁﬂ (Study monitoring or DSMB, Data
Safety Monitoring Board)

4

] 1aidl

115

——
| —




YT LaNENT U UN.
Y n3295U
6.1 | uuudu (Submission form) O a4
6.2 | wuunesudideldussidiunienues Self-Assessment Form O 4
6.3 | wnansteyareduigdmiugsumsideuarludugey O 4
6.4 | lasamsidvatudin (Full Protocolenaszyindumwdsnge [ 4
wiolneila
6.5 | Usg¥agidevdn Principal investigator’s CV GCP training O
6.6 | wuvaeuaw/dunval/Jufindeya(Questionnaire/Interview [
form/CRF)
6.7 | wans COl wagywide (Conflict of interest and funding form) O a4
6.8 | suuszanal (Budget) O 4
6.9 | lasamsidvatuge Wunwilng anueniliasiiu 5 wih O 4
6.10 ffjﬁa;:ﬁ%’a Investigator brochure O 4
6.11 | nanseyliilasesnineinusainaAnenssunITIneinus/ O 1
9195E71UI W
6.12 | wnansvideTaniltliABnsiunanasing 1wu lonanstoyas u 1
6.13 | tenans/luaysiieiesilownmdann oe. O 1
6.14 | luSusosuananisuislulsumerudn (Certificate of Free Sale) [ 1
6.15 | luoyd@lnduendiegluszminensfinuide O 1
6.16 Iuaigﬁﬁﬁumﬂaummﬂ 98. (Drug approval from Thai FDA) [ 1
6.17 | lufuses/iiuvou/senunansiia1snnain REC 1du u 1
6.18 | tonanstiulususiaalnsiing O | 1 corOM
82uil 7 : Conflict of interest Declaration Form
Issues Yes No

7.1 Do you, members of your family, or associated entity have or receive a

financial interest in or from the sponsoring company?

7.2 Do you hold any executive or scientific position in the sponsoring company?

7.3 Do you serve as a consultant in scientific, financial, legal issues or a member

of a “speaker’s bureau” concerning the products of the sponsoring company?

7.4 Have you participated in or otherwise influenced any institute transaction

with the sponsoring company in any of followings: buying, selling, leasing,

licensing, supplying, or making contract?

7.5 Have you assigned any student, postdoctoral fellow or other trainee, officer,

support staff to a project sponsored by the sponsoring company?
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Issues Yes No

7.6 In the last year, how many times have you been supported by the
sponsoring company to:

- Attend conferences/meetings abroad; 0 1 2 >2

- Attend conferences/meetings in the country; 0 1 2 >2

- Lecture for the staff of the sponsoring ompany; 0 1 2 >2

< va o
AVIGUTITY oo
oo, )
U, YA YA
1A59N15398UUNEAY (REC. NOL) oo, A

NIUNBNBMINYLAYTIULBABINSAAFDIUAMENTINNTITTTTUNTITLN I UNYWE
LFAMB VU evermerreeseeessseseessessssese s s e

PUNLAVINTANA nsans
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aguAduiY
® SnsduseminsudssuazraUsslov (risk/benefit ratio)
O winnzay O iwaneay
° mmgumwaammﬁm (risk categories)
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wioadulsylevisedenuvSadiusiu
® nauyARaTUTIEULATSaULe (vulnerable subjects)
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(Expedited review)

MNeLaulATINIG Folasams (lne)
......................... (English)
Foieunan

el

¥oNsTUNTHUTEIEY

AUEIIUNAD

I 2 3 @)

LIALNETNTAIITUMUULTT UB cervveeeemmrseeeensessessssssensns

(mauleunni 1 99)

Uss818a3UAaiulATIN1538 (Descriptive summary of the protocol) :

fwauamunzaulunsiasanwuulsa

O % O Wl

NA

A= appropriate,
B= Inappropriate,

UsziiufifRansan NA= Not applicable
wuneaudTlifisades
wsolifosd

o_ amw A15911 Clinical Trials PI

ANANURYRIL Y

fasll GCP

a c{'

AR ANULYLIUEY

3

AURIN5OUTH GCP

COl declaration

Uszliulasans (Protocol)

< v
ANULAU/VDLEUDLUY

1. AA1YRINWIYY (Research value / merit)

2. ANUYNARILAZIVANATDUIRY (Research validity)

2.1 vannsuaziuang (Rationale)

2.2 11999NUWUULaE ¥ U8UITI98(Appropriate design
and Methodology)

2.3 UIANGUAIRENN (Sample size)

2.4 MTUATIZINGEDR (Statistical analysis)
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UseAuUNNaIsan

NA

A= appropriate,

B= Inappropriate,
NA= Not applicable
wneanudtliiieades
3o kiAol

3. agAAN/Anaan (Inclusion/ exclusion criteria)

3.1 yhiwediuindienateyisssu (Assure fair selection)

3.2 @N1T0MRUAINILITE (Answer research question)

3.3 NgUaaiunguides (Concern about risk group)

L N IR (= TR o (o e A

5. U eu (UL OUURBMAT oo

6. AMNLUTIZUN (Vulnerability S¥UUTEAN..ooocccvvcccs

ANUMIgaLYeIN sAnw lungauswunall

7. WinnsShwanutasase (Additional safeguard)

7.1 MIuenanatinsiiunyay (Appropriate recruitment)

7.2 ASEUIUNSVDANNBULBUDYILNEIND

(Adequate informed consent process)

7.3 fins¥nunduiiseusu (Acceptable treatment
available)

8. UamNAINITAIRIDYITININ/VBANAINITVINITENI9ARTN
(MTA/CTA (Material Transfer Agreement/Clinical Trial
Agreement)

nshinnudusaulaelisudaya dauusznauvasiendls (ICH GCP 4.8.10)

<2 ¥
AINULAU/UVDLEUDLLUS

1. end1sdeyarduay/esuigdmivanaainsiidnsiuniive

1.1 WU9BINALYNNITINY

1.2 awnlanladne

1.3 fidanuszyindunuide

1.4 wewanonanadiastasulaidnsinlulasiniside

1.5 ngusvasAradasanisiy

1.6 9NUIUBNEE@IASTINUTUTASINNSITY

1.7 F5eniunsnazufUasedidnsiiidy

1.8 szeziiaioanainsusazaulzaeeglulasnisidy

1.9 uaUsgleniiaindnnziiniuainnsideseeiaadinag
lngnsauaz/vieusslovisayuwy / day / iannuslvg

1.10 anudss anuluaune vsemnuluazain M99
WnTuLnenaadms Tunisisiululasanisivy

1.11 yadennIanIzuIuNTsnwdug lunsainenaiadas

Tadnslulasanisive
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UsAuNnaIsaun

NA

A= appropriate,

B= Inappropriate,
NA= Not applicable
NUIBAIUIN
Lifieadasniolifoed

1.12 MTMRUYIAEALAUNIG NSuderal anyluazein
Tdaunewarselandsluannnisienaiasasingiuniside
Anslvnazia il

1.13 NSNS N¥INYIUIANIDANYALEY 1IailAIL
E@UVNEMIDOUATINLANIINNTINY

1.14 uwnasiuyuide wazantunsulun1sinise

1.15 MyRemaiugmansazfosiinmsvonnuBueuuas
=~ Yo = A Y . .
fnslifusneieatu genetic counseling

1.16 msvarfiuietfiudeanmsidy wasssezinani
dAuiien1senafiviuluewan viedienisanuludluewien
Fosiinmsvemudusentiiofiusedsinge wansldfet
thiazdes udedirnznssunsasesssufiansan

1.17 yArauasmealnsdne Nanunsodindelanasn 24
il Tunsdlfenanadasinmansaldulaiisseasd

1.18 M8 UINIANNANUNINUANEATIUNITNIITAN
3Y5IIUNITILND1EELATEUTORARBNT LTI DI

(mnfimsufuanliduly
pudeyaluenansviiu
aunsnseaseulen

1.19 fwnanstoya atuivangdwiudneny 7-12 U

(dnwndnes dwsuing
aginlala)

2. MUINHOLANIAUIBUYBUTN3IUN1SIAY (Consent form)

2.1 fveau “oranadnsiidaseNasufias visonausiain
Tassmsideudielanls laglufinalag denssnwimeiuiad
msaglasumuinggu vsegaldonausylovidleds

2.2 YRUIANITSNYIANUAUTDITBYALEIN U ANAIAS

2.3 ANUMNNEANYRINTAIUIULALELINTINNTITY Wag/vTe
AunulAgYaUMEN Y

2.4 ANUINZANTBINTLAAIAINNEULBNYDILTITIUNT
Fdenldaunsoouwazdsule

2.5 AMULRUITEANUDINNTVD assent LLazNITaIud (Lﬁﬂ@’]&g
7-18 ¥)
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nsanaule: Ussnnaanudesydsslewnd (Decision: Risk/Benefit Category)

a

a o a [ [y a = [ b4 . . o . .
L] ms3fefifendeatuanundsaiisadniies (Research involving not greater than minimal risk.)

L1 msidefifendesiuanudsannnininfuslalanstsnisananudesas wageradusyloviise
onanadaslaunssluauinn (Research involving greater than minimal risk but presenting the prospect of
direct benefit to the individual subjects)

ayunanisivnsan | [ 1 fusedaglddfosudle desrsaruadnuinami
2 Susowmdsudluwan L1 wn 3 o
[ 3 ufloudduiansanlng L1 wn 6 o
0 a4 dwdiensunludivssy [ Auganside violiAu 1 9
ABIZNTINNTS

totauaunuy/Amuuzinliuulsansetinas (ngauueniu 4 d@au leun Protocol, Information Sheet,
Consent Form, Others 31 CRF, poster, Questionnaire, agﬂﬂﬂﬁuﬁﬂﬂizﬁﬁu 18°)

Protocol

Information Sheet

Consent Form

Others

NTTUNTHUTTIUAIUN oooiecrcrerersernserescnnesneneae

[
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TA59519115398MdSun1sRaNTUIUULSD (Expedited) @A
1) Tassunsadenduwy  vasuauvestin@nwisisantu gldfinnudssviselianuideatias
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3)

4)
5)

6)

7)

seoranainsivininlulasinsise waskunnsiusesnnanTusudainud
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Tasasrsmaidefifinsduntvaifeyanliiduniudu uaglivihlhAsnadedeyana guy
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Exemption Review Report

PUNELAY ¥alATINIg

1A59N3. I 080 oo
(ENGUSN) oo

YLD

At

wWamanausieniiudala (sey) (Criteria for exemption

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

Uiﬁ&l’lﬂﬁ@ﬂiﬂiﬂmﬁffﬂ (Descriptive summary of the protocol) :

Suggestion/Recommendation (§14) :

AUUNTINNTTHU T

g]mzusz/‘i exemption ATUNRRY
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TA59319N15398NF1UT LASULNIUNITNAITAUNDIEFITUN5IVY LALATATITIINTTIeNAaNwazAssa kUL

1. AeMmuUNsAne Ingsaadulaseinisivensitunisiuan1dun1sanenlasun1ssuses
WNTPIUNLIBIIUNTTUILNTIIUNTAOUMNUNAkAL NI ENEAan SN ANY)
AnuuleUIgYesEnITY WU 9en15USUATNsTazRedldiutniSew 9an etut 199

=l a G a a L% a aa :.'; 5 S a a d" t:ll U t:ll
WIgulguazhkuy vi5Useansnmeesinsey 9an netutlusiedvlaivinieanusuilasu
WNsaeU NsUTRUNANERS NM3UTEAUANAIMNNSANK

2. AdpUsgnimoUsuliunsfneilusu cognitive, diagnostic, aptitude, achievement 911433
dranuAniiuluenie msdumeainiahdunanginssy siduazldsueniuiiatsade
2.1 nsiudeyauazdeyaiilalinestewmsoutisinynna

:’1 a o d‘ (-1 v LY a ¥ [ gj I
2.2 Jumeunsiduwazianla il ieranading viieuaraladesiulnyrisongykagm
3y lmdslonaluenn nNnIsIu
2.3 MwdTeinananiunsenziunguyAnaaIsITae visenguyananigelslasuns
AnFengmuisuliigteivassae idetulianusasuniseniy

3. euAdeinhnanTRflegudmvhnsiesgilmiluamsnleglidenlssdsoyadiuynna
i Wnsekansastudielammesiver 10 U dounds sy

6. nuiteAetudegadnlagldideiimaied Aukesufifims vienuideildiedimatn
fuenlsandsdsnsialaglsiieulsaiutoyadiuynna

5. uAdedwihnsAnyly Commerdially available cell lines. TuvpsuFuRnts
AT ulsvie grsmans filduneumnglididumsmuauifureunazeysifan
a0t Wiowmamuuimndlv Uiudeussdns simunszuunuliiiuszdvsam snsysu
wmsgIutuganna Taslinssnuteyadiuyanauaylidnsengyune

7. ATuRnTUTaNE Arnmvssewarauiienelavesifuslaaluniwsan Tagensiithan
nageudeIlaandy waglduInsg ANt MMUAYEETNIIUANENTINNN TR THALE

8. 5189118 (case report) T18LAE7

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

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

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

under the following conditions:
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2.1

Data collection process and the data are not related to any private information or
not personally identifiable.
2.2 No part of the protocol leads to criminalization of or civil litigation against any
subject or insecurity of job or carrier of a person.
2.3 Any research that is conducted specifically to a public group or candidates running

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

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

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

5. The research is related to the study of commercially available cell lines in the laboratory.
Research on policies, strategies which are commissioned under the approval of the
institutes to search for new alternatives of organization reengineering, development of
efficiency in work to achieve certain international standard that are not related to any
identifiable personal data, and not against any rule of law.

7. Research on flavor, quality of food and consumer satisfaction in general, given that the
food sample is safe and conformed to the standard of the Office of Food and Drug
Administration.

8. Case Report
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( Information sheet for research participant)
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The Research Ethics Review Committee of Rajamangala University of Technology Tawan-ok
43 M.6 Bangpra, Sriracha, Chonburi, Thailand, 20110
Tel. 038-358201 ext.8509-10 Fax. 038-358142

Certificate of Exemption
The Research Ethics Committee Of ... has exempted
the following study which is to be carried out in compliance with the International guidelines for
human research protection as Declaration of Helsinki, The Belmont Report, CIOMS Guideline,
International Conference on Harmonization in Good Clinical Practice (ICH-GCP) and 45CFR 46.101(b)
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PrinCipal iINVESHIGATOI: ..ottt ettt bbb bbb bbb teanas

Status : Affiliation Faculty

Student from Faculty

Other, please sSpecify .....cccreienininincanns
Document reviewed : 1. Submission form version ............. dated ...
Full protocol/proposal version ............. dated ..o
Participant information sheet version ............. dated ..o
Informed consent form version ............. dated ....coveevennnn

Data record form version ............. dated ..ooveevenen.

A

Curriculum Vitae

Date of Exemption L e

Note No continuing review required
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The Research Ethics Review Committee for Research Involving Human Research Subjects,
Rajamangala University of Technology Tawan OK
43 M.6 Bangpra, Sriracha, Chonburi, Thailand, 20110 Tel. 038-358201 ext.8509-10

RESEARCH ETHICS COMMITTEE CERTIFICATE OF APPROVAL
The Research Ethics Review Committee for Research Involving Human Research Subjects,
Rajamangala University of Technology Tawan OK is to certify that the following Project / Protocol as
shown below is in compliance with the International guidelines for human research protection as
Declaration of Helsinki, The Belmont Report, CIOMS Guideline, International Conference on
Harmonization in Good Clinical Practice (ICH-GCP) and 45CFR 46.101(b)
Title of Project s
Code of Project s
Principal investigator : ..................
Status : Affiliation Faculty
Student from Faculty
Other, please SpPecify ......cccenineniininnenes
Reviewed Method . Exemption / Expedited / Full board
The progress report submission:
The progress report must be submitted at least 1 time per year.
If the final report is completed less than one year, the completed report must
be submitted immediately.
The progress report must be submitted at three months or six months.

Required document:

1. Submission Form version ............. dated ..cooveeenenn

2. Full Protocol/Proposal version ............. dated ...

3. Participant information sheet version ............. dated ..o

4. Informed consent form version ............. dated ..o

5. Data record form version ............. dated ..o

6. Principal Investigator’s Curriculum Vitae

T e, (Others)...ccveenrenn

SINATUIE i

(e )

Date of approval  : ...
Dat of EXPIry : coeceeevevenreveneevennenene
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Note The review is subjected to the compliance with terms and condition as specified in the other

side of the document

All investigators whose proposal are reviewed must conform to all of the following procedures
below;
1. Conduct the study according to the protocol approved by the review committees strictly.
2. Conduct the study with informed consent process by providing adequate information,
guideline document for participants including participant invitation letter ( If applicable ),
questionnaires, form of interviews as approved by The Research Ethics Review Committee for
Research Involving Human Research Subjects only. The duplication of all documents used with the
first participant should be reported the review committee to keep as your reference.
3. Report the review committees all serious adverse events and unanticipated events within
the time duration as specified in the Scientific Operating Procedures ( SOPs)
4. provide reports concerning the progress of the research annually or upon request
5. If the completed study does not meet the deadline, the renewal of research’s approval
need to be submitted at least one month before the Due date of submission.
6. When the study is completed, the investigator must inform the completion of the study
which is accordance with the form of The Research Ethics Review Committee for Research Involving

Human Research Subjects.

The list of The Research Ethics Review Committee for Research Involving Human Research
Subjects ( name and position ) and all approved documents will be submitted to principal

investigator.
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Tuauren)

[] 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. (mﬁ%’a‘ﬁ'

d‘ ¥ U d‘ ! a v v = € 1 0
WNetesiuanudssnnniuniuayldlauanstalsslevtneaaiadng

Tngassluawian wilanudululafazienuiifesiuisesnnuialsng

wannvvadlsrvesonaadasluldiuiienudus 16)
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L] Jsuusaunle wagihdnfionsanlul

[ 13iSuseq

® Risk/ Benefit Categories

10.3  N15UIATINN5IE TN .......... Tasens
8 NUELAY Folasamsiay ARl NITUNTHNUNI
1A39n1S N8I
....... /... SO R I SRR
........................................ WU Ueeee | 21 e
Joldusluy | - Protocol
1.
- Patient / Participant Information Sheet
1.
- Others
1.
HANS o fUsyuilii:
N8N I:' U599
% [] SusewdanuSulgudluSeuiooudn

[y

[] Research involving not greater than minimal risk. (mﬁ%ﬁ

a ) d' = & v
LNYIVDINUANULFUUNYILANUDY)

[] Research involving greater than minimal risk but presenting the

prospect of direct benefit to the individual subjects (mﬁiﬁﬂﬁ

-dl 14 Ly d' 1 a v v = 6 1 C%
WgTRINUANULESINNANUNRLA laLanIRaUsElemiRaaNalAslnen s

Tuauren)

[] 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. (mﬁ%’a‘ﬁ'

d‘ ¥ U d‘ ! a v v = € 1 0
WNetesiuanudssnnniuniuayldlauanstalsslevtneaaiadng

Tngassluawian wilanudululafazienuiifesiuisesnnuialsng

wannvvadlsrvesonaadasluldiuiienudus 16)

167

——

A




= a4 A
21989 11 LIDIBUE

UAUTZYUIRT e U
.................................................... AUUNTI89UN1TUTEYN
......................................................... HUNT8UNTUTE
senumsUszglldsunmsiusedasamenssuns Tumsdssaunded . FUT e
FUTBITNMUNITUTEYN . OB TP
(PN, e )

168

——
| —



AF 01-06

ABIZNTIUNTAIETIIUNTIV TUNYWE

wnIngnagmalulagsivusnanziuasn

wuvguduLd bulasuladlasanisiae

fuuzih: nsan v lugesiitisndeauavuyuienans sl

=
I8lATINIS

AUNLAULATINTT v StUAY COAE....ovvoeeeeceeeeeeeeceeeeeeeeee e
KIdenan: NA/ANE:

Sponsor:

1. dlavesnsisefifinisuaeuulas (endiuinnivisegna)
Which part of the study do changes apply? (more than one is possible)
Protocol
consent form
investigators

Other (SPecify) ..o,

2. ssunswasuwdaiazmna tavaslussnadssuiiey

(List all proposed change(s) and rationale for change(s) (detailed documents can be attached)

3, naAsunlasdinansenuduanudearUselevineanaatasesiels (How will the amendment
affect the risk and benefit for the subjects?)
pudesens O increased O same O decreased
Uselpwdena O increased O same O decreased

4. mswasuulasinansznusenisiinnuBuseuegdls
(How does the amendment affect the informed consent?)
lidowemBusonlul
foswofBuremiiAy
AoswomduseNlndunuatulhy
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ARIZNTTUNITAILTIIUNTI TUNYWE

WNIMgIagmAlulagsivuenansIuean

wuvBudundbluiUAsuRUaIlATINISIRY

TUsansiu mMalAsunasnyilanasanlasuauiugo U INANYNTIUNTIIUETTNNTITLLE
(Study amendments may not be instituted until written approval from the ethics committee is received.)

v

AU NETTY s TP Y YA

1. uuUApUna lmeiiinsUsiuresengnssuntsinnsanaSessasiniy wavdsdiunienatsdananifly
AUgn9ATEaReeus NI, .o (M Foan ... wienulhidundngu

2. wnuvgnsallifivssrashousiiiniudonaisuaianssidelag donmgnssumsfiansan
3555UNTITe gy 5 Twins
deuanuimuiseanznssnIiaIsansesTmsite munaiitmusvieidleldiunisiose

4. wnmsdeldanansosnfumaaiiunigluivun idedesduroeyiflmideu ednetes 1 dou
nansynatuiilésunsusesadsd nuaernueigvedasnmaideilésunsiusesounind (e
LATINT e )

* §10%0v0sAnLNTIINTIILsTIINMTIToIABIRULYES @euaziuvis) Negluiivszyuiunsuselassnside
duuuindne enansfisusesiaunazgnasludeifondn
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AF 02-06

ABIZNTIUNTIIETIIUNTTIV TuNYWE

UNNINYIALNALUTATTIVUIAANLIUDDN

A1519a5UN1sIABULYAS

AU

v

%3V

Faaruatuiy | daadnuatulul WaNa
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AF 03-06

ARIZNTTUNITAIETTINNTI TUNYWE

UWNIMg1Ia8mNAlUlagsIvUIAANZIUBIN
S89UNITNUNIUEIUA LU AT ULUAS

(Review Report of Amendment)

$U18LALATINS. BTN (18 oo

..................... (ENGUSN. oo

YRINRN

YEIVUNAN

AA/AY

59alATIN1T (d3) Hatuayunisie

.4 (1 TAs9NN5I98

dunwAly 5 Y [ Investicator

N O Wasuwlasdntios O] ICF s (] thers............
O wWasuklasuin Brochure

ussgneagunsuily wWasuwas (Descriptive summary of the amendment) :

UMANANITNIUNIUWUY expedited review O 1o O Tl
process:

JaNa15041 (Consideration):

1. INUNAALY/ANDBN LN EL O o O adle O Tainentas N/A
2. 9MI1@IU risk/benefit Wangay 1 1o 0 ladle 1 Taiienves N/A
3. PNANINTVDAIILD UYL AL Rt O adle O laifentas N/A
5 [ wasukuas O wagukuasunn (@eadan full-

4. Ml Waguulad c »

LANUDY board
5. HANTAATAN [ $ums v (@ler3de vise investigator brochure)

[ Suseq

O $usewmidadludntdos

O dudrfiansanluaznssunisiiiugn (full board)
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AF 03-06

* ABIZNTTUNTAIETIIUNTIV TUNYWE

WIMgIamalulagsvuenansIuean
S89UNTNUNILEIULA LU AT ULUAS

(Review Report of Amendment)

(Suggestion/Recommendation)

wewg velivihunsenauAniulusuunesy widnauni d1neu.AugNITUNSITEETUNTIVY
ety 5 Juihnis
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AF 04-06
Protocol Number ...........

Rajamangala University of Technology Tawan-ok
43 M.6 Bangpra, Sriracha, Chonburi, Thailand, 20110
Tel 038-358201 ext. 8509-10 Fax. 038-358142

Approval of the Amendment of Documents related to Study Protocol

The REC Of the e , Thailand, has approved the
following study which is to be carried out in compliance with the International guidelines for
human research protection as Declaration of Helsinki, The Belmont Report, CIOMS Guideline

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

Study Title

Study Code

Principal

INVESTIGATOr ettt b bbbt b ettt s s sttt ettt b b s bttt ettt snan

Study Center

Document

A DPIOVAl ettt

( )
Chairman, The REC Of the ...
Date of Approval

Approval granted is subject to the following conditions: (see back page of this Certificate)
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All approved investigators must comply with the following conditions:

1.
2.

Strictly conduct the research as required by the protocol;

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

the record;

. Report to the Research Ethics Committee any serious adverse event or any changes in the

research activity within five working days;
Provide reports to the Institutional Review Board concerning the progress of the research upon the

specified period of time or when requested,

. If the study cannot be finished within the expiry date of the approval certificate, the investigator is

obliged to reapply for approval at least one month before the date of expiration.

. All the above approved documents are expired on the same date of the previously approved

protocol (Protocol Number.................. )
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AF 04-06
AUILAVIATING e

AIZNITUNFA3E5TIUNTIVTUNYEE A Ineraemaluladsnvusnansiuaan
43 My 6 ATUAUNINTY BUNBATIIY Janinvay3 ns. 038-358142 s 8509-10

iledasUsINsAlY Wasuwlasanansiineltaenulasenisiaey

AngNIIINTASEsTIIMTIToIReITULYEd anAnendemeluladsuseans usonduiunsli
mMsiuseslenansiiigtesiulasinsidemunumamdnaesssunsideluauiiduinasgiuainaldun
Declaration of Helsinki, The Belmont Report, CIOMS Guideline Lag International Conference on
Harmonization in Good Clinical Practice %38 ICH-GCP

FolATINTG e,
RUNLASINISIVY e
va o/ [}
RN e,
U
AINANUIY I e
DA T T A TUNTTTUTIE oo oo oo e oo e e oo e ee oo
L e
2 e
AT

( )

U3251UAMENTTUNITATESITUNTIE Uy el

JUNSUTa9

o '
(% =

ail nsfusesiliifeulvdenseylivmumdmnde (ainundsvasenansiusedlasaniside)
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€

NRENNTIUTINIUNSSUTEIASE5IsUNTITeReUfURRwal U
AiunsITeauszylilulaseisamdenlasunisiusesegrunsenin
Tdonansiuziotaatiag luduwen (Lazlonasilignsmidovislulavand) wuuduniuel Lasuse

LUUEBUDNY LRNENLANTIUTLIUVDIAULNTIUNISNAITUNDIEFTISUYINUY  AZEAIFIUILDNAITAINANINLY

=

ARSI B ATTRITOUTINT wieniulhidundngu

3. senumnsallifssradisusiifeiuienisudsusuasianssidelag deannssunmsfiansan
3U553UM I Mgl 5 Juvins

4. dsenuanuivindennznssunsaiesssunide smunaifusriedloldiunsiese

5. mnnidelilannsadiiunseseiunigluimun fidefesdurooyiilmi feumnonglifiu e

6. ionansynatiuildsunssusesndall nunengmuenguedasmsisefildsunssusesdeunthil
(MUNGAULATINT e )
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AF 05-06

ARIZNITUNITAILTTIUNTIVE TN WE

UWNIMg1a8mAlUlagsIvUIAaNZIUBIN

1'% % a o
LUUSIB9IUAIUNA%EN1ATINN5IY (Progress Report Form)

Please complete this form and submit to the Institutional Review Board before the due date.

Iesuanusiurauasawsndudl : | lasuanudivraunssaigaiud AUVDINITINGY
/ / / / I yn 3o L1 wn 6 iy
[ &ugemside viselaiiu 17
MNGAUATING. e Juasufivug / /
Falasenns

(English) ...
HREvidN:
1 | Have the data collection begun? Yes
No Goto7
2 | Have data been obtained directly from human participants? Yes Goto d
No
3 | How many data have you been collected so far? ... %
4 Total participants expected to be recruited at the beginning

Number of participants expected to be recruited from now

Number of participants recruited

Total drop-out or loss follow-up

Total participants still active or in contact

Total participants completed

5 | Which procedures do active participants have to undertake?

Interventions: e.g. drug trial, surgical procedure, radiation, isotope,...

Questionnaire/interview

Specimen/sample collection

In vivo diagnostic devices

Others
(SPECITY ).
6 | Have there been any unexpected adverse events previously Yes NTUUUTIEY
reported to REC? Please specify No. of SAE report........cccveveveveneineinnnn. No
7 | Are there changes to the protocol or consent forms not previously Yes NTALUUIIEIU

reported to REC?

No

8 | Explanatory Note: (if any)




AF 06-06

AIZNIINNTITETTIUNTTIV Tunywe

WM gmAlulags1vienansIuaan

wUUTI89UlATINSIEIsUYSal (Final Report Form)

nuneavlATINIg Folnsanis (nelne)
..................................... (English)

Protocol Title (Thai) :

Eng :

Study Code :

Principal Investigator:

Phone number: E-mail address :

Sponsor’s Name

Address:

Phone : E-mail :

Study site(s):

Total Number of study participants : No. of Study Arms:

Number of participants recruited in the study:

Study materials:

Treatment form:

Study dose(s):

Duration of the study

Objectives:

ARUAIUI oo 17— YA YA

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

Reviewer’s comment:

Reviewer’s Signature........ccccoeeeveeveeeisisiennns (e ) dated...../ oo YA
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AF 07-06

AIZNTTUNTAIETIINNTTI TNy we

UMY 8NALUlaEIITUIAANZIUBBN

wuuTeuMsilsauw/Mshivjiinaenndes

(Deviation / Non-Compliance / Violation Report)

Falasanis
......................... (lney)

(English)
FWAlATINI5 (O1)
FRdeman : Insénvidinge.:
a1 InsAnvisnse.
Hatiuauun1side: Insénisnsie.
|:| \Jeauuanlasaniside (Deviation from protocol) |:| Minor
[] awdin (violation) [] Major
[] lidenndesiundnns (Non-Compliance)

U383 (Description):

Haaws (Outcome): adunseensls (Actions taken):

WULAY (Found BY):....ooeeeeeeeeeeeeeeecccccn, 18Ulng
(Reportedby).......ccovveeeeerenen.

7 O S A 17O S A

mmLﬁuﬂﬁumiéﬁmimwumu/muaLLuz (Opinion/Recommendation)

NITUNTANUNIUAIUI e (i ) W s —

AVIUTIUNTTUNSRANTUNUMIW/AGUBIUE (Opinion/Recommendation)
NTTUNNTINUNTUAIU I e

U o o o,

NITANAVDIAULNTTUNIT:

UTE S IUALUENTTUNTTAIU I e
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AF 08-06

ARIZNTTUNTAILTIIUNTI TN BE

N

U IMNYIBNALULAgTITUIAANZIUBAN

LUUSI89IUN55UI50 9599058 ULaZN 15D UEUDY

(Report of Compliant and Responses)

uuUnasusUSa9deSsURINDIENEIASLAZNISNBUAUDY

EiTi LT VIO (U
1ASINTITENUNGAY v YA
a4 Hdy oo
BT ITDITY Lo ssss e e
GV ERNEHEM) O eranains O funaseviunuilagvousssu
L1 84 9 (55U
AT 1o OO
( )
PIITABUBIUB ceeeeeeresereesseesesessee s bt
N2 N BALIuNIS
(e )
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AF 09-06

: AIZNIINNTITETTIUNTTIV Tunywe

WM gmAlulags1vienansIuaan

WUUTIZIIUNITVONYALATINTIVENDUAUA

(Report of Study Termination)

VUELAY YolAsinis
lasans. (lne)
......................... (English)
= Va
YorI3umen
e
NULAYINITANG L
GG
Hatiuayun1siy NUBAYN AN
og]
Y a (3
dud
PUIUFTUM AT muanulasiNITenlasuay FIUIUNAY
Wingou No. of Study Arms:

Total Number of study participants :

IUIETUNMTIRENTU U ITY

- ° Yo Ay A & ¢
Number of participants recruited in the study: VMIUYIUNTIVYVIETVENTY 30U

Total participants completed

unudFunsideildeseauysal

Total participants not completed

SYYLLIANVNINY 9 \hou , . .
ISUAUNITIVY LADU U

%mﬂﬂﬁﬁﬁhﬂ’lﬁﬁaﬁaﬂﬁ% (Which procedures do active participants have to undertake?)

O wuuaeuanu/dun1wal (Questionnaire/interview) O \fusheg1y/asdnsav (Specimen/sample

collection)

O w3esdiedmsuidadeidisnanie (n vivo diagnostic devices) [ SUAnsnuas (Wu o1 33edn a1euas)

finsnenumsnsallinsUseasdilinnfn 1dirnenssun1sasesssuluseninmsidy (Have there been any
unexpected adverse events previously reported to REC?) 08 Olud

finsveuily WavuwUaslasinside wisludusenlusznineniside  (Are there changes to the protocol or consent
forms not previously reported to REC? [ & [ lifi

ngmamisuaﬂqmiﬂiﬂmﬁﬁaﬂ'auﬁmum (Reason to terminate the study)
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LHUN5IANTS/Quansun1s3denlasuid1uilun1side (Plan to manage the participants recruited)

AITERIUI e
(e, )
e\ T - yA— VA

(ﬂ‘gm’nﬁuﬁ%u’uaﬂm’ﬂ’ﬁﬁ’w (Please retain copy of the completed form for your study record)

ﬂ’ﬂllLﬁu‘UENﬂ‘i'illﬂﬁéﬁﬁﬂﬁm’MUVI'M:

(3 N0 7 TN
(e )
U YA
ﬂ'ﬁa\‘illﬁsll@ﬂﬂmgﬂﬁﬁllﬂ'ﬁ:
USETIUADUEATTUNTITAIUNL e
(oo )
SUT oS Y
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AF 10-06

ARIZNTTUNITAIETTINNTI TUNYWE

UWNMNg1agmAlUlagsIvNIAanzIuaaNn

wuunasusumansallaineUszaindeuss

(Serious Adverse Event Report Form)

ALY ﬂEMﬂnianLLUUWaiuLLaxLLuULana’lsﬁﬁ’mﬂu (Please fill in the form and attach documents if necessary).

Holasens
(lne)
(English)

nuBLaUlATINIg.

1. ussenewmansallineUseasd vsetUeymieusslaeda  (Brief description of the serious adverse event or
problem)

2. msUszdiumanisal wiadeym (Evaluation of event or problem)
AIU51ELIY (Seriousness): \HoT3n (death)
ANAINADYIN (life threatening)
ANSUIRNUAAINEINNTD (disability)
(Lsﬁﬂ%’ﬂwﬂuiﬁw&nmavﬁaaQ”Luiiqwmmamuﬁu) new/prolonged hospitalization
NiN1suAnLlla (congenital anomalies)

AU (52Y) (Others, SPECITY):. . rrcrevrrreeerrrseerressreerrsssnesresne )
Hdayaludled3Toudd (Already mentioned in-investigator brochure) 19
Taile
ddayaszyluenansdayadmiugTunis3duudtAlready mentioned in the patient information sheet) 19
Taila
faudunwusiuen/A5ns/in3eediaNfne (Relationship with the investigational drugs/procedures/devices):
Usziiulee. | daduayunside {39y
(sponsor) (investigator)
91UAYITD
possibly
aztAgIdes
(probably)
lainsu
(unknown)
naaws (Outcomes): DINTUBUAY/ATULAD

(resolved/improved)
omsdslaAsunas (unchanged)
2IN13UEAY (worsened)
\FeTin (fatal)
LyifiTeya (not available)

¢a o = ¢a v o

AudITeNAYITaY (Site involved): \Wnngudidenegluausuiinveuvasanidu
\Anfiaudideaue (other sites)
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N13W5VREI  (Investigator considerations):
1. Iﬁ%}agammaﬁmuamamm@uaamLﬁmau (Notification to human subjects using new or additional informed
consent). AWIUNIIIUA (required immediately)
ﬁﬁLﬁumiLﬁammaﬁﬂsm‘wuQﬁ%ﬂiuﬂﬁﬁwmaﬂ%ﬁmm (required for the next appointment)
laifiouds (not required)

2. WaguuUas visengan15338 (Change in or suspension of research). NYANISIAY suspension
finsasuntas (change)
laifweaniiunis (no action required)

F113UNIIUN3/0YNTIUNIT W5 SAE (SAE subcommittee considerations):

1. W%yjammaﬂﬂiLLa%aﬂ’nm@uaamLﬁmau (Notification to human subjects using new or additional informed
consent). auliun1sniudl (required immediately)
ﬁﬁLﬁumiLﬁammaﬁmmwupﬁﬁﬁiumiﬁwmaﬂ%y’nffmlﬂ (required for the next appointment)
laifouds (not required)

2. WasuuUas visengan1533e (Change in or suspension of research NYANTIVY suspension
fn1swasuutas (change)
laifosefiunis (no action required)

3. UnT1U (Acknowledgement)

Comment :

Note: nMsanfiunisynegisdesindiiarsantunisuszgunaznssunisfiu (Al actions have to be referred to full
board).
UTEFMUBUNTTUNTTATUIM e ceeseesesiseessssss s 17 Y S YA

Chair of SAE subcommittee signature
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AF 11-06

AIZNTIUNFA3E5T5UNTITUNYRE W Inendowalulagssuspans iuean
luagumnnisallaiieUszasAiienss (Serious Adverse Event Summary Sheet)

Folasen15398 (Study Title) :

SHELATIN15398 13l (Study Code) :

RULAYIATING
(REC NO)..............
o v da 31897U
3789 - = v da JUNAANN z o o a va
anwazan1sallaing FUNLNA oo ATILLIN 18974 - AMUEU/NITUL UG
o w (CIOMS oy, (Date of | Aua7y . - v < UsLLUaLn L )
a1y Useaan (Date of v (Initial) | NM1sAARIY NAAND _'| (Opinion / Action
o Case o Follow (Site) (Causality
7 (Description of Event) (No. of (Follow | (Outcome) Suggested)
No.) up) o Y 4 Assessment) -
Adverse Events) (D/M/Y) similar | up) AW (AAULAUYBY REC)
(D/M/Y)
event)**
1
2
3
FIE9NULAY (REPOIE DY) oo (v ) AU VA VA

WANFUIMUNIULAE (ReVIEWED DY) e (e ). ST YA YA




AF 12-06

AMIZNTTUNFATETTINNTTITUuNYEE W Inerdemalulagsivasaanziuaan

wuUUssIliuYe9aUNsIUNNT SAE

........................................................... aamm’mﬁ//
ddfudl \audl Ful | Study Code | vanelaw FaFov/iise d5u
TAsens ,

swerw O saes [0 susaRs OO others......ooooooceeeeee

FVUM oo 318974

1Ju Initial RepOrt........eeeveeeeerern. 189U

[0 1A% on siteemre 7897

B BNttt
DAtE OCCUITEd. ...ttt
Date reported 0 IRB........coiieiree et
Causal RelatioNShip.......c.ccciiecceee e

BALBRDVITIU. oo oo e oo oo




ddudl \audl Ful | Study Code | wwneiay FaFov/ise d5u
TAssns q

LEUBATITILL oo eeeeeeseeee e ceeeeesseee e seereesseeee e eesees e

tJu Follow-up Report.....eeenneeeenne. 1897

[J 1A% on Sitemer 789U
B BNttt enen
Date fOWLOWED UP .o
Date reported 10 IRB......c.o it

Causal Relationship
BAUDPDVITU. oo oeeoeee oo oo e oo




AF 01-07

ARIZNIIUNITIILTITUNTITIUAYEE unnIngrdemalulagsvunanziuean

LUUSI89IUVDAULDNESIATINTSARY

vy
LNA1INADING:

FVGE

nQUszaeAvaINITYaAULENES:

AUy ulenans:

AN AULINET:

asunaginuenans:
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ARENTINNITITETTIUNTIVETULYEE unnInerdemalulagsivusnansiuaan

AF 02-07

wuududin YaLends duadu | Jufive | Tuiisu | fSufuwasiiu | Tuidiv | weue
N13vRAY wazsvid LN&1T BhHGRE LN&1s PNE1T | N1SYRAU
LaN&I59

[ 190 }




#15UgyLanans (Protocol File)

AF 03-07

a1nu 518015 1 (y)
1 | nilsdesuses Approval Letter
1.1 $ufisusedlasenis Initial COA Date
1.2 Yui¥usessionglasanis Extension COA Date
2 | wnansfiiieatos Related Official Letter
3 | wuudurenisfinnsanasausn Initial Review Application Tufh....oo.ovove

3.1 LUUBUVBTUNITNAITANASILIN Initial Review Application Form

3.2 Laﬂmimawmai{ﬁmsm Member Reviewers Assignment Sheet

3.3 WUUSI89UNNTUTELURULDY Pl Self-assessment Form

3.4 WUWIINaUsElevUviutau Pl COI declaration form

3.5 lasessidvatuge nwilne Protocol Synopsis Thai

3.6 lases13dsatutdu Full Protocol

3.7 YalenanseueuinsIulAsiN1TIdY  Informed Consent Package

3.7.1 wnansteyaedutedmiugiinsilulasiniside

Information Sheet for Research Participant

3.7.2 lonansuansnudugentnsmlulasinisive Consent form

3.8 nansUufintayaeianadns Case Report Form (CRF)

3.9 wnasUsEvduNusSIeSuaAsananalas

Advertisements for Research Participant Recruitment

vAa VYA o [

3.10 Uszinneunanazay Current CV of Pl/co-PI/Research Team

Y

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

v

3.12 @¥er338 Investigator’s Brochure

3.13 uvdgauad Questionnaire

3.14 yuUssuna Budget

3.15 wnansuunzlisunsiug/insesdionienisunmg (License of Drug/Medical

Device)

191

——
| —




ANRU

3I18N13

1 (y)

3 (58)

3.16 BNANSANAUEIIVH UILALLAT DL DNIINITRNNE

Annex and Information of Drug/Medical Device

3.17 si'JJEJmﬂmﬂ’limﬂiauﬁfmqmﬁ’aﬂ’lw Material Transfer Agreement (MTA)

3.18 HANTNATUALNITADAT Result and Communication
3.18.1 wuuduiinuanisuseiiy (ussdiuaum 1)

Reviewer Assessment Form (First Reviewer)

3.18.2 wuuvuNnNan1suseLiu (ﬁﬂimﬁmuﬁ 2)

Reviewer Assessment Form (Second Reviewer)

3.18.3 MiladoudnaEIdY Letter to Pl

3.18.4 L@ﬂmifmﬂﬁ;’ﬁffﬂ Correction From Pl

3.19 Laﬂms?ﬁu‘] Other
3.19.1 UannaIn13vinIseneadiin Clinical Trials Agreement

2.19.2 w@na1suseiuNTIveN19Aatn (613)

Insurance of Clinical Trial (if available)

3.19.3 WUULEAUEYRRUNALATIIIIN NG
Approval Letter for Thesis Proposal

3.19.4 wiudufintaya Data Record CD Rom

N5PUVDTUNANTUG Resubmitted Document Review Application
4.1 LUUIUYRSUNISNINTUNLASITIINITIEDN

Resubmitted Document Review Assessment Form

4.2 Laﬂmiuauwmaﬂﬁmimﬂ Member Reviewers Assignment Sheet

4.3 LWUUTI89UNITUTELHUAULDY Pl Self-assessment Form

4.4 wuuwdsnaUselesuyiutau Pl COI Declaration Form

4.5 Tasesideatiude AMwilne  Protocol Synopsis Thai

4.6 Tasas135watuLdiy Full Protocol

4.7 YnLenaseuyeuinsIulATINTTIY Informed Consent Package
4.7.1 wnansteyaredutedmiugiinsiulu Tasiniside

Information Sheet for Research Participant

4.7.2 19nNa156anIANUT UL LN IInIUlATINNIFY Consent Form

4.8 nanstuiinteyaianaiing Case Report Form (CRF)

4.9 1pnasUsErduNUsSHIRSUALATENadIAT Advertisements for Research

Participant Recruitment

4.10 UszTRRidevanuaganiy  Current CV of Pl/co-Pl/Research Team

4.11 vilsdesusoinsineusuvesIdenanuaz Ay
Certificate of GCP and Other Trainings for Pl/co- Pl/Research Team
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ANRU

I8N13

1 (y)

4 (79)

4.12 @jﬁaﬁ%ﬁﬁl Investigator’s Brochure

4.13 Luudaund Questionnaire

4.14 suUsyuned Budeet

4.15 Na15TUNSLTYUNVAUN / LATD9LNIINITWINE

License of Drug / Medical Device

4.16 NAISINVYIVIUINWALLATDILDNIINITENNE

Annex and Information of Drug / Medical Device

4.17 Yannasn15aelauingn1aiinIn Material Transfer Agreement (MTA)

4.18 #aN1SWTEUT Assessment Result
4.18.1 uuutuiinnansussiiuEUseiduauinl)

Reviewer Assessment Form (First Reviewer)

4.18.2 WUUUUTINHaN1SUSELEY (ﬂﬂizLﬁuﬂuﬁ 2)

Reviewer Assessment Form (Second Reviewer)

4.18.3 MiNdouIINAEIIY Letter to Pl

4.18.4 Laﬂa’liﬁ]’méﬁﬁs Correction From Pl

4.19 Laﬂmiguﬂ Others
4.19.1 T9nnasn13viNITenneaatn Clinical Trials Agreement

4.19.2 wna1sUsEAUNIIeN19AALN (O3)

Insurance of Clinical Trial (if available)

4.19.3 uuuausveayililAsasaInentinus Approval Letter for Thesis

Proposal

4.19.4 usutuiindaya Data Record CD Rom

nsiasaunsAluiuANlAsI319115998 - Amendment Review Application
5.1 MsuAluis@niiovresun1ssuses  Amendment for Approval Letter

5.2 19USRATARALULRALAL Amendment Assessment Report

5.3 A5 LARNII1UAELBYANBU-YAINTUA LULLLR

Table : Comparison of The Previous Detail and After Amendment

5.4 nansavuifundanisuily New/Update Document (After Amendment)

55 S‘u‘"] Others

NSNANTUITILNUANUAIINLIOINITIFY Continuing Review
6.1 TuiinaneIde Letter From P

6.2 LUUTI89UAMNATINLN Continuing Review Report

6.3 WUUUSELUSI99IUANUNINTN

Assessment Form for Continuing Review Report

6.4 YUNNUIINaNI5WANTUT Report of Review Result to Pl

6.5 ’3146’] Others
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I18N13

1 (y)

ANMUAANALAADU/NSENHUTRAMUA  Deviation/Violation
7.1 SUUAMNAAIAAADL/NISHIEU Tan1mun Deviation/Violation Report

7.2 Juiinlasnan1siasaln Report of Review Result to P

7.3 ’S‘us] Others

N15323UlATIN19119I98TAT 1Y Termination/Suspension Application
8.1 Uuiina 33y Letter From Pl

8.2 LUUTI89IUNT323UlATINIINITI89IATI? Termination/Suspension Report Form

8.3 TuiNAsNan15Wa13ai1 Report of Review Result to P

ﬂﬁﬁﬂ%ﬁiﬂﬁﬁﬂﬁﬁﬁﬂ Final Report
9.1 ﬂamuaqﬂmaimamimi%’a Final Report Form

9.2 msﬁmmwmmmagﬂwa‘tﬂsamimﬁ%’a Final Report Assessment Report

9.3 %"uﬁ‘] Others

10

NIATINBYUNITINY Site Visit

10.1 YuiinudagIqy Letter From IRB

10.2 fMUANIANIATIADYL Site Visit Schedule

10.3 JuAnUIWanIsWansun Letter to Pl

10.4 31,4‘] Others

11

nsfiasanTenumansallifieUseasd
Review of Serious Adverse Event Report

11.1 wwunenumamsailifislszasriiinemslu KCMH SAE at KCMH

11.2 Jufinidsnan1siasadn Report of Review Result to Pl

11.3 31,4‘] Others

12

duq Miscellaneous

BATIDEDUoueerernrnrammssamsssnsssmsssssssssssssssssssssssssssssssssssees AU, YA A
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AF 04-07

AZNITUNITDILFTIUNTITE UYL W Inendewmalulagsnyusnanziuaan

LUUSI991UYDYINANELNET5IASIS19N157Y

ansu S9a F9lATINS
1A59NNS

JU/\RoU/N.A.

A5189uUn

JUW/RDU/N .
AAuasy 3

VU0
a0nuzlATINIg

IS8 BUIUNITLALANENTIUNITY BTRITAN

Wt dTnUAMENIINN1SITESITUNMTITe ULy L

UMINYREALUlaE T YLIRARL TUeBN
........... Seecniid e,

LAYIYNIIANENTIUNTIFETTUNTITe Uy
UNINYREALULAE T YLIAARLIUDBDN
........... S e,

o A

UYL TUNVAVLDNANT e

o
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AF 01-08

WUUTIEIUNTTATINTINEAINURUAIIUTY

Report of Site Monitoring Visit

1. dayan3lu (General data) #1935 site n3an

1) s%alas9n13 (Protocol/Study No)

2) SPELATINITVDIAULNTTUAIT

3) FolasanNTise (Title)

[

a) %@:‘3 guan (Principal investigator)

5) WasnsAwy (Telephone)

6) %a;ﬁﬁnu (Sponsor)

7) o iivhnsia (Study site)

8) Yufinsaaides (Date of visit)

9) 139143Y hATLIANAUAANIINTINTEY (Time of Visit)

10) ARUENSSUNIIASIBEN (Monitor’s name)

(3) e

(1) e

(B) e

a

2. uUDEENAslUN1SANET (Number of subjects) 115U site nsan

(1) INUIUBNEAIATNINNY (Planned to be recruited)

(2) UL AIATNANLADN (Screened)

(3) INUIUBNEALATNINTNIULATINNGIFY (Recruited)

(@) UL EALIATTIDINANNATANYIABUNUUA (Dropped out)

(5) Srunuenanasinsinseglunisinu (Still in the study)

(6) TrnusEEiaTnfnmNauAsUTIUlUN1TANYT (Completed

the study)

A
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3. M3UHURRIUIATIINTIT8NASUN155UT9 (Adherence to an approved study protocol)

fAfouftRnulaseeniteilésunssuseduidorelud Toviel | 19 Lild | lifeadaa
(1) M3AnEanaaa:ing (Inclusion/exclusion criteria) (1@na1s n) ] ] H
(2) NM3In@EaATIUINEY (Randomization and blinding process) ] ] O
3) mﬂﬁﬁﬁa;@Lﬁ@ﬁuamm@uaammﬂma’mﬁm (Obtaining informed O O H
consent) (L®NET )
4) miiﬁEN’luLW!ﬂﬁmﬂlﬁ,JﬁaiJizmﬁ (Adverse event reporting) |:| |:| D
4. MsATIEBUTRYAAULENA1AUATY (Source Data Verification)
Joyailanugnees Tensalad (lonans a) T Lild | Lidgadas
(1) Toyavesoranaiing 1oy Fore e Suia TuilGudlunsine ] ] H
(2) Toyaluwuutuiin (Case Report Form) gnfipsmsatiutenansauadu | [ O H

5. p1smifuguagn aunsal uaztenasnldlun1s3de (Control of drugs

and other study materials)

gunsal uazienansiltlumside Iésunsguasgramanzan Tovdeli | 1o Lild | lLifeadaa
(1) o uazgUnsal fifleane Sruivdegndes ligayme (Quantity) O O O
) ffAvemnsauLasIisame (Storage facilities) O O N
(3) suazaunsal livunene (Not expired) O O ]
(4) Uay¥en viuasde (Drug accountability log kept up to date) ] ] O
(5) wuutiuiindaya (Case Report Form) fis1uauiiesne ] ] H
6. N13INYIAMUAUVRITaYA (Confidentiality arrangement)
finssnwAnuduvesioyasenamnzay lvwsaly v Lild | Lifeadaa
(1) huuduiindaya (Case Report Form) ] ] H
(2) Toyauazsvia fondnnses uazdifninlun1side (dentification ] ] H
code list)
(3) Ueyasviani1sgu (Randomization code list) O O ]
7. uluLeNa13VRKRIY (Investigator’s study file)
(1) LL‘W&JLaﬂmisuaarfﬁﬁaﬁLaﬂmiﬁﬁm%’aqmuﬁau Tansald Tod Lily | liAgades
O O O
8. winnsallinsUszasAviindreuss (Serious adverse events, SAE)
(1) TwmnsalliiteUseasdaviindaunss (SAE) Aaturseld (onans 1) a Wi | Lifieades
| | O
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9. M3ligauunIaliUfURNNIAT9919N15398N1A3UN155UT89 (Protocol deviation) wsaliiufjianu
wuINeN1sUHUANIeAALNIRA (ICH GCP)

(1) ImadsavunseliufiRnulasesnensidenlasunissuses wisly 4 8 | ldneades
UHTRmmLwInemMsUURvnesndlnia (1CH GCP) wiold (tonans @) | [ [ [
10. 8AU318 (Comments)
11. Yaduauue (Recommendation)
wnasiwuuange | O wnans n srenisesranumueianasinsiidadandilunisise
(Attached O wonans v srenmisesranumienarsasunudusaudisulunisise

documents) VBIDNANAIAT

O wonans a stemsesramumuanunssiussniauududfindoyauay
lenansiuaty

O wnans ¢ stemsmumusissumanisallsifisUssasdatindonss
O enans @ meeunsidssvuvielivfifnulasessmsideilisu
N33U509

AMSHNIIABY
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L@NENT N
S18N15ATIANUNIUBIEFUASTIANLABNLU1 TUN15IAY

Verification of eligible subjects

NULLAY
ONGRGEGE
(Subject’s ID)

ASINULNEUNNIT
AntdnlunisAne
(Eligibility)

AMUIUAATI
(Monitor)

anUse

(Comments)
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L@N&13 U

318N1IATIINUNIUBNEITASUINBUBRILT1T U TUNNTIVI VB IO EEsIAT

Verification of informed consent

NULYLAY
ONGRGEGE]
(Subject’s ID)

o A Y
AuMa13ulun1sAnen

(Date of enrollment)

AUNAIUIY
Turanansdusay

(Date of consent)

AUIUAATI
(Monitor)

anUse

(Comments)
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L@NE13 A

318N1INTIRNUNMIUANUATIIUTERIRUUTUTIndayauasiandsiualtu

Agreement between Case Report Form; CRF and Source data

NUNYLAVDIEELAT
(Subject’s ID)

dayaluwuutuiin (CRF)
v v C%
wazdayaluanaisauadu (Source data)

U2y n1suuAN

2AUs18 (Comments)
ASUINEATIV (Monitor)
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LNEI3 <
F18N1INUNIUTIB NN sallinasTasAviiadaunse

Verification of serious adverse event (SAE) reporting

nineavanaalns | SAE Tuwuvutuiindeya | assivluenansduadu aiUsne
(Subject’s ID) (CRF) aamwf{mw (Monitor) (Comments)
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LaN&Ns 3
se9unslisauuvse iujUanulasesansidenlasun1ssuses

Verification of protocol deviation/violation

WSJ’]EJLa?JB']ﬂ']ﬁﬂ:IIﬂ'i i']EJﬂ'ﬁﬂ']'iLﬁ'ENL‘Uu mmug’jmw aAUse
(Subject’s ID) (Deviation) (Monitor) (Comments)
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AF 01-09

ABIZNTTUNTAILTIIUNTTI TUNYBE

U IMNYINALULATTITUIAANZIUBAN

518M15IATBNTUNMIATIATIUUTTETUANN

F1UNTATEUTUNTATINBEUUTTAUAMAN

=
D nsnssunely

O nsesradeunteusn | AvuaTud

1. UsetupuLodbasnunIulon b iunis
11951

ASURRYe /A unle:

2. ASI9@RULDNANSUTLIRAMENTIUNITY Ay
LNAITHNBNITSNYIANUAULAY
AN5A9UNY

ASURRYRU/Andeunle:

|
v a

3. avasunsiivuiiuenanslasinisiden
MALIUNTLAENAUAALAY

ASURRYe /A unle:

4. AFIVFDUAUASUDIUYDILALLDNANT
1AS9NN5ITY

ASURRYRU/ANdeunle:

5. N3gUUBYaTIADIAUDABAMYNITTUNIINTIV | HFURAYEY
\Beal
6. IWIBUTOYALALLENATHNY NIANENTIUNIS HIURNAYEY
AFINTYUT ADINT

= a oY Yo a
7. wisnanunwazaUnsaisedldlunisussyn | d5uiinveu
PR OIRIE
8. iwssanuUszInaarysEaua Y H3URAYRY
9. AMVUALALTANINENTTUNTT WMTATNeE | HSURAYeU
Wsalunsussyunsnsialey
10. a3UTIBNUNIATINTeULATNITUTUUTS H3URAYEU
WA LIUAINIIATINT L
11. 3uq T8y ASURAYEY
¥ Y|
Hnunu: Jun
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AF 01-10

ABIZNTTUNTAILTIIUNTTI TUNYBE

U IMNYINALULATTITUIAANZIUBAN

f19819AT99laN9NTSENNgNATAnwINTAUL s sTaaaz A UL Es U

EXAMPLES:

fegnaasasiionenisunndiazinuniiinnuidestios
NON-SIGNIFICANT RISK DEVICE STUDIES

Bio-stimulation Lasers for treatment of pain

Caries Removal Solution

Daily Wear Contact Lenses and Associated Cleaners and Solutions

Dental Filling Materials, Cushions or Pads made from traditional materials and designs
Denture Repair Kits and Re-aligners

Gynecologic Laparoscope and Accessories at power levels established prior to May

28, 1976 (excluding use in female sterilization)

Externally worn Monitor for Insulin Reactions

Jaundice Monitor for Infants

Magnetic Resonance Imaging (MRI) Devices within specified physical parameters
Menstrual Pads

Menstrual Tampons of “old” materials (used prior to May 28, 1976)
Non-implantable Male Reproductive Aids

Ob/Gyn Diagnostic Ultrasound (within specified parameters)

Transcutaneous Electric Nerve Stimulation (TENS) Devices for treatment of pain

Wound Dressings, excluding absorbable hemostatic devices and dressings
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ABIZNITUNTIIETIIUNTTIV TUNYWE

UAIMNYIAENAILLATTIBUIAANZIUBAN

A19819AT89aNNITENNINALANEINTANULFHBULAT AL IUN

feagnaasasiiamenisunndiazfnuiiianudssnn
SIGNIFICANT RISK DEVICE STUDIES

EXAMPLES:

General Medical Use

Catheters:

Cardiology — diagnostic, treatment, transluminal coronary angioplasty, intra-aortic
ballloon with control system

Gastroenterology and Urology — biliary and urologic

General Hospital — long-term percutaneous, implanted, subcutaneous and
intravascular

Neurology — cerebrovascular, occlusion balloon

Collagen Implant Material for use in ear, nose and throat, orthopedics and plastic
surgery

Lasers for use in Ob/Gyn, cardiology, gastro-enterology, urology, pulmonary,
ophthalmology and neurology

Tissue Adhesives for use in neurology, gastro-enterology, ophthalmology, gseneral and

plastic surgery, and cardiology

Anesthesiology

Respiratory Ventilators
Electro-anesthesia Apparatus
Gas Machines for Anesthesia or Analgesia

High Frequency Jet Ventilators greater than 150 BPM

Cardiovascular

Arterial Embolization Device
Artificial Heart, permanent implant and short term use

Cardiac Bypass Systems: oxygenator, cardiopulmonary blood pump, ventricular assist

devices

Cardiac Pacemaker/Pulse Generator: implantable, external transcutaneous,
antitachycardia, esophageal

Cardiovascular/Intravascular Filters
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ABIZNITUNTIIETIIUNTIV TUNYWE

UAIMNYIAENAILLATTIBUIAANZIUBAN

A19819AT89aNNITENNINALANEINTANULFHBULAT AL IUN

B Coronary Artery Retroperfusion System

B DC-Defibrillators

®  Implantable Cardioverters

®  Laser Coronary Angioplasty Device

®  Pacemaker Programmer

B Percutaneous Conduction Tissue Ablation Electrode
®  Replacement Heart Valve

B Vascular and Arterial Graft Prostheses
Dental

®  Endosseous Implant

Ear, Nose and Throat

®  Cochlear Implant

B Total Ossicular Prosthesis Replacement
®  Gastroenterology and Urology

®  Anastomosis Device

® Endoscope and/or Accessories

®  Extracorporeal Hyperthermia System

®  Extrocorporeal Photophersis System

®  Extracorporeal Shock-Wave Lithotriptor
" Kidney Perfusion System

®  Mechanical/Hydraulic Impotence and Incontinence Devices
®  Implantable Penile Prosthesis

B Peritoneal Shunt

General and Plastic Surgery

®  Absorbable Hemostatic Agents

®  Artificial Skin

®  Injectable Silicone

®  Implantable Prostheses: chin, nose, cheek, ear

B Sutures
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UAIMNYIAENAILLATTIBUIAANZIUBAN

A19819AT89aNNITENNINALANEINTANULFHBULAT AL IUN

General Hospital

®  Infusion Pumps: Implantable and closed-loop, depending on infused drug

B Implantable Vascular Access Devices

Neurology

®  Hydrocephalus Shunts
®  Implanted Intracerebral/Subcortical Stimulator
®  Implanted Intracranial Pressure Monitor

®  Impalnted Spinal Cord and Nerve Stimulators and Electrodes

Obstetrics and Gynecology

®  Cervical Dilator
B Chorionic Villus Sampling Catheter, phase Il (pregnancy continued to term)
®  Contraceptive Devices: tubal occlusion, cervical cap, diaphragm, intrauterine device

(IUD) and introducer, and sponge

Ophthalmics

®  Extended Wear Contacts Lens

® Intraocular Lens (investigations subject to 21 CFR 813)

® Eye Valve Implant

B Retinal Reattachment Systems: sulfur hexafluoride, silicone oil, tacks,

perfluoropropane

Orthopedics

®  Implantable Prostheses: ligament, tendon, hip, knee, finger
®  Bone Growth Stimulator

®  Calcium Tri-Phosphate/Hydroxyapatite Ceramics

B Xenografts

Radiology

®  Hyperthermia Systems and Applicators
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AF 02-10

AIZNIINNTITETTIUNTTIV Tunywe

WM gmAlulags1vienansIuaan

wuunasuUsziiulasesen1TITeiATasiiaunngdlagnssun1sEnuniy

Holasanis (ne)

1A59N73. .
(English)

VoNTIUNTE
Uszidiu

Dlst Dznd D3rd

v a [
pUsZIIUnan

O

Full board review

UszLhuNnaIsaun

A

B | NA | A= appropriate,
B= Inappropriate,
NA=Not applicable #u18A2U

lnedeanselifosd

AMENURAYDIIY

AN59N398LATINaLNNE Pl fag
1 GeP Training

A AULTEIVIGY

9 9

WiURIN1TRUTH GCP

Usziiulasanis (Protocol)

< v
ANULAU/VBLHAUDLLUS

1. @mﬁmmmu’%é’a (Research value / merit)

2. AUYNABIUAZIIVANAYDINUIRY
(Research validity)

2.1 vianmshaginang (Rationale)

2.2 N99BNWUULALSELTgUIDITY
(Appropriate design and Methodology)

2.3 YUANRUAIBENS (Sample size)

2.4 MITIATILUNNEDA (Statistical analysis)

3. NagARAN/Anaan (Inclusion/ exclusion

criteria)

3.1 hliweduindenst e fisTsy

(Assure fair selection)

3.2 @1U15098UAINNIY

(Answer research question)

3.3 \gnvasniunguide{Concem about risk group)

——
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UszrhuNnaIsan

NA

A= appropriate,

B= Inappropriate,

NA=Not applicable #u18A2U
FlsiReadesiolifed

Usliulasans (Protocol)

< v
AMULAU/VBLAUDLLUY

a.

ANVULFLS (GFGIADEAT oo )

5

Uselovd Uselevumolas. e, )

6.

ANULUIIZU (Vulnerability)

7.

WNN15SnwIANUaenny (Additional

safeguard)

7.1 MIfuenanatinsiiunzay (Appropriate

recruitment)

7.2 ASTUIUNISVDAIUDULDUDYNLNIND

(Adequate informed consent process)

7.3 finsSnwndufizensu (Acceptable

treatment available)

8.

JORNAINITEIRIDYYINTIN/TVDHNAINITNNIVY

N9AaNn (MTA/CTA (Material Transfer

Agreement/Clinical Trial Agreement)

9.

au9 (umsindiglawan, wuuduinteya)

(Advertising, CRF, etc.)

1m3093aunng (Medical Device)

NA

Y=Yes, N=No,
NA=Not applicable “#u18AIU
nlinedeanseliifod

Imported

1.1 Certificate from Thai FDA

1.2 Detailed Description of Medical Device

1.3 Certificate of Free Sale

Product of Thailand

2.1 Detailed Description of Medical Device

Invasiveness of the Device

3.1 Non-invasive

3.2 Invasive

Risk of the Device

4.1 Non-significant rick

4.2 Significant rick*

——
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wr3a9ilawnng (Medical Device)

NA

Y=Yes, N=No,
NA=Not applicable “#u18A214
Ilainendeevselifod

nslinnuduseulaeldsudeya diuusznauvaenans (ICH GCP

4.8.10)

< v
AIMUNU/VBLAUDLLUY

1. enastayamduay/eiuigdmiveaadasiidnsiunisive

1.1 FMUBL3099198YINNNSIVY

1.2 A ntaanladng

1.3 ffoanuszyinduauide

1.4 winnafeaadaslasudalmdisaly
1A359717338

1.5 nguszasAvedasanisiy

1.6 UIUBNEAIASTIINIUTATINNSIVY

1.7 35eiunsnaguUasedidnsuidy

1.8 svezhaieaadnsusiaraulzsodagly
1A59717338

1.9 wauselevtinanninasinluainnsidese
p1anadnslagnsaag/meUselevisoyuvu/din/
\inAN3lv

1.10 anudss anyluaune wiemnuly
d¥AIn N971NATULABNANENAT tun15nsauTuY
1A59NN5Ie

1.11 madennsenszuiun1ssnwau o lunsel
Aoranadmslunginlulasiniside

Uszliulasans (Protocol)

< v
AIMULNU/VBLAUDLLUY

1.12 NS MRUIALTEARAUNIG NISLABLIAN
Anuldazain luauie wazselanmdsly annn1si
218adASIUNTIWN5I8 IS IALazIa LA

1.13 MISIANNSSNYINYIUIANIDANTALEY LIl
AULAYVNYNIDOUNTIYTLANDINANTIVY

1.14 wnasiuyudde wazan1duinulunisyvinide

1.15 MFITENIeiugAmansazfodin1sveniIny
BuzanlazinsiiAUInw ey genetic

counseling

1.16 nsveLiufeefivaeannsise uas
srpznafiiuiionmsnafiufiuluowen wie
densAnelnlluewien  desdinsvernuduse
fioifiusetsiivde winsldsetsiuadios Hu

3a9lYAMENITUNITISUFTITUNITAUN
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Y N | NA | Y=Yes, N=No,
insesdiaunng (Medical Device) NA=Not applicable #u18a213
ladifgadeswsolifasdl

nslinnuduseulagldsudaya diuusznauvasienans (ICH GCP AU/ TDLEUBIUL
4.8.10)

1.17 yapakazyaneaulngdnm ianuise
Ansalanaan 24 Filus Tunstiienanainsiin
winnsalduliiaUseasa

1.18 wgaulnsAnsidinauanenssunig (nfinsufiaTlsidulunna
flnnsanaiesssum ity formatasanusadasie Joyaluena1svinuaning
nsdliifedensau $00FOULA (oo )

1.19 flonasdeyanatuimnzdmiuiinen (dnwnd1eq dmsuiiniiazdila
7129 1¢)

2. MUINFOLANANUNBULBULYN3IUN1SIAY (Consent form)

2.1 ey “ornadinsiidasefiazufias
wieneushanlasinsidedelafls Tnglifualac
onssnvmeuafinseeliunannsgu vide
godunauszlevidle 97

2.2 YAUANTSNYIANAUTBITaYaLNEITY
RAGAGEGE

23 AMUMINEANYRIN1TANLlAg 1Tl
n9deuay/vMIe dunulagvaumengvung

2.4 ANUMLNZANYDINITHAAIALEULDUYD

Y v 1

FLN9IUN IV a1 NS0 UwazTsule

Y

2.5 AVIUWMNIZANYDINITVS assent Lay
38 (Wney 7-18 1)

mssnaula: Ussunnanudes/uselewd (Decision: Risk/Benefit Category)

v
a

L1 ns3fefifendestuanudsaiisadniies (Research involving not greater than minimal risk.)

[ msaseiifsadesiuamudssnnninuniuslinansdslselosinooaiadasinenssdusuing (Research
involving greater than minimal risk but presenting the prospect of direct benefit to the individual

subjects)

aw o a Y o = | a 'Y = 61 o =)
L] msddemiedesiuaudsannniuniuaglilduansdesslovidonaainslaonsduounn uad
anudululdnagihanufitestuseswrnuialsninsenzvedsaveseraradasiuldiuiiisaudugle
(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)

[] nTelideegniananunsangauldaadenianasdila, Jesiu vie ussimgymieusaninansenu
GiE]Ej“Uﬂ’I‘W %39 afaamwm’lmﬂuagjﬁasuauﬁﬂ (Research not otherwise approvable which presents an
opportunity to understand, prevent, or alleviate a serious problem affecting the health or

welfare of children)
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Us23iulasanis (Protocol)

< v
ANULAU/VDLEUDLLUL

a v dAa o = A Ve cs' 1% 9 = o aa
[l mm%wusEJwuwmmiawqﬁ]ﬁlmﬂama‘m%Lsuﬂ,ﬁ], Uoaiu wiso st Ugnmsensend
1 = U a < Tala =3 . .
NANTENUADEUNIN 1130 dIaANINAINNLUURYNATDINN (Research not otherwise approvable which

presents an opportunity to understand, prevent, or alleviate a serious problem affecting  the

health or welfare of children)

ayunan1s | [ 1 Susedaglidowdly d937897UAUAIUN
N213841 2 Susewmdaudlouds [ wn 3 iileu

[ 3 wAlowdrdufansanlng L1 n 6 o

[ 4 Taiduses [ duaaniside violAu 1 T
AVIMTUGITY oo

——
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AF 03-10

AIZNTINNTITETTIUNTTIV Tuuywe

WM gmAlulags1vienansIuaan

wuunasuusiiulasesnnisideiniasliounndlaedide (Self-Assessment Form)

VLAY y
¥alpsainis (ne)
1A59N73. .
(English)
YauIenaNn
[t}
NA | A= appropriate,
o B= Inappropriate,
UszLAunnasan SR

NA=Not applicable #u18A214791
Tifeadeswnselidad

AMENURAYDIIY

AN5MN38LATDNaUNNE Pl Aagdl
GCP Training

A AULTEIVIGY

9 9

WiURIN1TBUTH GCP

Uszliulasanis (Protocol)

< v
AIMULNU/VDLAUDLLUY

1. @mﬁwawmﬁ%’a (Research value / merit)

2. AUYNABIUAZIIVANATDUIY (Research
validity)

2.1 vianmsuaginana (Rationale)

2.2 NI9RNULUULArTELUBUITINY Appropriate
design and Methodology)

2.3 YUIANANAIBENN (Sample size)

2.4 MITIATILUNNEDA (Statistical analysis)

3. NgRAN/Anean (Inclusion/ exclusion

criteria)

3.1 ihliweduindonsg nefisTsy

(Assure fair selection)

3.2 @U1500UAIINITY (Answer research

question)

3.3 nedesiunguidss (Concern about risk
group)

4. AMILAYS GHUIRDIAT oo )

5. Uselevud (UsE et Usol@S. e, )

6. AMUUITIEUN (Vulnerability)
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UsehuNnIsan

NA

A= appropriate,

B= Inappropriate,

NA=Not applicable #u18A211791
Liieadeviselidad

7. WuN1ssSnwANUaenny (Additional

safeguard)

7.1 nssuaanaslAsNnzay (Appropriate

recruitment)

7.2 ATEUIUNSVOANNEUL DD LNEIND

(Adequate informed consent process)

7.3 fnmsshwnduiisensu (Acceptable

treatment available)

8. UPNNAINITAIAIBYINTININ/VONNAINITIINITY

N9AaNn (MTA/CTA (Material Transfer

Agreement/Clinical Trial Agreement)

9. du9 (Wunsinthelawan, wuutuiindeya
(Advertising, CRF, etc.)

yr5a9iiannng (Medical Device)

NA

Y=Yes, N=No,
NA=Not applicable #u18A21171
Tiineadoeniolifad

1. Imported

1.1 Certificate from Thai FDA

1.2 Detailed Description of Medical
Device

1.3 Certificate of Free Sale

2. Product of Thailand

2.1 Detailed Description of Medical

Device

3. Invasiveness of the Device

3.1 Non-invasive

3.2 Invasive

4. Risk of the Device

4.1 Non-significant rick

4.2 Significant rick*

——
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yr5a9iiannng (Medical Device)

NA

Y=Yes, N=No,
NA=Not applicable #i18AU
Tlsinendeevselifod

nslinnudusaulaelisudaya dauusznauvadianans

(ICH GCP 4.8.10)

< v
AMUAU/UVBLHUDLLUY

1. enastayamduay/eiuigdmiveaadasiidisiunisive

1.1 FMUBL3099198YINNNSIVY

1.2 A ntaanladng

1.3 fideanuszyindunuide

1.4 wiawanioanadiaslasuls ity
1A359717338

1.5 nguszasAvedasanisiy

1.6 UIUBNEAIASTIINIUTATINNSIVY

1.7 35eiunsnaguUadedidns iy

1.8 sweznamoaalinsusazaulsieeyly
1A59717338

1.9 wauszleviA1ndnasiinduainnsidese
p1anadnslaunsakay /vieusslovilseyuy / day
/ \inAu3lvg

1.10 anudss anyluaune wiemnuly
d¥AIn N971ANATULADIANENAT tunN5in5uTuY
1A59NN5Ie

1.11 yadenuionszuiunssnedus lunsal
Aoranadmslunginlulasiniside

1.12 ASMIRUIAEAMAUNIG NNSLEEAN
anuldazan luaute wazswlaideld a1nn1sh
NAAIATUITIUNNTIVY ADNNTMARALLIANTALA

1.13 ASANISSN®INYIUNIaVSA1YAE LD
TANUALINE I DD UATIETLANIINNTINE

1.14 wnaaRuyuide wazan1dunslunism

39

1.15 N1539eneiugAansaze aiinsuonIy
Busenwazinsliduinuifestu genetic
counseling

1.16 nsveriuietsfiumdeannisiay uas
srpznafiiuiionmsnaiiufiuluowen wie
donsanulmiluouen Fesdinsvenudugey
ioifiusetsiimde winnsle shegratiuasdos du
Sosdliauenssunisasusssuiiansan
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yr5a9iiannng (Medical Device)

Y | N | N [Y=Yes, N=No,
A | NA=Not applicable #u18A21171
e doevsalidasd

nslinnuduseulagldsudeya diuusznauves
(ICH GCP 4.8.10)

L2NEI ﬂ?ﬂﬁJLﬁN/‘l’JIE]Lﬂ‘IJE)LLUS

117 ypmakasnineavlnsfng fig1unsn
Andialanaen 24 Falus Tunsalienanadinsiin
winnsalduliiaUseasa

1.18 UNULAYINTANNETNIUAENTTUANS
NINFUNDIYTITUNITINY N1EANFNATEIUITORAMD
LT DSaNS U

(mndinsuuRnlidulunudeyalu
LONATVINUAINNTDS DS HULAT

1.19 flenanstoyasaiuimnzdmsuin
9147-12 U

(gn1endnes dusuianiiazidnlale)

2. MINFOLANAAUNBULBUYN3IUN1SIAY (Consent form)

2.1 fenrw “ormnadinsiidasefiazufias
vionoumanlasimAdadleladls Taglidna
Taq sions¥nvmeuafimsaglisunuannsgu
visagadunayselovile 97

2.2 YAUANTINYIANAUTDITBYALNEITY
RAGAGEGE

23 ANUMNNEANYRIN TN LRI
N9398 way/vive Junulagyeusiengning

2.4 AINUINEALYDINITHARNIANLE UL DL
YoM TIREN llansas s leule

2.5 AILANZALYDINITVS assent WAZAT
aauy (ineng 7-18 U)

mssnaula: Ussunnanudes/uselewd (Decision: Risk/Benefit Category)

v
a

L1 ns3fefifendestuanudsaiisadniies (Research involving not greater than minimal risk.)

av A a v (Y = ! a v v =2 ¢ 1 o/
D ﬂ?i']ﬁ]EJ‘VlLﬂEJ’]‘?J@\‘iﬂ‘Uﬂ’J’]llLﬁENZLI'mﬂ'l'TlJﬂV’]LLGIVLG]LL?WNﬂﬁﬂiﬂﬂﬂum@@ﬂﬁﬂﬁuﬂﬂﬂEJV’]NIHE]‘U"I?W] (Research

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

subjects)

aw o a Y o = i a v v ¢ ¢ 1 o 1
L] nmsAdeiiieadostumudsannninuniuasldliwandeusslomiseoraadasinensidduouian ud
anudululdnagihanufitestuseswrnuialsninsenzvedsaveseraradasiuldiuiiisaudugle

(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)

[] nTelideegniananunsangauldaadenianasdila, Jesiu vie ussimgymieusaninansenu
GiE]Ej“Uﬂ’I‘W %39 afaamwm’lmﬂuagjﬁa“uauﬁﬂ (Research not otherwise approvable which presents an

opportunity to understand, prevent, or alleviate a serious problem affecting the health or

welfare of children)
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