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AF/15-03/01.1
(Date)
Ref. REC....../oeien.
(Principle Investigator’s name)
(Company Name)
(Address)
(City/State zip)
Subject: Research Exemption Determination
Dear: ...

Upon your request that the study entitled ..o 7 (REC.orenee. )
be exempt, the Research Ethics Committee (REC) has made an agreement that this study has met
the criteria of the Exemption Determination Regulations identified below.

REC’s Exemption Determination Regulations

If research activities in which the only involvement of human subjects will be in
one or more of the following categories, they are exempt from the review process of the Research
Ethics Committee Faculty of Medicine , Prince of Songkla University:

(4.1)  Research conducted in established or commonly accepted educational
settings, involving normal educational practices, such as (i) research on
regular and special education instructional strategies, instructional
techniques, curricula, or (ii) classroom management methods, or (iii)
research on assessment for quality assurance.

(4.2)  Research involving the use of educational tests (cognitive, diagnostic,
aptitude, achievement), survey procedures, interview procedures or

observation of public behavior, unless: (i) Information identified, directly or
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through identifiers linked to the subjects; and (ii) Any disclosure of the
human subjects’ responses outside the research could reasonably place
the subjects’ financial standing, employability, or reputation at risk.

(4.3)  Research and demonstration projects which are conducted by or subject to
the approval of department or agency heads, and which are designed to
study, evaluate, or otherwise examine: (i) Public benefit or service
programs; (i) Procedures for obtaining benefits or services under those
programs; (iii) Possible changes in or alternatives to those programs or
procedures; or (iv) Possible changes in methods or levels of payment for
benefits or services under those programs.

(4.4)  Research activities or projects including food taste and its quality
evaluation, consumer services and acceptance are exempt, if they are
conducted in either or all of the following conditions: (i) wholesome foods
without additives or narcotic drugs are consumed, or (i) food is consumed
that contains a food ingredient at or below the level and for a use found to
be safe, or agricultural, chemical or environmental contaminant at or below
the level found to be safe by the Environmental Protection Agency or the
Food Safety and Inspection Service of Thailand Department of Agriculture.

(4.5)  Research involving laboratory tests are exempt, if they are conducted in
either or all of the following conditions:

(4.5.1) Research involving pathological specimens, or diagnostic specimens,
the collection or study of isolated microorganism kept in laboratory
and subjects cannot be identified directly or through identifiers
linked to the subjects.

(4.5.2) Research involving the collection or study of cells or tissues that
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(4.5.3)

(a.5.4)

AF/15-03/01.1
diversified to cell lines and subjects cannot be identified directly or
through identifiers linked to the subjects.

Research involving the collection or study of bone, teeth or the
body of persons who donate to the hospital or the extracted tooth
and subjects cannot be identified directly or through identifiers
linked to the subjects.

Research involving finding contaminants, chemicals, microorganisms or

biological products and do not directly involve human volunteers.

The decision and approval were made at the REC meeting on DD MM YY on

Agenda (Agenda#) in which the minutes were acknowledged and documented.

On the behalf of the REC, | am sending this decision to confirm that your research

project is exempt from the Research Ethics Committee (REC) Faculty of Medicine, Prince of

Songkla University’s review process. Further questions in relation to this matter can be made by

writing to me.

Sincerely Yours

Chairman of the Ethics committee (REC)

Faculty of Medicine, Prince of Songkla University




a a a v ¢
ﬂmuﬂ'i'i&lﬂ’l'iWﬁ]’]'iiu’]‘\]'iEJﬁ'i'ﬁJﬂ’]i’)ﬁ]ﬁleluu‘l{lﬂﬂ #4184 970 95

AMZUNNYANENS URIINYIAYEIVATUATUNS

unii 3 nsaanislasenisisylvaifisuvesunisiansan
SOP 03/01.1
Management of Initial Protocol Submission

AF/16-03/01.1

v X v
UunnuaniInd

9SNNS MNYAUES LA AILIMITITING  AULULIVIEAERS ns 1149 1157

P00 35702 SUR o

1399 BAINANIIAITULTIAULATINSANUNENITRANUMUULS
B YB-UIMANE IV G N I )

mufviulaguauelasinideiiievesunisiansanasusssundelunyedy Ses “Ye

1S0INNYIING” o (FDL30INIVIBINGY) .o nuneLavdAglAIINIg

Ya v (4

NNsATUTRIAENTTIM I UwuliTaauanue i idoudluuasifandsonansasil

JuFsunnelusanstu wazadunisunly wisnduenarsadununluissuiosnainni
d11nuANENITINITA3E55TUNTIETUNYEE AMTUUN e, MINHUIINAINUATLLET

ANENIIUNNSAzRovUllUsTasRazvasuUnNIsHasusialy

BYILNIT/UTEE AN TIUNMTAINTUIATUFTTUNTIAY Tuaed

ADZLNNEANERNS UNINYIDLAIVANUASUNS



a a a v ¢
muun'i'iaJm'a'wmsmwsasssumiweﬂuww #9185 270 95

AMZUNNYANENS URIINYIAYEIVATUATUNS

unii 3 nsaanislasenisisylvaifisuvesunisiansan
SOP 03/01.1
Management of Initial Protocol Submission




a a a v ¢
ﬂiuuﬂ'i'i&lﬂ’l'iW‘\ﬂ'iiu’]‘\]'iEJﬁ'i'iuﬂ’]'i’)ﬁ]ﬁleluu‘l{lﬂﬁl #4186 970 95

AMZUNNYANENS URIINYIAYEIVATUATUNS

unii 3 nsaanislasenisisylvaifisuvesunisiansan
SOP 03/01.1
Management of Initial Protocol Submission

AF/17-03/01.1

AMTUNNYANENS UWIINYIRYFIVAIUATUNT

RGN e S TO G R en)
S9&lATINTS: REC:
FolAsaN1s (nulne):

a o
FalAseN1s (ME1d9nge):

CRREVED fafio
J9udde: 1 fafio
2 A910
nansiisuses:
1. wuuiausiovesumsinnsansdessaundeluigsd nestu ... ATUAIIUT o
2. Tasamsidvatiuanysal o5ty ... ATUATTUT
3. lenAnsTuaIeEANETAS OTHY ATUBTTUT o
4. LONESLANIINUNBUOUVDIDNEETAS 1IOFTY . AT
5. wuutuiindeya OSTY atUAITUT o

wa

6. UseRgide

LeHuN35UIRIINAMENTTNNT93EsTSN I luNy Y AnEuEAEnS uinInenduasaiuasuns g
favaninasinuysznia 18aaR (Declaration  of  Helsinki) WazuuIn1an1sUfuANTISoN19AATNTR (The
International Conference on Harmonization in Good Clinical Practice %38 ICH-GCP) Ineuslisigay

ANUAINTYRLATINTIILNN........ LADU




ABIZNTTUNITNANTANDILFITUNTITL U we

AMZUNNYANENS URIINYIAYEIVATUATUNS

911 87 310 95

UNM 3 N159AN151ASINI5228 IMUNEUYBSUNISNATISU

Management of Initial Protocol Submission

SOP 03/01.1

AF/17-03/01.1

AITD e
(et
UTEaUANENTIUNTRINTNTE5ITUNTITe Ty e
FURFUTOL v YL T
FUNUADV v Wleerrrereneenssnnnne

dinauaesssunisideluayed
AUTUNNYANEAT UNIINYIAUHIVAIUATUNS
15 a.mMgaunily o.melug 2.a9wan

90110 nsAw¥ 0-7445-1149, 0-7445-1157
Insans 0-7421-2900




a a a v ¢
ﬂiuuﬂ'i'i&lﬂ’l'iWﬁﬂ'iiu’]‘\]'iEJﬁ'i'ﬁJﬂ’]'i’)ﬁ]ﬁleluu‘l{lﬂﬁl #4188 970 95

AMZUNNYANENS URIINYIAYEIVATUATUNS

unii 3 nsaanislasenisisylvaifisuvesunisiansan
SOP 03/01.1
Management of Initial Protocol Submission

AF/18-03/01.1

Faculty of Medicine, Prince of Songkla University

This document is to certify that

REC Number:

Project entitled:

Principle Investigator: Affiliation
Sub-Investigator: 1. Affiliation
2. Affiliation

Document acceptance:

1. Submission form version........... date .

2. Study protocol version........... date s

3. Participant information sheet version........... date s
4. Informed consent form version........... date s

5. Clinical record form

6. Curriculum Vitae

have been reviewed by the Research Ethics Committee is in full compliance with the Declaration
of Helsinki and the International Conference on Harmonization in Good Clinical Practice (ICH-GCP)

Guidelines. Please submit the progress report every.....months.



ABIZNTTUNITNANTANDILFITUNTITL U we

AMZUNNYANENS URIINYIAYEIVATUATUNS

1 89 270 95

UNM 3 N159AN151ASINI5228 IMUNEUYBSUNISNATISU

Management of Initial Protocol Submission

SOP 03/01.1

AF/18-03/01.1

Chairman of Research Ethics Committee,

Office of Human Research Ethics Committee
Faculty of Medicine Prince of Songkla University
15 Karnjanavanit Rd. Hat Yai Songkhla

90110 Tel. +66 7445-1149, +66 7445-1157

Fax 66 7421-2900




ABIZNTTUNITNANTANDILFITUNTITL U we

AMZUNNYANENS URIINYIAYEIVATUATUNS

CINE

#1190 70 95

Management of Initial Protocol Submission

UNM 3 N159AN151ASINI5228 IMUNEUYBSUNISNATISU

SOP 03/01.1

AF/19-03/01.1

KUUASIEDUNITODNNRUSEDIUTEY (3.4 Expedited Protocol)

o Y
%1V

laila | Version

Falasannsisemwitng dnswilbunsely

Polasan133 e edangy dnisunlenseli

For138 (IN139339d0UAINYNABY)

MIgUrIediiavewldY (In15nTIadeunugnees)

A4 Yvi aw el =2 = v
YT /0131587UInw (@n13msIvdeunugnde)

vihenunsediinvew3Iide/019138USnw Eimnsiaaeuiy

~N (OO (N |-

lenasNLEURURSUNTAN

7.1 WUUEWRLNEYRTUNTINTANNURSESIIUN TR luNYeY §

72 lassmsideatuauysel Insuwileviselyl

7.3 wuuludinteya fnsunluviel

2y TUNlin135UTes (MUTUNNTsUNsaIIUvIR TulavIung

a 4:4'

119759 UTOLATALAITDIUTEUNAIUINS UTDY

10

o ]

FULRUATI0ITOTRNNENTNTNEDTUTDY

10.1  IMIn91980UNTENITUTEYY

102 InsnTivaeuATInUTEYY

10.3  In19M599@80ULRUNLASINTG

104 In1397i9aeuiunuaei1glasins (MuIunavIunIIngIvaey)

10.5 §n130519a8U%¥0 719y LUainsAniuaziuesinsaisves

............................................................ ) [ fnswnle

........................................................... (Efdnvin) naRINATIvERUNIHRTUTEUAD




a a a v ¢
ﬂiuuﬂ'i'i&lﬂ’l'iW‘\ﬂ'iiu’]‘\]'iEJﬁ'i'iuﬂ’]'i’)ﬁ]ﬁleluu‘l{lﬂﬁl #9191 970 95

AMZUNNYANENS URIINYIAYEIVATUATUNS

unii 3 nsaanislasenisisylvaifisuvesunisiansan
SOP 03/01.1
Management of Initial Protocol Submission

AF/19-03/01.1

YL Y A A O ladfinnsunly

1 (§n57980U)




a a a v ¢
ﬂmuﬂ'i'i&lﬂ’l'iWﬁ]’]'iiu’]‘\]'iEJﬁ'i'ﬁJﬂ’]i’)ﬁ]ﬁleluu‘l{lﬂﬂ #8192 970 95

AMZUNNYANENS URIINYIAYEIVATUATUNS

unii 3 nsaanislasenisisylvaifisuvesunisiansan
SOP 03/01.1
Management of Initial Protocol Submission

AF/20-03/01.1

HaufuRdmiugiselulaseinisittinunnsiusesasesssunisideluayed
ANENTTUNITITESTIUNTITUIUUY LY AsUNNerans W IneIdeasvaIunsuns widlinsiu
Rerfunihfiuazanusuiinveuvesisonievdaainlasssidelunyudlaiunsiusesnuasesssums

Fdouan sasaldil

TReazsanliunsiTemutunowinegnszybilulasesinsidelaenseasn Wneldonaisrnd

N

—
e>°

LazuUUBuge TIutaena1sauNlakun1TTUTeINANENTTINSWEIWINTY
2. NN NTIgNUABAUENITUNITITEFTIU 1D

2.1 m5a N HUUITEATUTEELIATNLY T998A09HN15IENUANUNINTIANUTLELIAT

AE N35UN13 MruelueNa153used wisdlonsuniilaniuissyliluenassuseansesssy MiTeves

1Asans lnglduuusigsuaunnavbl (REC- progress report)

2.2 insafiunsideluiusuiniviun Ineniluanenssunisaglinissusesladiiu 1 9

[ v |

Aeuiununongmunivualilunisdesuses fideazdeausienaisvenoeiynissuses lasinsidesely

'
Al

16 wWUULEURYaRBN153USa4lASIN1S ( REC-Renew ) Mlsnmualilitaenia 45 Yu

2.3 fpnudndulunisusuusalaseniside (protocol amendment) #3e finsiuasuulas

it laseinsidesfinifugsiuide  fIdeazdenauenisuiulsnlunuusiesiuvenisusuuss
139115338 ( REC-Amend) auiilaiivuall Ingg1adanaavddglasaimsnlasuly  leedesssyli
Faaudn Insiasuwdatesls, ag1als wasmenaiideadinswasuwdas Metilunsdnswisuwdasiong

lassmsideAafiudugsuidde  aulndlvwuuuseiRueig

= (3 o

2.4 §91n15lNeUs IR TUSI91INNSAMEULATINTSINE (Serious adverse events) LAY

9

wnenanaling veelAsinis giveazdediionansuiinssunsnely 7 fuufiiu  wagmneinisliislsease

S @ o o = 1aa 1Y) a a ¢ A
suwsay Wumglvieaadasiuwn®ia aelu 24 $3lus (aenaansng Iavunedidnnsedind w3elnsans)

MHNEINTIUnNIal lnglduuusisnumanisallaing

Uszanddmsuananasiasluganiy (REC-SAE -Local) uazuuuguuuuionalssieanududiiun SAE report




a a a v ¢
ﬂmuﬂ'i'i&lﬂ’l'iWﬁ]’]'iiu’]‘\]'iEJﬁ'i'ﬁJﬂ’]i’)ﬁ]ﬁleluu‘l{lﬂﬂ #9193 970 95

AMZUNNYANENS URIINYIAYEIVATUATUNS

unii 3 nsaanislasenisisylvaifisuvesunisiansan
SOP 03/01.1
Management of Initial Protocol Submission

AF/20-03/01.1
form finmualaggatiuayunuide maldfivuunenuangaduayunnideiilduuuneanu

yosdineu mufifvuneginien nsdilusisnumanisalldisUszassiifaunetaadasuonaaitu

a v

Usungatuayualiiide Trlduuunenumnnisalbinslszasdniiauiaiaaiasuangaidy (REC-

Y

[ s a o o

SAE-External ) uuufiuwuungaumansalliisszasanusengaduayu

9
'

25 dnmsanfiunislagiligndeswussifounsidendmunld  {ITeazdesseauli

ARENITUNTSUNTUNETU 5 Turinisanniinsiany tnglawuusigeiunisaiueuldeniieauy ( REC-

deviation)
2.6 ﬂ']i']ﬁ]ﬁJLﬁiﬁ]ﬁuaﬂﬁi@Q@ﬂ’]i'ﬂﬁ]ﬂﬂ')ﬂiﬂﬂ IVQ'J?]EJNWUQ?{@LLQQﬂﬂIﬂiﬂﬂ?i'ﬂﬁ]ﬂuu%ﬁ@MNﬁ

NM3A U 398liAnENITNAIITNIIUMULUUIIBNULTINTSTUALATINSIRY (REC-Close)Atugnisunis

insduidinTaleulasinsideieniaganuiteuiosvesnisaniuny uassuils uarliduinude
Jaymdionafiluszninamsaniiunisive lnedinauarindsdoudslvinsiv armindunat 2 §Uansi wa
N3n53BUlATINTITe U ienswluiussyuauenssunts Lavdzudemanisiatsanligideldnsu

wazanalivolauswuziliugRsely




ABIZNTTUNITNANTANDILFITUNTITL U we

AMZUNNYANENS URIINYIAYEIVATUATUNS

Y1 94 310 95

UNM 3 N159AN151ASINI5228 IMUNEUYBSUNISNATISU

Management of Initial Protocol Submission

SOP 03/01.1

AF/21-03/01.1

Yuindan1UN15Y IR UaAININNS D VB LEUD UL YBIAMLNTTUNIT

1. 52 08ui5Y

JaA10Y ;

ANMBUNTDATLY (B131):

FoAUAY

FaAUNA bu/ANULRY:

dunwilu:

2. ausdsazUselewl

JaA19Y ;

o G o g Y A
ATMNBDUNIDANYLLAY (DU):

JBANUAY




ABIZNTTUNITNANTANDILFITUNTITL U we

AMZUNNYANENS URIINYIAYEIVATUATUNS

Yt 95 970 95

UNM 3 N159AN151ASINI5228 IMUNEUYBSUNISNATISU

Management of Initial Protocol Submission

SOP 03/01.1

AF/21-03/01.1

FaAUNA bu/ANULRY:

dyunwilu:

. NTVDAUTUYDY

JaA10Y ;

o G o g Y A
AMNDUNIDANYLLAY (D1U):

JBANUAY

FoAUNLA bu/NULRY:

daunwdlu:




ARENTTUNITAIITANILTITUN T8 Uy
ANSLVEAIENS UN1INe1SBFaTUASUNS

w1 1 290 36

Review Process

a ’ N P = o o
Ui 4 ﬂSSU?uﬂTﬁ'W'ﬂqimqLwaﬂszLﬁJUIﬂi\iﬂ'ﬁ']ﬁ]El

SOP 04/01

e > ffusney 2556

H3RI &M i

(sAunyau dnssanil)
UEEUANLaYNTTUMTING Y
wasHRILEA L EUNSUMT U

Herdih W Fui

(srungessy Yuadny)
AIURAPEL NS ANERS
UWINENSYAIVATUASTUNS

20

SUAN 2555

g8 2556




ABIZNTIUNTITNAITAUNDIETTUNTIVe Tunywe
AMZUNNEAIENT UNIINYIFVHIVAIUATUNS

YU 2 270 36

= a = a aw
UNA 4 N3TUAUNSNATAUILNDUSZLEU]ATINSIVY

SOP 04/01
Review Process
GUET]

%219 309 %N

1 TngUszaan 3

2 YYULUA 3

3 AUSURAYOU 3

il LLmuQﬁ%umaumﬁﬁ%ﬁumu 3

5 F8azBuAN1SUHUR 4

5.1 NS5ULBNEANSLASINITIFEANEIUNI Y il

5.2 MmsfiansandiedszdiulasansHive 5

5.3 msdawauszdiudesdulidiinau 14

5.4 Mms¥uraUsziiudesduananznssunisy 14

6 TeuFnw 15

7 LONANTO19D 16

8 ANANUIN 17

AIANUIN
AMANWIN 1 AF/01-04/01  fregreuuudssiiiulasenisideniendin 18
AMANWIN 2 AF/02-04/01  §1eg1euuuUssiiiulasensidenedenuanans 22
AMANWIN 3 AF/03-04/01  feenauuulseiiulasenisidenieasusssuLuuLsn 25
MPRWIN & AF/04-04/01  heganuudszfiunsisedildenvasnuie 27
N153nwIvaen

MANWIN 5 AF/05-04/01  sheghauuulssdiupnudsaesesdiownns 32
AMANWIN 6 AF/06-04/01  §198190UUNBsuNISI08NINASIAUEUYDY 35




ABIZNTIUNTITNAITAUNDIETTUNTIVe Tunywe
AMZUNNEAIENT UNIINYIFVHIVAIUATUNS

Y11 3 270 36

UNA 4 N5ZUAUNISNANSUNNUSLUIASINISARY
SOP 04/01

Review Process

[

1. Inguszea

% v

WatduuwmslunisiasaiieyseiiulasensIvendudifiansan

2. YULYA

Fedunsuasgu AseusquLLIINTisaileyssilasn s lmindtinenis
fisanuuuUnd uas lassmsideiiiiunsiinnsaniusesudusidedndusiodldiunmsiansan
WieUszifiudeiilos

3. ANNSURAYDU
AMLNTIUNITY TutnAUseiliy 1nelthuInianisuseliy wasiauslasInIsIgMIUANINUN

b4
[

4. ununivunaun1sAnluau

3

YUABUNITVINNGIU URAYDU

eDe
o

N35ULeNaslATINISIYINN | = = = = ASSUMTS LaZLEATe

ANy

MINTUNBUTEIUY ASTUNT

AN1IN9Nu

nMsdnmssuNaUTsludewiy | _ _ _ _ NIIUNT LAUIUNT UaE

Y 1al % Y ao o
LGU']Q‘V]‘Uﬁgsqu LAIUUINETIUNIU

A 4

TR FTAVial: (=AY A Spp———

| UsE51U 1avIYyn1T NIIUNNS
TunlszuAnznIINNIg




a a a o 4
ABIZNTTUNTITNAITAUNDIFITUNTIVE Tuay e w81 4 97N 36
AMZLNNYAEAS UNIINYRYEIVAIUATUNS

UNA 4 N5ZUAUNISNANSUNNUSLUIASINISARY
SOP 04/01

Review Process

5. 518azdean15UHUR
5.1 nM33ulena1slasaNsidgangtiney
5.1.1 lessmsiaelmiidnumsiosandundausn

5.1.1.1 el mihidinnuldsulasanside azamedou aseauni
AsufuTetenans widdiauiynise fansan Mntuddasensifeliunidideiny Moy
Tasanifeludnudonuaznszuiunsids Tunsdififunsidelunywd asddigidosnedig
tfow 1 vinudierdu primary reviewer Uszifiulassmsluiiatosssunsideluuyed

5.1.1.2 Weiidevalasunsadendrdnaulissidulassnnsidel
Adermafinsaniamsaussifiulasimidelaviolsl

5.1.1.3 g3 liausadszdulfaiunaiidimun voliuds
Wnthiddneunely 2 fuinis Weazliuasuulasidorvgduvindudely wazdedu
lnansildsulidinnulassunazaudoyalasenisideluasmnedidnynsedndiiu

5.1.1.4 Wiidenaanaseudelassnsitouasdevimiilassniside wn
Aidomagfnsantssiliuinadsslomitudou (Conflict  of Interest) fulassnsidedsnan T
wdadmihiidiinnunazdaenarsrundunelu 2 Yuihnng Wearldiuasuulasidernaduviy
dusiely wazdstuonansilasulidninamilaemulazauteyalasainsideluanmnedidnnsetind
Vi

5.1.1.5 Wiileamgmaeaeunrmnsuiiuvesenasiasasidoflédsumy
Uszlnnuadlasan1side

5.1.1.6 winenansigidevaylasulinsuiuvdeuvuysziiuildlinsaiu
TasamAdefiazyszifiuvdouszinnuedlasansise Tiudadmind dinsuntely 1 uims e
fodsonaaifiudulignies wazasudau adnsAnuiidenadiuedinagldSunuuyssidi
lnssmsAdeneadiin auuwuunlosu(AF/01-04/01) MIRaTaNaTesTIuNMTITeuuLE lifuuuy
Uszliulasen1s3devneasusssukuusa auwuunesy (AF/02-04/01) N1sAn¥neenudspumans
wldsuuuusziiulasamsidonisinu deemmans auwuuesy (AF/03-04/01) Tasemsidelmif
weiauanfinnsanuasdesnsmaudlunietuaniuiy



a a a o 4
ABIZNTTUNTITNAITAUNDIFITUNTIVE Tuay e 421 5 97N 36
AMZLNNYAEAS UNIINYRYEIVAIUATUNS

UNA 4 N5ZUAUNISNANSUNNUSLUIASINISARY
SOP 04/01

Review Process

5.1.1.7 Wownuynmavdenssunslaiuneumneliussiiunaudlovie dotuas
Wannang3de Tavymsaneseumuasuiuvesenans lasimsildsudssneuse
n. lnansatunauwnly
. yilaFeudsansUTsEluA TSI TIdeluy v mevidamsuseyu
A enansatiuudlusasiufindeanunstuastedemniuuesise
3. huuUseiiu
51118 wnenasiiavynsienssumsildsuseunnglaiuliasudou Wiuds
Wnthiidinaunelu 1 3uinis Wednduenansiiuiu Wigndesuazasutiu
5.1.1.9 lasamAsaiinriunsfiansanuseuduadsnlufoddunsfionsan e
Usefiwsiailer Teasdostunounsuenarslimdulunu SOP unil 6
5.2 A13NATUIUIAULATINIGINY
5.2.1 WANA1AYOINITAINTUNRIUFITUNITIVE 8 3 Uselau Ao
5.2.1.1 nénanumsnluyana (enswludndainuduay tarsnlunsli
anudugenlaglasunisuennan wasiludasylunisdnaulauay wnsnluaududiudmiosne
Audy Bslsisisuanmnuselowd anmidelunguauseunsiuszusilianunsaniomausslo
RonuLeIle)
5.2.1. 2ndnnavseleviviolinedunse (Msdaiminuszduamuides
waznaUsglevinadediinisanmnudeslifosiign uaznisaisussloniligam)
5.2.1.3 néngATTH (ANNALTIES5TIH ANLIENBNIA)
5.2.2 nUsuiiudestuiteusnussamnsfinnsan msUsadudesduananse uen
mudssennlasanside Taseil
5.2.2.1 lassmeIseiildidrinedomwesunisiusemeduasesssunisidoly
uywd (Exemption Review) fividninaudt Tunisuenyssanlasen1sidemusuunesun1svesniiunis
fi1san fussesssunmsite dwieluil
1) U3ztan909lAsin15398a 870 4 199UTEN1A AMSULNNEANENS
winenduamaueiund es vdnnasikarumdunsinsanlasnfeibidivedeneduns




a a a o 4
ABIZNTTUNTITNAITAUNDIFITUNTIVE Tuay e 421 6 9N 36
AMZLNNYAEAS UNIINYRYEIVAIUATUNS

UNA 4 N5ZUAUNISNANSUNNUSLUIASINISARY
SOP 04/01

Review Process

fusemnaiutiessimAdelunged warlessmsiaunsoveidrumsiiansanatessaumsideluuyd
Wi fell

(1) TAssmsmssnunsAnuidiiunisluaandu

- Adumshuantu vieaeuifiduiiveuiumemsfinn uag

- Humeideiifentesnsoumsasunuiunu foandu snssu
MINSANY WA

- Aeadeafunisussdiulsganinmusamaianisasu wagnis
Ustilundngns Tmsudmadanistuidou msvseduginimnsfin

(2) Tnsamsiseildnanaaounianisinwinielassnsildis ms
d1919 e sdunual visemadunangRngsy ansnsas

- DlduanaaeunaNsAny wisuuuluiindeyaves ey fed
lpuanuugenangSuRaveuteyanen

- mstuiindeyaseslianusoduiasisiyaragiludivestoya
VIRLUALHEMIAUTDUIITDITRYS Uag

- Joyaiiidefosliiisitesiulszifiugeulm Wy nginssy vie
viruaRvnawe  n1sngsviieannanin minsgviiedasssuvdenguineludnuardug A
\Futhoymadnvielsadnsenliuivonsumadanm 1y HIV/AIDs, TB, “a< wag

- Madamenan1snouTeIyAnades liviliAnAudsswesyana
Tumsfulne vieiRnanandsvedesnenie 3ala Fedss ordwn1su aa1un1wnianisdu ans
Usglowd uazraneuunule 9 ifslddeyanafidudesteya vieaaiu

(3) 1ATINTITENPTUUTNTANTIT0UY

- Wulasanisande wielasanisdsa wselasenisuszliu szuuny
flssuoygmanivthamelfuiinvoussdns waz

- HnguszasdiiteUssiiulszansam iefnwimaden dosiaun
JEUUNUTTOUlEUIY WAL

- lifinsWawmedeyanavieteyaduyanavesenaasinglu lasinis

(@) Insamsdrraanuianelafesns duAuasusnig



a a a o 4
ABIZNTTUNTITNAITAUNDIFITUNTIVE Tuay e w8 7 97N 36
AMZLNNYAEAS UNIINYRYEIVAIUATUNS

UNA 4 N5ZUAUNISNANSUNNUSLUIASINISARY
SOP 04/01

Review Process

- 9193 VizeAuM WieuimsilineliiAnlnuseaunm vesiiuilan
Tagrumssusesmudasndoain dinnuaaiznssunsesiazen wemhenuiiieades
(5) lnsesns3deluriosuJuins taun
_Trssnsildi@otiuenl@ainasdansaa (solated microorganisms) wae
wnzdedluriesufofinisly iWumeius uaslifitoyadeulosdyanadiiy ¥ues vie
- Trsmsilfigadmzdsmnidedoumudildsumsusvanmlmndy
wanaeiug (Cell line) wdd w3
- Tasamsilddegrsanlasenszgn vioaneansdlngvesnns
wwemans vioufignoeufismuunfvesnuifuanssy viie
- Tasnsfieramasuidiou saiadl Welse wiethiag uazlaid
nsnsevilagnsareeaaliag
5.2.2.2 lasamidsiannsavefunsiiansanasesssunTidsluuywduuy
\37 (Expedite  Review) fiudninau Tun1suenyszinnlasen1siseaiuuwuunesunisveeniiung
finnsan fuadesssunside dwieluil
1) Uszianvealasan1sideniude 5 ¥eUsen1A AMEUNNEAIAnS
uvTinendeawanueiuni Ges vdninasinazuumndumsinsanlasimsideilidiniedoweiuns
fusomnaiutsesssumATeluned uarlasinmsiiansaveiinfumsinsansiesssumaidelund
wuud il
(1) Tasamsitiendesfiunsiiudoya wienisAnwain
- lonanssuifouiiiognou (Medical record)
- uvdstoyatudnassliyanaiiluaunsadll4l
- uaziifetudindeyaludnuagiliansaduianzisiyana
-Tunsdifdunvszdoudiae mauuurlesudusouves lsmeuiaiazyi
maAvteya lifimsvemudusenan fuietiieeygwliyransvedsmerualddeyagunmiio
Ml axfostunmdlulsmennatiuduinite vie fifovennuduserangiaelunslitoya
aunmisiieidu deyadauyanany w3.uguAMINR
(2) TnssmsmsAnwIandsdensrafidesn




a a a o 4
ABIZNTTUNTITNAITAUNDIFITUNTIVE Tuay e 421 8 97N 36
AMZLNNYAEAS UNIINYRYEIVAIUATUNS

UNA 4 N5ZUAUNISNANSUNNUSLUIASINISARY
SOP 04/01

Review Process

- MInTINIUAEALUNG (Leftover specimen/Surplus blood) wagni1suuiin
toyanliannsassypiedenlosiyaranidudiivesdsdm wag/vie

- Tasanmsiliagsnunssusesiuaiesssunsidound uay

- fAdelAuddoraalinsiunsuiFeamsifufiodiamedinmilvdeiiely
TuauAdedusioly uazvornudugenliarmin uagldfueygmangiuiaveuniefduinvesnds
FINN

(3) Tassnifouvvananiufiiumsiasandounnemenssunises
antuil AnzuImerans unTive dvawauauns livituiindennasmsfiansan s3esssunside
Liuas Tuni1sUsequiiansandesddiunuAuenssuniIss 9INANSUNNEAENS
uvTinendoawauasunslsidudfiasandssiiuesnssyufiofinnsandadu

5.2.3 ilemanszlunsfinsanlasinisideluuged S8

5.2.3.1 wiaNakazanudnuiiazdesinunideluingud Usslovimaivnis
arundssuazUssloviflenanalinsay iy Inedesinnsalu Usadusoluid

1) meATeluyudnsnddnaznszvvededanudniu uazliamnsanseii
TudninpaewieresUfiRnsunuld wagaededivdngunansideludninaaes vidensidemeisou
Auansiszaunadi3anuanas wagaumainnldiuuyud

2) mdeluyudaznseviviodlomaaneliinazdunaibsnin nsldisnns
01991 waeivdnguuansilivnelfAnmudems viie SuneroaunmuesLyyd

3) winfimsldemasnvienisinuivaen Wiansuninlsavidenigidnuil
nmsinwuinsguvselldedls uasmaralunisldemasnvsenisinwivaenivinzauvselal g
THuvuUssidumAdeiildomasnutonisinwivasn wuulesu (AF/04-04/01)

5.2.3.2 ynidunsfnniiferdesiuieesiiounmd §3duazsos Usaifiuin
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04/01)  WiyUNINYIAENTYReTEITeUITITY LU N15PBNLUUNITANYY VWIAMIBEN LNMIINTT
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Ansiei doyaneadin Tnefesfinnsanlulssiiuselud

1) N1seankuunsAnwdanumnizanlunIIneuAIn1uNITITeNIeUTT]
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2) Swufiirulassmsideflilunsidedediviniisniu Tneddadamdn
wagI5nTIdY

3) eanasiasnguiiinazliuuseloviannnside vienguiidnuandd
wingau lagnusslunadinisAndeneatadnsedasiaainani visen1sUedy

1) onanasinsnguiifilenaldssiunaunsndeuinnsidelfuinnitauund
vidofthedu videemarinsilifinuantBnzausionsideldgndneenanmsdnidenyidelsl

5) eranasinsnaduUTIEU iU a0 in anidiasss daseny faelsaiFeds

1
=) 1

Segilalanunsalvianudugeunignuies §in1s greeds gaeelentaniediay dniSeu/dnfnwn
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=

=

figedldoranadinsngud  eflwananduilinsgnindiiunsiteninnsidedulitieduasa
qunmvaaUszrnsiiiusuulumsideiy
6) 99yFAv0INTITE (Withdrawal criteria) Tulasanisfisinnuideags §3de

azdpafinsreunuiiasnganismaasinietataias lunamugauieUeadu LiliAnaau
HMBUNFUNNUDY D1EAIATEL91IS

7) WgAvedlasan133de (Termination of study criteria) Tulassnnsfiiaanm
Fege fidouazdatiuayunsidoarded] manauugilassnsideneuiivua manansiae
foyaidowiu (nterim analysis) wuild¥ufneuiidesnisannlasinisidouda vidofnuatnaies
Heuswesnsinwnninfimanisalld

8) nswusngueanadnsilulusgnegfisssunasusiaainanivselyl

9) Brsmanesiiliivermadinsiangumnassiasngumuauvhliotaaiing
gnsunu veldsusunselaglidnduvielsl idedaihnmaasdlifuoraainsiinnuiai
Frungiisanefiagyindfevioly

10) 1n30sile Fenaasviilifananisisounzauniols lasidu A
Useidlu fussiliudifnenmuazanuannsafisameiagin msUsuifiunavield  finauszlovidiu
#o1 (Conflict of Interests) flasfintudanrinindeiovomanisnaaeviol

11) Bsuerszeznailumsihsy Tuasinmsaunsndou aauililunis

Aunzaunsalyl SIUNIANUNSUVD AT awALTILITEAe
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14) YaAnasveIN SHELNSHANUITdas sy

5.2.3.3 n13guakazAuATeIea@alinIliinsiuniside nedesiansanly
Ussifiustoludl

1) msfnwlunsdiinenshifisuszasdainnside

2) mlgglunisshvinenuiavazidisiulasinig lasidudsuiingeu (41

Y
va v

NUATUAYUNTIIY {398 $3UNa vise enanadns)

3) AMSYALLANAUNIE ALELIA

4) msyawelunsalnnnanmvseidedin
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6) Uslewiflonanadinsas i sundsduannside
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9) manszviindsnrunduegfifvesitniaunisidennnniwa Usgloviing
N3 LayN1eFIAu
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1) Bnsndsenaadasfiednuulidisulasnisvanzausel

2) Lonansdduasiifoyatfsafunisideedisnsuiiunaswoifiossonis
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4) unasteyadmivenanatnsiileasuamdnsveanisidu eraradasuse
FosmsdesFeuiiulasaimside dosszyioguaziuesinsdmyivesditinauanznssunise

5.2.3.5 Msdnwiauduvesenatasing lnesesfinsalulsziduselud

1) fduneulaveaniside daudnisvonudusenaunssisdugn
Tasamsidenorevilideyaduyanavesenaasinsilnanioll

2) srwzagidasiiuteyaly uaziBnshanedeya

5.2.3.6 N3¥UIUNTVOALEUL DY

AidedeslasunuBusemduanednvaldnusainerailainsnousin n1s
nanowideifudeyaiaue sntu nsdifeoluil

1) MAdemngvesiumsinwlunnzaniau wagenaainsedluniizings
wIslianunsalinisBuseusenules J9agdodon Usenauduasudwiolull  Tnugaindediney
luiuuiaweveSumsiiasahteningites

(1) m3eifgitesivanaatiasianaglunngingauas NMsinw
ieglutagiudslulasunisiigan vielull UssdnSamiiivane wazn1ssiusiudeyastagnaemy

[
1Y I

nanIne1ansvedlasiNITidedazarunsanoudaulunilseansanuazaulaenievednis
Shwla

(2) nsvemnudugonaIneamadasidannsanseild 1iesain
aranainseglunngings warn1sidelilanunsasenisveninudugenanyivisedinulagvauniy
ngminevesonaasins  uaglifisnslafianunsafndegdndefunulaeveununguuioves
panasinsiieveruBugouliviu Turaaanding

(3) Mmatheraasiasinneglunnzingainglassniduduluiie
Uszlovilaenseieoranadns

(a) madeillaiannsanssyhldmnlioyaneleniiunisverm Susen

(5) ApadlLuuN1TYeAINEULNIINYIANT oL LN UlAE YO UAIY
ngvanenelu vide ndniutssyeEnaInsine (Therapeutic window) idLau Lagsl
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2) nMsfnwImsiiungAnssumaniuasuyweing1us Ussdui win
pranadasldsundedayanside o1afims wWisuwUamainssuriilinansideldifismss Helfise
2 Fosduasmpnanaruiouuanianisvenubusen nienislidoyaudoraradasiiioli
AENTTUNITANINTUAMLLMIEANNDY

3) M9338U198E1e {IT801veeNLTUN1TVAINEULENN D1ANaLATA
mniddeasunnnsdifeelu (45 CFR 46.116(d) grweuiidslunuurlesuveiuniseniiumsue
ANNBULaN (Wuuesu AF/06-04/01)

(1) medefirnuidssionmaiasldiniiunienuded enaainsaglisy
Tunsatiufainsusedniu

(2) MsgniumsveruBuLaNINeIEalnsaslildmansenuRedvizuLarAIY
\Huegiirvesenanasing

(3) MyARellanusansyilivnnlileniiunsvernuiiugey anetaadlns

(4) panasinsazlefundafinduieiunAidenuay wangalunends

WNELYe N15908NLIUN1sveANBUaNIINeIaalnAsliaIunsa nszvila
mndulasinsifeiiiendestumiewioie windoglusswitnsifofiovetunsidouses
AN NUANTNTTUNTOIMTHAZEIVBIUTEINANITOLITN
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1) M3ITeTanudssreoiaadaslduiniuninaudssd enaadases
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waznssnwdudu)

2) MmsasunanduaednvaldnwsluwuuiBugenveseaainsdudoyaifen
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n1sveANBULaU (Waiver of consent or Documented consent) 1Ml#AMENTINNITY 91500
5.2.3.8 msvernuBuseslunsdifienaatasidudnuazdiond uenndean
feoslisun1sBugenanfunulaeveusssumungmineuds uieldsunisusenainiinviseio’
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Y
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YOANUTULDUAIL

1) mnmsIveianudssnemsnluassnuinninanudsadnies waduly
oUsgleridoaunmuengalags aunsnvermuugananudiassnlaiiesmuiedla

2) ynnIveiinnudssdenisniunsssuInnIAudsLantes Laglil
Uszleyidoguninvamgilassavsenisnluasss agdeavennudugeuanudllinssiuwasUnves
130 (n3alausa)

3) mnugeliassnduienivavausaudatioinussgifnie winluldasald
VOANTULONINTAINTOUITANVDINELATIAAIY

5.2.3.10 n1slasuadudusenlunsdifenaadasludliaussaninmig
NVILNY NNANINNIEI19NNY visenaTalanlilanansalvaugusesumenuias ba azdedlasuaiy
BugaNNFUNUlAYYBUSTIUANUNY 1LY

5.2.3.11 m3veruBuseslunsdiionanaiasusedumilasveusssusumilsdols
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5.3.1 Assumsiasanliaudiululssiiuningg nioundadomauvsetauuziiag
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533 dsenansuasuuuyssiiuimmelugdtinauneluiuiidimun

5.3.4 nsdifingsunsdsramsussiuinussuueoulatvioasvsnedidnvsedndli
i iameafouiuildsunansussdiunuunldunsutoya
5.4 masunavssifiudesduainnasunis

dedmihfidninauldfunanisussiduannssunisiiansaniioussdiu iDosuld

Fdunsseluil

5.4.1 mthilgsnisiulenansanauansussaliameaidouiuienans

5.4.2 Aaugniena1slasimdemuussiannisiansanigsuiinveu/ nsdsuluy
Usziiumadludlidmihidnfunsisiwuuusadu whamedouiuienasluayangzifouiuves
dinau

5.4.3 tuinfuiisuienansuannssunislulusufindumeunisyiney

5.4.4 fiusinansuszidulasainsideaslugiudeyaiidrinaudimun wieuluiin
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5.4.5 wuunuudssiudniuauatuienansiasans
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6. NaUANA

ANANIA

ANUKUY

21a1dTASNLUS 18 UN9/D0U
poe(Vulnerable subjects)

yanatsenagnings niegndudeduliidninnisidelilasinede
ANundanvelasuyseleriann n1snsiuniside lidnasaumaauna
vielaifnu vdeilugfineunnandirunsidemszinssndiin aggn
nduundsangiifsiunamienimnufias uonnidrmeiaedadu
Tsafiliianunsadnunlsmeniald guasluaniuauys aunnsumde au
g1nau {Uaelunnzenidu wiiudrunnguifes (iilifiogends {isseu
Fonew 1013 wasdilianansalinsBusensmesuiosld

AIMHTULLTI LAY IZAUVDIAINY
\d@89 (Risk categories)

AmguLsIveIn I AssetauUay 4 seAuldun

1) fieudesldifuanudsadndos

2) fimnudsadunienudsadntes  uaiusslevdsesienanaiag
JEEHIZER

3) fmnudsaiunienudssdntes wazliiiusslewineshonaang
Toonss  udfianudululdfiagldsuanufifefulsavieaniozi
onanadasidu

4) flenudesuazUsylondlinseiuiinanunudaianude udeailenia
fagidila vietlestu vieussmiymeussinsenuguninuay Al
\Huegiipveseanasing

= & v
AINULFLILANUBDY

audsafiauiilienvlasuannissndudinusesiu Msasiasianie
U Msiaanusuladin n1595193Ra8A1 N199T19N5MREY 1150599
ultrasound  NIMAEDUNNEIAINGN N1StanzidonanUaneiin nsFaEy
msiufegshatsannistu “ae

LASD939NIINTLNNE

(Medical device)

& ~ Aa U A W =
gunsalldlunisguaavnin lngianiy iensidadevsesnuiln Tuds
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6. DeUANY (619)

ANANIA

AIURUY

a4 A Al
\A38ILBNINITUNNE N
ANUEYIEe  (Significant

\A38lanTegUNINdAIEIgwaN1SIdeTIn n3BNISIARANTNTTRENS
0113 wseresendenisidaiieiliteaenldgunsaldenarudaluly srenne

risk device) v3adedldimiugmiearsursvialunasndinietestunisdumaives
gunsal wazen videansiadinaniuenavinlideTiavieiiafiudodanienie
ANANNNNNTRE1907139
1599398y TasamAfediliiunsiusesnaugnssunmsatssssumsideluuyud
1A5IN15398L TasamAdeiinunsfusesnauenssInsaTesssunTIdelunyedud
naUsylevilviugou msfitniderienssunsdidnldidedulasanmside t liandulusuuoud
(Conflict of Interest) Busiu wu maduiitinm madudsmyuniefensosiu wie 165y
NIONTUANULMA UsglovtinouunuBsannsafandudubuld wu mslddutuatiuayuli
naUszlevy SUszpArIng videduuun vidensiftemsaeiden wiensausa

7. 1BNE1591999

7.1ICH Good Clinical Practice Guideline n@sAIUANET @1UNMUAMLATIUANT BINS
WAZET NIBNTIETITUEY W.A.2543
7.2 WU UEIIUNST IS IUALLAR  Busuas8sssunTIselurululsewmdlng w.e. 2550

7.3 CIOMS International Ethical Guidelines for Biomedical Research Involving Human

Subjects 2001

7.4 CIOMS International Ethical Guidelines for Ethical Review of Epidemiological Studies

1991

7.5 US Code of Federal Regulations. Title 45 Part 46 (OHRP), Title 21 Part 56 (FDA)
7.6 World Medical Association. Declaration of Helsinki 2008.
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8. ANANUIN
AANUIN 1

AARNUIN 2
AARNUIN 3
AANUIN 4
AMANUIN 5

AANUIN 6

AF/01-04/01
AF/02-04/01
AF/03-04/01
AF/04-04/01
AF/05-04/01
AF/06-04/01

feg1uuUUsEiulATINTIYEN19AdTn
Fag1aluUUseiiulAsINITIeNedIALAERNS
F0g1UUUTEIULATINNTITEN19TSETTURUULSD
Fregauwuulsediumsiveiildeasnwienissnewmasn
Fregrauuulsediunnudsaniosiouwnns

ADYILUUNBINNNTURINLIUNTTeALE LB
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A1ANUIN 1- AF/01-04/01
A28 UUUSLLIULASINISIENIARTIN

Y% v

LL‘U‘U‘Ui:ﬂLﬁﬂiﬂiﬂﬂﬂi%ﬂaaﬂwﬁﬂﬂaﬁﬂL‘ﬁaL‘TJuLLu’JVI’Iﬂﬁfq{UQ’ﬁﬁafﬂEJLLa&‘QGli’Jf\]ﬁﬁJUIﬂNﬂ']i

seN15TAsIREY wanzan  ldwangan NA
1.7elAssnstaumanzay [] []
- Femwilne [] []
- Fomwmdanqu [] []
2. 518 9ouazntiiivesnnslise
- Flenmannaaludusing 4 Aieatestunuidensilasudiu [] []
(3 CV. wuv)
- fisedeinideiifstedassyyniig wasdadilvidaiau au [] []
Wte

® Proposal development
® Data collection
® Data analysis
®  Manuscript writing
- Fuasmsiidnldanudslulasinside (Conflict of interest) [] [
pauunasy COl report
3. MANNITUALINANG

& Ao o
- Wulgymindrdgnisanssae

Yeyminuusslulssweruiaaswaiuasuns
15N UIaEIvaIUASUNSLANUNSaNlUN1SNAARIASIT
4. TnguszasAuazaNNRgIY

- VINERUYINANU safety wag efficacy [] []

[] []
fvangiuinnssnwkuulrdonaaganituuiii [] []
[] []
[] []
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Hwuutuiindmsu unscheduled visits

135n130uTIn compliance e UlesENINNsAnmY
finailuniveanssnwEdae
fnsduiinnadnafsyeudssnnsidouasiuamaudly

10. nsUsziuNanLUsNANEN

sryumwlIvan Mulssesdniau

fishuts outcome Hairin efficacy wag safety
\3esilafin outcome FasilinsgL
AINALYBY outcome ABdgnABILarIALIL
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f19814
(519)
F18n157insI98U winnzay  ldwunzay

5. NMFNUNIUITIUNTIN

- ﬂiaUﬂquﬁgﬂﬁm basic science Wka¥ clinical evidences [] []
6. N139INUUVIIUIY

- dnquanunay [] []

- il randomization AUNATFIU [] []

- § allocation concealment [] []

- 4 blinding [] []
7. MIAALRBNNFUAIDE

- ANaINISARILALANDBENINLASINTRE ALY [] []
8. N153N¥/39%

- 95U1ENITINYY/NNTINE0E1NTALIY [] []

- ﬁmLLazmimaﬁlaauammwmmmﬁ%mamL‘wmzam [] []
9. NMsAnAguaLULeY
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11. NFUADEN
- dnsAwinvunaiieg e syas
- dmseadszanaduiugthenaunsadisulunsideain
- AMEWANEAIANS L.ASUANUASUNS LaY/Y38aINWNATDY
12. n3dnn1sdoya
A Yy a aa ¢ L.
- UNSURATOUNNYIZEUNITAINTN clinical data management
- IMSNKRUNITARMILKALAY interim analysis
13. NFAATIIINNADA
N va caa a fo W a ¢ aa
- TwnenndnandiiarUssaunsaldmiunsiasieinneans
- IMsENsLUIMITIRT I NER RN g uLaQNABY
14. \NQIINI1NATEFITN
a A a & Y
- szyANNFIonvaiinTukaznsUeaiuuly
- dmsundespeslenia (Vulnerable subject)
- dnrsquasnwinavualgvidunsaiinnawnsngdouun
91a1aAT SIDNTIUsEAUgUAMENRYALYERADIANANAS
- fuuvdugeueianatas (Written Informed consent form)
unwlne
- fipatient information sheet / investigator’s brochure
- SPUANAUNN ANIMNT AYRENIsidean (DiladsTeyln
TaLaL)
- ssumlgInenenaadasiessiusuiavey
I~ a e 1% P Y
- InsUssdiudsglevinagliannnsidedeiieuiunmsy/any
RN LU GGG

NA
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$EN5TinsIvEeU
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RuUUsiulAsIN1SIeASa9diatnng

Medical Device Assessment Form

THELE OF PrOJECE: oottt bbb s s

RV BT NMBIMNIE: ettt e e et e e e e et e e e et e st e e st e st e st e e e s et esaseseaeesaeeeneeseeeeneenaes

Element

Is Element
Addressed

Yes

No

Comment

A. Name of device. Are the common or
established name and trade of the

device provided ?

B.Intended use. Dose. Dose the Pl
describe the intended use of the

medical device for this study ?

C. Dose the PI provide the following

information about the medical device ?

1. Category of the device according to
Thai FDA

2. Device manufacturer or distributor

(source)

3. Important device components,
ingredients, properties and principle of

operation

4. Treatment schedule or regimen

5. Operator’s manual
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(#19)
Element Is Element Comment
Addressed

6. Modifications to an approved device

7. Whether the protocol involves a new

intended use for the device

D. Dose the sponsor’s risk decision
statement declare the device as non-

significant risk, or significant risk ?

E. Dose the REC concur or non- concur with

the sponsor’s determination of risk ?

F. Assurance that the study data will be
retained for 2 year after the data that the

investigation is terminate.

G. Dose the Pl provide summaries of prior
laboratory, animal and clinical testing

including

1. Summary of published information

2. Bibliography of publications relevant to
the evaluation of the safety and/or

effectiveness of the device.

3. Summary of unpublished information
relevant to the evaluation of the safety

and/or effectiveness of the device
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(s19)
1. Medical device that is required granting of license, the sponsor/researcher must
present license granted by S-G of the FDA to IRB
2. Medical device that is required submission of product characteristics or particulars

to FDA, the sponsor must present such document to IRB
3. General medical device required only the Certificate of Free Sale approved by Thai

Ambassador.
RECOMMENDATION
[ ] Approved
[ ] Modification required
[ ] Deferral
[ ] Disapproval
REASON (S) FOr EFEITAL: .o
Reason () fOr diSAPPIOVALL ... i
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dl a o
I9lATINNTIVY

Y9 INTNIATINISINY

2UAURINSUNVIUNNSVOANLEUYBNINDIENZIAT IWSAEENABURNNE 3.1 1158 3.2 UoL9

VNI
3.1 | gniunsasunuduanednuldnwsluwuUEus oL I9 AN ATUNIAUNSD

yianun (Waiver of documentation of consent) LLaﬂ‘lJimLLamaLMQNaIuﬂﬂiﬂJa
YT

1) MIvgdnnudgasianianalasiuiniunInanudesiotaadasasiasuly
ANSAEUNDING UTLI1IU WIS
wazliifgdenisnsevindesaatinsNandudeweninudugeuduatednual
Fn9 (WUFRDN1TNNSITDITUNIINTIINIDBLAEN1TS N e TudL)

(21 CFR 56.109(c); 45 CFR 46.117(c)(2)).

[ [ 6 a £ I~ ¥ a QII
2) msasunuduanednvaldnuslukuudugenvetoaadinsiludoyaiiieni
WWaUlEISEMINNAINU VDIBNEALATAUNITIVY WALANULALIRDNVDINITIYV
eanaadasnneglunnedunie mninsdameanudureaadng sy

(45 CFR 46.117(c)(1)).

3.2

VBN IUNIVANUTUNIINDTEELAT (Waiver of Informed Consent) (45
CFR 46.116(d)).

1) MsIvedlenudsssaaianaiasluuiniuninanudssiotaaiasaziasuly
ANSAHEUNING UTTa1TU WIS
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9 .1aN#1581984
9.1 WHO Operational Guidelines for Ethical Review Committee That Review Biomedical
Research (Geneva 2000 www.who.int/tdr/publications/publications/-Reviewed 29 June
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AnduSesay ............ gassunuaaadasinanulilulasesiansise
2.3 U IENATATT NN TAANTOL 318
(Screening failure)
2.4 U EATATTI00UFIEENINNIATING e 318
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2.5 SnUTio1aatAS A TINTENINATTIT 518
(Death)
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wuunenumgnsalliisszasdviiadeusaiiiaunanaadasiuaattu (@ wsudide)

1.1avlAs9n1s REC: 2. YarIduuasniie91u (Investigator’s name &

Department):

3.%61?15%’15 (Protocol Title):

4avifionanadag (Subject No):

O wen sn. awauesuns (External)

5. anuiinmanisal (Site of SAE):
O Tu 5w, aswaruasund (nternal)

6. ssywman1sal (List of SAE):

7. Tuiiiamnnisal

(Date of Occurrence): | Report):

8. Sufisreeu (Date of

9. 4UAVDITIBIU

[ sreeuasaun (nitial report) 3 s1e91ufiaeu (follow up report) Al

10. Is adverse event serious?

11. Is adverse event unexpected?

3 No
d Yes, it is O Death
3 Life threatening

Conditions (please

0 Inpatient hospitalization

0 Prolong hospitalization

O Persistence or significant disability/
incapacity

0 Congenital anomaly

D No
ves, it is

(3 Nature is not consistent with

protocol*

0 Severity is not consistent with

protocol*

0 Frequency is not consistent with

protocol*

(* Protocol or related documents such as

Investigator Brochure, inform consent

document )

12. Is adverse event (AE) related to participation in research? Yes

No

Unknown

Are there any solid literature regarding this SAE?

+1
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Does SAE occur after taking this test article? +2 |-1 0

Is SAE alleviated after discontinue the test article or taking antidote? +1 0 0

Does the same SAE re-occur after re-administering the test article? +2 -1 0

Are there any possibilities (except the test article) can cause this SAE? -1 +2 |0

Does placebo cause the same SAE? -1 +1 |0

Does the plasma level of the test drug reach toxic level? +1 |0 0

Are there any association between the dosage of test drug and the degree of | +1 0 0

SAE?

Dose the subject have the same SAE when received the test drug or similar +1 0 0

drugs in the past?

Are there any objective evidence showing the causality of this SAE? +1 0 0

Total score

MR > 9 : certainly related , 5-8 : probable/likely related , 1-4 : possible

related , <0 : doubted, not sure

13. 9amsnendtinvasenaatins as Jaguu (Current clinical outcome of | 14. Are there any

subject) changes in protocol or
informed consent due
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0 Recovery 0 Improved O Stable 3 Ves (please
O worse O Dead 3 Not known describe)

A1930Y91UNIY (INVeStigator SIGNALUIE) .......ceeceeeeeeeeeeseseseessneees VLTI (DE12=) [
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wuvaguenumanisallinsssasrsiaeussiifaunotaiadasuanaandu

GRVEIERT))

1.18971lA53715 (IRB Protocol’s No):

a o

2. %aé”mmmx%ﬂ’am’m (Investigator’s name & Department)

3.%81?150?’1’15 (Protocol Title):

4.%991287M578974 (Period of reports)

5. 3UUI897U (Number of reports):

6. IMUIUBEEUATNTI89U (Number of cases):

O Tudszina (Local) ... 518 (cases)
O sinaUseine (Other countries) v, 378,
(cases)

7. Srwuenanaiasnoiuadl | 8. s1uduanaaiasiia
W3aulasansieiiedny a | wan1sallinauszasAann
UagUu (Total number of | e13defgafiuly
currently enrolled subjects Tasesns3dedu (Total

in the same protocol): number of SAE cases
........................... 91% (cases) received the same drug

in other protocols):

(cases)

9. 5"11!'31.&0'1ﬁ"lﬁﬁlﬂittﬁlﬂﬁﬂuﬂ']’miuuﬂ

(Number of subjects classified by severity of | 913% Iia¥uR8%IDLI (Are these adverse events

adverse events)

10. wansallifsuszasdmariilumanisaliilininfe

unexpected?)

3 Life threatening conditions ..............
0 Inpatient hospitalization ................

0 Prolong hospitalization .............. cases

O Persistence or significant disability/
iNncapacity ............. cases

0 Congenital anomaly ............. cases

3 No. They have already been mentioned in
cases protocol or related documents such as Investigator

Brochure or inform consent document.
[Fves. [ Nature is not consistent with protocol*
0 Severity is not consistent with protocol*

0 Frequency is not consistent with

protocol*

Numbers of unexpected events ....................... cases
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11. agUdnuumansallinsszasanuaugunusves
L1 12 [ a v

wian1sal LiiNeUszasAiun1s3de (Summary of adverse

events (AE) that related to participation in research.)

12. 91n1snnenatinveseadlng a vzl
(Current clinical outcome of subjects)

0 certainly related ....... events

0 probable/likely related........ events
0 possible related .......... events

) doubted, not sure........ events

3 Not related .......... events

100004

Not known .................. cases

protect other subjects due to these SAEs?

13. fiannudnludosuiulaudlalassnsideietosiuliliiamanisallifisUszasdiransavaniiun

aalATALdY %301l (Are there any necessary changes in protocol or informed consent to

3 No.
3 VYes. (please describe)

v a o

a1eila¥yaiinie (INvestigator’s SIGNATUIE).......c..cecuevveerveersenraesseessessenssessaesseees U9 (Date)
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LUV INISARIRUIeTUEUY K50 EURINTATITINISIVULAUN AMIZNTITUNITITESIIUNIETY
Yl AMZLNNEANERT NINIneTEesIvaIuAIuns Tin1ssusas

NUYLAVDNEIANAT (SUDJECE IDH )
Snwaizuaanisisauy: L] Protocol violation [ Protocol deviation
TUNAAMANITOL (DALe OF EVEND) .oovoeerrsverrsreerrssersersssserssesersnennn

o A

TUNEAIBSUNIIU (Date event became KNOWN 10 INVESHIGATON) ...........oeeeeeeceeeeeeeseeeeeeeeeeeeeeeeeeene

Y
[

FuTITAVT1891U (Date FOrm COMPLEtEd)......orrereereesessesseseeseesseesese
gilavesnsafiunisiidesuuniedtlu (Type of protocol violation/deviation)
L] mizﬁummaﬁﬂimﬂiﬁﬂmamﬁaL‘Vimsam (Randomization of ineligible patient)
[0 mssuenanadasiiindnednesnainiasanis (Eligibility criteria exception)
L] iulmwmﬂmumauﬂﬁiﬂﬂﬂia\‘im“‘u (Screening procedure reqwred by protocol not done)
I:l V]']W'TIIGU‘U@E]Uﬂ'ﬁﬂ(ﬂﬂi@ﬂﬁia“ﬂu@EJUﬂ’]3'37\]‘Eluaﬂ§u8uL']a'Wﬁu'U (Screenlng or on- study
procedure/lab done outside the protocol required time)
L] mi%'ﬂmliimmmﬁisq (Incorrect therapy given to patient)

L] nnslenlsinsanudfisey (Medication non-compliance)

3
v

L] "L;Jv‘fmmﬁ'fumaums%amzq (On-study procedure required by protocol not completed)
[ mstnmnglinsemnufiszy (Visit non-compliance)
T (o Y=Y I o T I

SOP 06/01.1
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wuuasUnan1saLiueuAdeiiauddinlasinisise
ADAMIZNITUNITIILITINNTILTUNYBE AUSUNNEAENT UNIINIRUEIVAIUATUNS
FUALATINGG REC wooovvrrrecrrnncrnsseernssencnensnn FUTBUTOTUT.

o/ o/

D AV N L ATANNT IR oo e e e oo e oo e e e e oo e e oo

EEGHGEN
1. deyaiieriueranasinslulasins
1.1 S0 ARSI S AUATIHOIN T Yoo 57
(Total sample size)
1.2 Sruauormatasiasunudueond1smlasng. 518
(Total subjects consented)
1.3 $1uu01a @A A UNTAANTON o 518
(Screening failure)
1.4 $1uau01matAsInouf 00N TINATING. .o 518
(Withdrawal)
1.5 Srunuiloranalinadedinseninen s, oo 378
(Death)
1.6 1L ANATTUATAAUNITITO e 318
(Subjects completed)
2. doyaifenfummnisallaifielsrasdiiotu o anuiidevemiu
2.1 ﬁmeimﬂlﬁﬁwszmﬁﬁlﬁmﬁﬁuﬁummaﬂmﬁy’éu FTTUI e 318
2.2 Wummnsalldfvsrasduiinouss videfildaafnuneu $1uau oo 3¢
(wmnsallsifisUszasduiindronss sanedavmmsallifissasdiifnuienanasinsuaz il
g1anadasiaunaunig AinsuseywanIn visensadisunssnwdilulsmenuia visesy
Tsanenunauuniung dumnnisallaifisUszasdliinndnuneu mnefisenmsidutiefiiau
ornatasdalalimgnsalitseylilulasinside viediernide)
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3. Sﬁa;&amﬂﬁzﬂﬁhjmﬂﬁmmdau (unexpected or unanticipated problem) FAnTu o anuiiseves
v (mannsalfilinednunnou mnefavenisallagilildenishifislszasdainousmieils
madnew wikideAntnoraduligmeenside wu Wlusfaauiiide nmstheanuiise fiaeide
gnidiuad eranasinsidedinanamnduiiliierdestunindrsnilulassnsideman vieinasons
Fusnwdeyatu arundemeuniaiesresiianeiiliifuteya viensgnlasnssudeya “a=)
O luidl O { Wsnszyswazidenauazduim....mansal (mnldrsudslivuuneay
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Memorandum

Office Research Ethics Committee
Ref: . Y S Date ..
Subject: The result of REC’s Consideration

Principle Investigator:
Address:
Protocol Title:

Protocol No:

According to the reference document No. S.T......ccceeeee (Day - Month -Year)

as you notified the committee about the ...(Event).........ccccccerueen.

Have / has been reviewed according to the ICH GCP and acknowledged by the committee at
the meeting, Month/Year agenda no. 3.5..., dated Date-Month-Year

Sincerely yours,

Name of Chairman of the Research Ethics Committee |,

Faculty of Medicine , Prince of Songkla University
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6. DeUANY (619)

ANANIA

ANUKNUY

A3 D9LDUNNENALANYIND
AMULABINBY (non —
significant Risk Device (NSR)

3 d' = ¢ al I ! = Ao = 4 Y 1 [
L‘Uumi@ﬂll@LLWV]EJV]@%IU?SWJ']\W’WFIW@’] NUAIULFYIUBDY NIDYUN AN
518n1560l UL

- 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)
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6. DeUANA (61D)

- Transcutaneous Electric Nerve Stimulation (TENS) Devices for

treatment of pain

- Wound Dressings, excluding absorbable hemostatic devices and

dressings

A A sl = o
LAIDIUDLLNNYNASANYINU

& a4 A cal | = Ao o o &
Junsesdleunndiegluszninenisiny nildnvaeaweludl

a

AULELANTN (Significant Risk | 1. aeen1shilagiadrlusnenie wazdanudesigussioquain

Device (SR))

anudasnde vierendusgidvesiitrsinsise vieenanasing

2 JuirdesflioarlddmivtisussAuuszaesiinuywe uazilinanu
\Foaeusviequaw amnulaense visosommiduogiidvesdidniums
Wy viveemadiag

3, Juedesdlefifinnuddyedneddunsitadelse

a. Snwilsa n1sussinilsa v3eldUesiunisiinanuunnTeeves
quamaywd wazdanudssieusiioaunm anudaendy videdeni

4 4
<

Hueginvestiinsmmsite videoranaiiag
5. Juiedesilofifimnundssiroussiequaim anudasnsiy videse
Pndusgiiivesiidnsrnnside viseranaias
fhegraeiesdlefifimnuidssnn 1o
General Medical Use

Catheters:
® Cardiology - diagnostic, treatment, transluminal coronary

angioplasty, intra-aortic balloon with control system
® Gastroenterology and Urology — biliary and urologic

® General Hospital — long-term percutaneous, implanted,

subcutaneous and intravascular

® Neurology — cerebrovascular, occlusion balloon
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6. DeUANA (61D)

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, general 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
® Coronary Artery Retroperfusion System

® DC-Difibrillators
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6. DeUANA (61D)

® Implantable Cardioverters
® Laser Coronary Angioplasty Device

® Pacemaker Programmer

® Replacement Heart Valve

® \/ascular and Arterial Graft Prostheses

®Percutaneous Conduction Tissue Ablation Electrode

Dental

® Endosseous Implant

Ear, Nose and Throat

® Cochlear Implant

® Total Ossicular Prosthesis Replacement
® Gastroenterology and Urology

® Anastomosis Device

® Endoscope and/or Accessories

® Extracorporeal Hyperthermia System

® Extracorporeal Photophersis System

Extracorporeal Shock-Wave Lithotriptor

Kidney Perfusion System

Implantable Penile Prosthesis

Peritoneal Shunt_General and Plastic Surgery
® Absorbable Hemostatic Agents

® Artificial Skin

® Injectable Silicone

Mechanical/Hydraulic Impotence and Incontinence Devices
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6. DeUANA (61D)

® Implantable Prostheses: chin, nose, cheek, ear
® Sutures

General Hospital

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

infused drug

® Implantable Vascular Access Devices

Neurology
® Hydrocephalus Shunts

® Implanted Intracerebral/Subcortical Stimulator
® Implanted Intracranial Pressure Monitor
® Implanted Spinal Cord and Nerve Stimulators and Electrodes

Obstetrics and Gynecology

® Cervical Dilator

® Chorionic Villus Sampling Catheter, phase Il (preganacy 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)
® Fye Valve Implant

® Retinal Reattachment Systems: sulfur hexafluoride, silicone oil,

tacks, perfluoropropane
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6. DeUANA (61D)

Orthopedics

® Implantable Prostheses: ligament, tendon, hip, knee, finger

® Bone Growth Stimulator

® Calcium Tri-Phosphate/Hydroxyapatite Ceramics
® Xenografts

Radiology

® Hyperthermia Systems and Applicators

7. 1@NE15919849

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 Wiz UUQALATOMDUNNEY W.A 2551

8. ANANUIN

AIANUIN 1 AF/01-09/01

0819 UUUTEEIUTASINNSIVELATDILDLNNE
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f29819U VUL IUIATINTSIYLATD I BLENNE
BUUUSEIUlASINISIVLLAT B IR BLWNE

Medical Device Assessment Form

TIHLE OF PrOJECL: o

RV EWET NMBIMNE. ettt e e et e e e et e st e e e s et e e e seeeeeeeeeaeeseeeeneenans

Element Is Element Comment
Addressed

Yes | No NA

A. Name of device. Are the common or
established name and trade of the

device provided ?

B.Intended use. Dose. Dose the Pl
describe the intended use of the

medical device for this study ?

C. Dose the PI provide the following

information about the medical device ?

1. Category of the device according to
Thai FDA

2. Device manufacturer or distributor

(source)

3. Important device components,
ingredients, properties and principle of

operation

4. Treatment schedule or regimen

5. Operator’s manual
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Element Is Element Comment

Addressed

Yes No NA

6. Modifications to an approved device

7. Whether the protocol involves a new

intended use for the device

D. Dose the sponsor’s risk decision
statement declare the device as non-

significant risk, or significant risk ?

E. Dose the REC concur or non- concur with

the sponsor’s determination of risk ?

F. Assurance that the study data will be
retained for 2 year after the data that the

investigation is terminate.

G. Dose the PI provide summaries of prior
laboratory, animal and clinical testing

including

1. Summary of published information

2. Bibliography of publications relevant to
the evaluation of the safety and/or

effectiveness of the device.

3. Summary of unpublished information
relevant to the evaluation of the safety

and/or effectiveness of the device
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1. Medical device that is required granting of license, the sponsor/researcher must present
license granted by S-G of the FDA to IRB
2. Medical device that is required submission of product characteristics or particulars to FDA,
the sponsor must present such document to IRB
3. General medical device required only the Certificate of Free Sale approved by Thai
Ambassador.
RECOMMENDATION

[ ] Approved

[ ] Modification required

[ ] Deferral

[ ] Disapproval

REASON (S) FOT AEIRITALL e e s e e s e e sneenn
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