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NV suUEU TR ULAEMLINUBIU SUVARABATULLNATNG

NaNITu5I3UN15398TuAuNIlY n1sviddeluaunlsandn
usTsunsiNendundnananazlindnaiusssuiiugiu wie
Belmont Report flawsinflsdunaniniusiadesssunmsidsluau
o ] < o - J
lusgdvaina wiausadluldidundneiosssuiugiulunis
- v « - v ' ala - &
WemaBsmansuasnginssumanslaogiedioe elviula
v v o aw ' av o
laddinsfAuasasatalinslunisidvetiununzan n153de9
[ o - X v o | SO
Wulumundnaiesssunugiu Usznausmewan 3 Usenas laun

1. wdnAanumswluyaea (Respect for person)
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wuamsuUandnaiesssude 1
winauaswluyana (Respect for person)

WuINIUHUR

wananuiAnInluyAna Ao mswnswludnaiananduuyed
(Respect for human dignity) Fadundnd Ay uesaiesssuns
vaseluay nénfiduiugiuveuamau iR laun

11 wrsnlunisveartudusenlaelidoyantin
asutunarlvioranadasdndulesgedasy U51A91NN1TUNY
Yadu vielvaudnesaeta (Respect for free and informed
consent wag Respect to autonomy of decision making)

1.2 ianswluapsuudiushvesenanailns (Respect
for privacy)

AUVINEUBA privacy ABFIYAAA (person) Ay
dui Ansdauynaa noAnssudIum woAnssuunla N3
wsnluanudiudiudiveseranaing vilpednaniuilunisve
AuBuLBNkALNITNUIEIANTI919NY mslifithessyde
AATN Wy “AalinlsAend” “Adtinanandn”

1.3 nswlumafiuinnauduresfayadiudaves
p1anasias (Respect for confidentiality)

AuMnEYes Confidentiality Aedoya (data) 1Uu
3Enn3inwmnnduvesieyadiuivesermalpsiaiidednin
Foyauwaniu ldur wuuduiinfeya (case report form) TuBuwey
(consent form) msvufindsavenTw (tape, video and photo)
ymsmsdneneudu wu Meva iivlugiinguaden (locked
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cabinet) \fiulupauiimes (computer) 7iflsvianinu (password)

Yoyadmalusuilddidnmsoilnd (e-mail) finavilvidusvia
(encrypted)

1.4 wrsnluaudugseusios Wigun (Respect for
vulnerable persons)

AMANLILYDY fBudpy (WIrrune Aoyanaiill
anunsaundesiiedldegradud ldamnsavihaudilafy
Foyaeafumsidenlasu liaunsadndulaldlnedasy wwu §
ffiauunnismaddgginientedn fUaelsaiend
(HIV/ADS)  dUauwunad (comatose)  gUr8fin1s
(handicapped) Wninw (prisoners) wniseu ddn dnfnwn
(students)  vM1T (soldiers)  nguAuTiindsguratiey
(marginalized people) LU fanew (immigrants) YungueY
(ethnic minority) nautDBAUUMIINA MIBnguinTINA
(homosexuality) nguls1zuInedanu (socially vulnerable)
iy liun1smname (sex  workers)  ERngania (drug
addicts or drug user)

CIOMS Guideline 13 uax 14 svuiﬁmsv‘iﬁﬁ'a'lunfiuﬁ
maaumqnaaumi (Justification) mawaaqmmuazumawu
yosfjunufiveusnenguane wazfinisveeyg Iy Aragiuy
msvnadeludin llanmsihnsAnuluaniudsadndind
pniy eraradasianimirerldiulsslonilanense vie
nansivsasdaUselonisenguiindmiiaudy q wazoylanli
fauardnluanudoadndninduglienduse v soq
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“
- - W A J -~
wumsesTsuNM P luauwasiifeadasivay 8




mribernduseilaeldiutioyn Wunszumums (nformed Consent

process) Suduannisiasensausn (inital  contact) WA
' J a v v
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aaAUsENaY (elements) laun

e Information Witeyaswaziden dalau asuau 19
awndladne laillavs deuisu

e Comprehension Q’%’Uﬁagaﬁmwmﬁw’hatjwadamﬁ
Q’ﬂammﬁuuauﬁaamwaaumwL%T'\'lwméﬁ'lﬁ%’m%m'lﬁﬁw
sudusanadaslumsivy

e Voluntariness saaulelaudaszlunisidnsinnis
3¥uvidenaufieananmsive Tgusimannsyuedy (free of
coercion) M3¥NYaAuvg (undue inducement) LATLIINANY
(unjustifiable pressure)

¢ v Q v o/ v

(informed
- o v v [V
consent form %38 ICF) fauysaifessznauniy 2 dau laun

1) tanmi‘ﬁ'a:‘;aﬁ'\a%muﬁw%’uQLiwiduL{Jummaﬁ'ﬂi
lun¥3de (participant information sheet)
2) enasuansmLBugEmTINY (consent form)
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(participant information sheet)
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CIOMS Guideline 5 svyfayafisniuluenansdeyas
(essential information) laun
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Algae

10, Audiuyme Adanan uavaubiavenn lalaune (673)

11. plddrefienanadnsiodnoies (@i wavAlidne
e/ datuayumviduiuliavey

12 msdhfuduaranataslumside N3DN150BUM
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15. yarafienanasezndauaz fundamg
16. mcquaﬁa'mnaummaﬁmaanmnmﬁé’u
17, szeznaiionanadasidnianlunmside
18. IuuDIAalAs
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CIOMS Guideline 4 seyingidelimavinidelaglilasy
informed consent AN@AANAT vniuIIlAFUMIRIITAUN
ayilR/3uT04 (approval) 3NANE YNITUNITIILFITUMTIVBUAL
mswauuummtﬁudumu “arandpaios (minimal  risk)”
msveauburen Wannsavhlilunjud Wunnzgnidu
(emergency, impractical or |mp055|ble) ANIENTINNTITETINY
mawmsm‘lwvnnwauamqmwsamwuﬂ 2190YR VY30
Tauduwanlnenisinile (consent by action) LU N1SMBY

U - o va o -
wuasumalnengumdendnfivns fnonanda fioauumame
Agnaaidanane

LY ] = . . .
wagmoe1anaianw (biological specimens)

AN5MY medical records way biological specimens
nmsluinIsien s §1vAIN W.3.U. qUATINULIYIR
1A 9 Fefpsverubusen uilunsujiRensvesniiunis
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o mteuarmoumomiidaun

® M3398 minimal risk

o Lifinmsanaufindvivieustlomivewne
e Susavinarinwanuduuaranuludium
@

msveanuBusaliannsavilalum iR

o myiduludUheiliannsaliarudusenld wu il
Jymaseneuariale 1wy wunaRlai§Anda 1u
Tsadnum nadidasildfdadoaniizmanisuay
Inloduidudnenzvasuszuinsitosldluniside
Tuamumsalisuduwdesvermiusonanguny
Tnvousmungming

o dlufigunulasyaumsnguuie wazn1s3velil
annsnseld (delay) Tivinsdnwlalaglasunis
ayalR9InANENITUNITATESTTUY Uazlivenu
SuvauangUae visfunulagyaudiungvuiy
Tuvtuiaiviale

o Adummeneumnguuszrnsfifluualiiineiin
AM (condition) #3Tudean1sAnw ududqdn
$mmeide veruBusendrmiiluvariifiavey
Tuanmeitanunsolraidugenls
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o Audnfienaiintuainnmsiidimadey vse
intervention  war3Sn153TLITADIIMANAANADS
(justified)

® fineny 7 - M1 18 U Wive assent “Mmiseaumi”

e inoy 7 - 12U Wifllenansteyaatuiitwdmiv
winfiezidlale erefigunmuszneudiedue

e Diffunasesasumilu assent form yauanaae

o inogAu 12 - A 18 Y Wildienansieyanil
Foruwileuatudmiugunasesla laousuassw
wnilviaenades

o msimunoigauAnierly assent e1aUANANAAY
Tuwsiazaniu snduidmsimualilungvang

v —
HuanuBusey
o FassvinsziadufiimumnunnddugguagUosn
unmgsdgiinsmmside waegglasensliany
Bugenmumunsila vismilaugnuAy
e {18 informed consent mulugilatuneuTIaY
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(additional )

o suwiwiumdudelinswdsuwaslen fexd
nasansfadulavesonanatasluniseglunsie
yionsutoenannmside wu Ideyalvmiifudy
msmsueEnRsty InswAsuwadiside 1an

wuameufjuRvanaiesssude 2
wanauuszlend linadunsne (Beneficence)

WUINUHUR

1) Sumsresasene (Physical harm) saufianside
Temafieslasumunnsgu

2) dumsrerednla (Psychological harm)

3) fuATILADANIULNIIEIAN LAZEIUEN1INITRY
(Social and economic harms)

4) SUATIBNNNYUUNY LU gRIUNY

o L4 L4

3
ee

cal v

J v 1 - W Yo
1) Uselgriigihendasiunsidelasulaense
- v - Yo
2) Usrlemifgihoauduerlaiunnuanisfinw
3) Uselgrinelrnmsinermaniviadiny

TN < Y '
4) Yseleniroyuyuiionanalnsey
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1) Uszleviinnesnenie (Physical benefits) 1y
a'lmi'uaﬂiﬁﬁ%u (Improvement of disease)

2) Uszlevumenuinla (Psychological benefits)
Wy §dnaursTusinarmuyndnsanu (Comfort
from suffering) ian'h‘lﬁ'ﬂ'wésu'luamﬁn (Feeling
of helping others in the future)

3) Usziwﬁvmﬁwmsung (Economic benefits)
wu W FuRuraeainmsitnsulumside (Financial
benefits related to research participation)
Usrlomited lideindutunsuwnuetaiadag
Wullugatveadunie Andeoan aruly
avmanauiy Mgedesela mat

4) Uszleviifelen1sinendAans/deau (Benefit to
sclence/soclety) Wy g1 (Generalizable
knowledge) 1#38n1siifiuszansnwldlusuian
(Effective interventions in the future) Wasuuas
BMssnwnesgu iivanmuinsuaransnsmny
(Change in practice standards decreasing
morbidity and mortality) Fuduusslonide
fheseduY uwazyuyuieaainsey

o ¥ o i ¢
o o v
o

v v vy o
1) idefesanmnududbiioeiian
a ¢ <
2) wuauUsElevdnnan

e
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-l = 4 Lo o o
® NMSANWIVAABIINETTINENAELNNUNNTDBNATAINTY
e msiAusagratiaany
o msindiugs Tuhwini
-3 o ] [ =3 - LY ] -3 v
e msiAuiaslassiaduns aftes 1NLUSINENUBY
- J o L
o nsUsziluifeNuiaiuINIg
) J Rl o .
e a5 M eIduISUnf (routine)
o nsdunanmsalifenunginssularuinis viens
-
Wasuwladlnyunis
e n1sisidenliseasufelanvasniionnnues
Aingviaianiagunnd

wuamnUjuivanasiusssude 3
naNANYASTIN (Justice)

WUINUHUR
nslaudusssudsadivain
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(Study Protocol and Consent Form Approval)
(Reference Number .......... )

P IRB/IEC/REC,......cccvummmnninsanssns ), Thailand

has approved the following study to be carried out according to the
protocol and informed consent dated as follows in compliance with
the Declaration of Helsinki, ICH GCP, ...cccocovrviriniinsennnns }

Protocol Title -
Study Code -
Institution -
Principal Investigator :-

Document Reviewed

1. Protocol Version.....dd/mm/yy......cene
2. Patient Information and informed consent form Version.....dd/mm/yy.........cue
3. Case Report Form Version.....dd/mm/yy......
4. Study Budget Version.....dd/mm/yy....cceuens
5. Investigator’s CV Version......dd/mm/yY....c.cme
6. Others (if any) Version.....dd/mm/yy.......cees

1 o

Chairman of Ethics Committee

Date.....ccccuun W Som— 8

Certificate Number :- COA-..........

Approval Date 11
Expiry Date -
————— el
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