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1.1 ananduan

MsdefiAedesfuiyudindudmunsaiisesdannuiive
anwanduaininimsunnddmivsnvvsetesiulsa visenagns
Tunstesiulsa andnsnisthe/me wazifloldiuainanunmdin
ynfinsaniauinisyean Aideasdiuli dnsfmunngdetiud
dananntusnudilunTieiRedostumed fififeatnemuiia
TuSesrnuaenfsvesiiniunside uaiielildnanisinuideni]
arunidetio nalnvaidugnesnuutaileundesidiiuniside
Ty neenauaaTuRdIiuNuNTIdY

UszinelnglFinsvhnsidensedtinuvanenmssy Liteiay
POUANDIREAINFBINITVNINITUNNELA AU Tl s fuTan
uayseUoIu uazdiliTidusulumsfiny Ao maae smaedtingesiy
unAfonanuartunsnSousuay iadulmie whredunnajos
anafeafunsThmAidemneeatin Fehunlifueguén Tneamnsuuims
MnilssgmanasuiusfurRidetermuaiugumanada
domstunsleunduinsifoliluuyud (ntemational Conference
on Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use — ICH) Foiuuamsufiansidenma
AATNTiA (Guideline for Good Clinical Practice — ICH GCP) usueuzi)
FalaifiuumeaUftRuiend fadu ulevisuiminaziumnajon
mfﬁalumwﬁ atiu w.A2558 (National Policy and Guidelines for Human
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Research 2015) i iadldsumaiannduantaediinnunasgumside
Tuau (Office for Human Subject Research Standards — OHSRS) %ﬂag
eledtinnuanenIsunITIRewRF (National Research Council
of Thailand — NRCT ¥5® 3%.) ngUsvaeAvanvosleuewiipay
wuvneUfiRtiRe Weunilasdvs mnudaanfouazauuogiiives

ANTUN9Id TIutlan1ss1seRuwiunSe Weleld wavAuATUNIY

aUUsINFIveNa LU sluUsemea

Y

lunsimuaulevighaguuin U iad msunsidelunyed

fandm agvhanfusisilasditinnunnznssinSHToued (1)
Igvhmsfissanmumulazidnienasiieideuas duiivensu
dusgiutnunnBnnvatewias fMeehau ICH - GCP aspn1sawdiolan
(WHO) wagan1Uugua1nuianfvesuseinaanigatusni (NIH)
sUsgnoumsigiawl Ssfuatiusinarilfgninauslitulssseu
iideuasiiidnlddudevansui deiausuusiiietosdldanns
Bnwmrednanlinnniduilumsufiflussanihenouiiagi
el innuanenssInTIowiend (v Usemeld wameufiRil
wdulsrleniieynihefifdufetosimmmsuasmedanlunsfinm
WoiiAurtoatuuyed ell sAdeildsunuaivayuanisuralneasdos
fiunsneldnsevuleueuazuumeufifatiul
1.2 Unydange
AIDS Acquired Immune Deficiency Syndrome

Tsalendvizendueinsgiifuiudion
CAB Community Advisory Board

AN TIUMSTIUS N
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CAPA Corrective Action and Preventive Action Plan
ununseEdunsuAlulagmiun ety

@ Conflicts of Interest Committee
AuznTIIMIgUAEeWalstlevliudeu

CIOMS  Council for International Organizations of Medical Sciences
AN19IANITANNAAINGIPNANTNITLINNE

CMC Chemistry Manufacturing Control
miﬂ’m@umim?ﬂmmqmﬁ

COl Conflicts of Interest
naUszloviviutounsonauselovitnniu

CRF Case Report Form
LLUU‘JWEJWLJ%’@;@mﬁ%’EJ

CRO Contract Research Organisation
QeANSTSUIMTonudoyan

DHHS US Department of Health and Human Services
NILNTNANTITUGVVDIANTFBLIEM

DNA Deoxyribonucleic acid
ninfandlslu-tanasn

EC Ethics Committee
AMENITUNITITETITY

EMA European Medicines Agency
aaAnsenannmelsy

FDA Food and Drug Administration
AUINNUANZNITUNITOINTUALE

GCP Good Clinical Practice
MeUFTRNATmenatingi
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GMP

HIV

HM

ICH

ICTRP

IDMC

IEC

IRB

LAR

Good Manufacturing Practices

MsUFTRNSHERTIR

Human Immunodeficiency Virus
diolh¥aivinlgiuiuunmdos

Herbal Medicine

gnayulng

Investigator’s Brochure

RGPl AGIRRI

International Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals for
Human Use
wmaivszguanasimiusEfuuAideteimun
fugrumanafadiomstunsdeundriumidolilung
International Clinical Trials Registry Platform
sruumstunsdeunTemanaiinssuinesuine
Independent Data Monitoring Committee
ANENIIUMIMAUgUaTaYADaTY

Investigational Product

wAn STl 3se

Independent Ethics Committee
ANYNTTUNITHINTUNDITITUDATY

Institutional Review Board
AENTIUNTHINTUINTIWUTEE T

Legally Authorised Representative
HWIUALNY VLN EVTERLNULAY YR USTTY
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NIH

NRCT

OHRP

OHSRS

OPRR

ORI

Pl

QA

QMS

RAC

REC

RNA

US National Institutes of Health

A UUEUNNLIIRVBIENSTRLIENT

National Research Council of Thailand
AUNNUALIZNITUNTITULIYA

US Office for Human Research Protections
dtnnuunlemyidelunudvesansgonisn
Office for Human Subject Research Standards
dlinaunnsgunsideluauy

US Office for Protection from Research Risks
dthaulieatfunnudeaanmsidevesanizouini
US Office of Research Integrity
dthauhifuguarugndesauysallasdedielfuesnside
VRNGVRRIME

Principal Investigator

FRYevan

Quiality Assurance

nsUsEiuAMAW

Quality Management System
SEUUNNTINNITARNN

Recombinant DNA Advisory Committee

AN TIINMSTIUINWPuUgnTsY

Research Ethics Committee
ANIYNITUNITIIUTIIUNITIVY

Ribonucleic acid

nsalslutandan
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RTG Royal Thai Government
Sgualne

SC Stem Cell
ARRUNLTA

SCOC Stem Cell Oversight Committee
AznssUNsMugansifiwadsuiie

SOP Standard Operating Procedures
TAUIUNTUINTFIU

TCTR Thai Clinical Trials Registry
nsasmzilaunTenieatinvedlne

™ Traditional Medicine
NI ELALLUTIY

WHO World Health Organization
psRNsauselan
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i a o 1A v 4 A A v

ANAIYBIN1TITERENAIUYNADIFUYTILAT TN B LAVDY
HANI5AN®YY MTRLAMENE B9S85 TUYIN TRt TUN YL PO
nsasunudrdedianludiunisiauliinaiiuianunlasu
Weenans warmaauasguazlulyedmen s sauAGUANTIRTY
mnnsenyITedidmvnunnsadluiianssuumsmiunisiidmal

= = = I ) [P I Y1 & o a
Han1sANwliaudwetetesamseliliiay Axdaladnunisaiiu
NETIATTEETIUMENISIEAUNNEY visenaliinAullasain
AUIBINNITHITIMIANYIIRY MTINVIAANUYNABIRIUMENNIT
mamemanstednlunsiidunsiiandnasesssu smeldunmsneli

a A ' sal AN VY o Ay Y Y wmw
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wardesnnususng lutenansveyaivnsiitesne

nsjaaneveIunil e Msdauedeyaiugiunedfiuguwuy
NMyIdemameImans mallansviideusessgadnideldniiunig
wazrdofinnTanneasesssuuislsemsiinedesiusuuuuuasinaiialy

AsALHUNSANYIMAT
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2.2 sulsudsIvpunsssnnvamsanen lunyud

AN “998”7 MNEDe NANTSUNNSALDUNNSNRBNLUULL NS
vseatiuayulAinedauinansathluldlaluinms

msIsenTaswmans (Biomedical Research) visefiFeuniiu
w9 153N NNITUNNE (Medical Research) B1e19asdiun1side
Fimenaansugiu (Basic Research) MededmivenmaniUssens
(Applied Research) ‘vﬁaﬂWi%ﬁaﬁLLUamaiﬂg'imiﬂﬁiﬁﬁﬁﬂ (Translational
Research) Insfin1s3fedendniifunisadrevdeatvayuliin
Wannsvesesdanusluavmensunmg

wenNl ez lvanizveslymaunmlinesu n1539e
o s . . = & sl Y]
N NaNANAIaNT (Social Science Research) SUUAERIVINYINUFIAL
warAMUANTUSIEIYARaes Tudiny fenvvsgninuUssendldiv
nsAnwSesgunnluyedie
2.2.1 NMFRENNYINVAEAS

nsAnEIEMsTInYmans onasuunladu 2 Ussianlnes
A9 NITANYIIBITIMARDY (Experimental Studies) wagn13fneIdeY
199N (Observational Studies)

1) msfrvudameaes \Junstnwiiideulusieg Tunsne
oimelinsmunslnensaesiiniiunside luvaedinisinwndeduns
umsfnwmaszuieinen Epidemiological Study) #laifinisrimue
Yadeflazunsnues (Intervention) niatlidefisiosnisas@nunaass
namfe Wumsanwivdeslmiuluesusssund nefinswaeustas
Adntulusnvaniliaulaasfinen ervesduiusiudnvaraug
nsAnw@edunmtenaasenlanes 1 “Tunrsanvmuullenmsine
Wanmaay (Non-experimental Study)”
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Tngiluud TunsAnwidmeaassfitriuniduaslazunis
Fadonlilaudledeiiaz@nu (16un Regimen 3o Intervention)
auusun st mualy Tnsfinadwsiinannslauiiadonagfnm
lungunaaes (Experimental Group) 5%QﬂﬁwmLU’%&ULﬁauﬁUNaé’wé
finlslunguisuiiiursenguaiuay (Comparison/Control Group)
Gelailésutiatefnudu dufenduiusuifisuasusznoudieddniu
ns3deazthuUseufisuunguiiildsutladeqidesnisasdne
\WioTivzanenf (Bias) wazsawusniu (Confounding Variables) fienadana
sonadnsueInside Fieglungunaasuaznduiuisuifioy msay
ﬁé’wmzﬁugm%uq Tmumailons fu snduusnslisunielilt
tafeidosmsnvidieuiiou msaneaffindnieuiiagylagnis
duinuunyaradingunaasssangualuaulilasunselilasulade
fagAnuiufomaianisduaalonianuinandu By Chance)
namfe fiihiumsideilemanenvezgnideniinaulandumisiléud
uinan1sdudonazeenutegidls nssurumstidoninunisduiden
Wnnguegesimanead (Randomisation %158 Random Allocation)

nsAneITen1aAddn (Clinical Trial) @ulugifunsfinu@mnans

ynifidelionamunasldedafumlumsiiiiunsnwidmeaes
Tiesunisduduunidingy waz/vse nsmuupdiunaIeINg
esuvdelallasutladeiasne eeBonindunsvuvuimeass
(Quasi-experimental Study) usnanniigaenafisluuuvesnisfiniid
MsduIUNUINGUBNANEIULUY MBegaty JULUUASANILUY
duidenysenauiun1sTwunuIsinuazd Ny sedngusInely
(Randomised Block Design) JUkUUMSdiINGUIBEaUNAETEAU
i (Factorial Design) JUuuUnSANTEiNTInnadnsnoutasvdsnis
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Iesuviseldlasutadu@nu (Before-After Design) SULUUNSANWILUY
ln¥adunau (Cross-over Design) Liusfu viiiituagifudnuidy
Tunsalfiifsedliumnadng (Observers) uag/sfe fidnsumsidoies
linswinlasedlungule awdendt nsdnwdwdunisdrwuuy
Untlanga (Blinding w38 Masking) Insjimsnenanvyesnisunlangy
filoaneaflumsussliudmadndvossidy nszvunsunlangy
fio1vazfunsunliauuumaiior (Single-blinded) e fuseiiu
nadnsusemgdnsundelimsungunsaidunisunUawuuasanig
(Double-blinded) #o HeEfszifiuAmadniuazgiiriunsidelangy
nauvseoIadun1sunUawuuaiuna (Triple-blinded) Ao uonaIN
goangulinsiuud TunsimseideyandsunUnngduse

2) nsAnwdsdunn oradunisdnvmvudoululvedn
(Retrospective) saen1sauAuaIndeyandaiulina (wu ghvny/
usudng Yszileu Yeyan1sfny ¥IeN1IINNIU M18)

n1s@nwudsdanadsorandunisdnyiuvuidulydrend
(Prospective) fhemaihfaaumainmanisainadns Fuintuly
AMendsannisiuunuszianvesnguiifideaulaszAnwidnnu
TaofiRdelilfdugidnludanslrlasuvdoliilssutiadednulag §ide
desuiivrusdeyamummmsaifiatusiii

fegegULuureINsAnydsdsnamulagnily laun

msinwmvulagess (Cohort study) WunsAnuitinguees
vosUszns Ssannsnsyldhidunduuuilalutihgiu viaibuindu
ofin vi3e anidunduuuilaluowan Tnefidunguienaazduianielsl
duita iedualuseusneg fu fuledodesdomonansledades

MR fiannfg s duledeniidvinasenainlsarenadnsaun
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Twewan (Bendunmsinvuuulpsesaiiauluinamih-Prospective
Cohort Study %38 Concurrent Prospective Study) N1sAN®ILUU
TrsoSmuuuitinaseddszazammafnunumasilsssnsfnunllug)
widaiin1s@nwuuulaseindnuuunilsiionaFuainedn (Fenii
Ju Retrospective Cohort Study 38 Non-concurrent Prospective
Studly 138 Historical Cohort Study) Baflumsinunandeyaiiiegudn
Fenfugunmvdedadedug faulauasfetu a fasnamidueds
Falddamanieiosmngnsiinannnsainadndludegiuvielusuian
Tungussansfidesnisfing

msinwuuAa-reulnsa (Case-Control Study) \Jun1sanw
N193TVININEIvRINguyAnaiilsafiauls (MFefulsnadnsaun)
uUSsuiisuunguauaTiiingan (U1eiiFendnguiUisuliioy
- Comparison ¥3onguensds - Reference) Fsusznaumenguynna
fsmanlsaiaulansinw lngasiusuiisulsyialueinsening
aosnguinanuasduiaviondyfuledodesiadeinazunnseiu
sewienguiinlu “lsn” (Case) Aunguifiilaiiiilsaviondy “muau”
(Control)

NISANYIUUNIAFAYIN (Cross-sectional Studly ¥39 Prevalence
Study) \Junmsfinwmenuduiusseninanisialsn (Sednuurdug
fiRetesfuguam) Ausuusdug Mauladeoraszusngeglungy
Ussnnsanmnelurisnaemediifidvaulassfinu

wiinnsduidenidinguesislifienfiaz fuisnnsidesldiu
TumssiiunAifodmeassmsadtn uslunsdnwililinsmaass
iy msfinwuuilasesn viie wuuna-neulnsa ioUsuidiunadwsves
mslfewvidegunsaituln Atnfeldindufivonsulsislusminemans
UAYIIYEITU
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1 1 . < ad 1 A
MIguIvUenngu (Cluster Sampling) \WWisn13duLaaNYAAA
PnUsENITaeyinsfiny lnedenfissiunguaudusienguunnnd
[d a v ' A 1 1
uiluseyama nguniuamnssuiunisduiionennguengg (Cluster)

fapsdawdninaninisguioniuulaifiens (Random Sampling)

a v o/ 4 a 1 -
222 mi'aawwmmﬂumamuazwqmssumamﬂuwm

NYIMNUNTAUAFUNN

AaddeluiTesvesnisguagunineaiisesladeniedeny
4 d' % [ < d' [ = £ d' a
WNunAeTed wazdieallulEeaesnsinnisvsenisusullasungingsy
YosyAna Aeludsaumans Jeensazdnundiunumlunisneulsziiu
° aAv A 2 A a v a @
ManUIeNaINany Uselauinnaluainnisivenneatingeansnae
ANUEBTAgAnTuiugi1 Sun I lunesderuaansiienaaslily
119319018 (Physiological Impact) winusidudssiiuiigidenises
o o = W 44 A A a X o vy o Ao a
Adsdsdunsensenadeenrvsiinvuiugiiniunsidelundala
(Psychological Impact) #senedeau (Social Harm) nseAulilazain
@u1e (Inconvenience) nsanwuszanillufigaudronaiuuselou
AofAuNINIng wiveiivsglevilaensadosunnsiesifiinFunside
' I <A v Aaady ¥ o Ao vy Ao |
aglsfimundeladndulenmanangiinunisidulalideyaniinae
Nansalinemtotingaudiuinnnla
a o [ [ I3 ::i I3 [ @
sULUUYRINIdEMdaNmans 0199ziluwuundumsdniu
Toyavt3uay (Quantitative) elayaidammunm (Qualitative) Al
Tuegiulseinumniide nsdunmuainudeyalunumsudnueans
9199z dun1sLiun1shuUilATIas N Ta UL ARLAZ IR AT UAIDNL
YA (Structured) N9AlASIASI9NTOUBLIAA (Semi-structured) %58

wuudMwalanganenzEed (In-depth) Ale
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1) 175390 T9U5a784 (Quantitative Research) \Uun1s@inw
Usngmsaimsdeny Inenslimatianieeda adinaans nsievdoua
ndudan viiewalian1sAuin wInINTITevatsuudldsuuuy

NMTINETAANEARINUITNNTINNT AN SALANAIUILAD

nsdunvaluyvilaseairemaiusaou (visnsadendn
NsAUA AL ULTNINSEIY ~ Standardised Interview %3BNISANYA
dslneiideluiasdioniiiung — Researcher Administered Survey)
HunsidiuhlulunmsfinuiBedhsnn gasimmnevesnsiiiunisae
mavilullathnmsfunvalutazaduindulumugdudonluuun
Py Tusagiinisdumuciuuuilassaedaauiiiyavesdani
Mvualiagesanuuaszliseulviinisuanuaesntd nsaunIvaliuy
Aallasaase (Semi-structured Interview) axitanhaninlagyeslil
UspidunruAelual unsndoutusluvmesiiunisdunival fadu
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