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7.2 The Council for International Organizations of Medical Sciences (CIOMS).
International ethical guidelines for health-related research involving humans,
2016.

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

7.4 World Medical Association. World Medical Association Declaration of Helsinki:
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(20):2191-4.
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NYWEUUULTI (AO-013)

5721 maidenldnsdunivel vislduuvasunuwazdeyaniiuldilduleya
o = 1Y)

du v3eteyandoulnd (1Wu sallsuniuwe Auguwssluasauaia

Y

WOANTIUAANLVINNE NSViaIeANLTeTesLYY) wagkinenaidume

=

AaanunInIednsustlevivesyana ldvilvgidnsiulasansided
Anudsfiazgndduadniunguansuarlifnaseuseulmves
YuuilAgItos

5722 mideiifesnafisafuiogamisiinmioldelngishisnarinenie

(WU WUEAAaImseastuane danu vse Aulaeludelay)
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nsiiuTIuTudeyalaeiiingUsrasdiie n153delaginanisilisna
Taliendesiunsiviendau (anesthesia) #3an159intviasu (sedation) #
THUszdlunsuus waznsldgunsalilasunissusesinduaseile
NINSLNNT LAz II1NU1AIUNDINAIA HI0E199RANTT LU (1) §in

[ 4 QA' o ¥ A [ YR} dy a | a

UL SNI9NI8 AN UL TEUS o INANUNURIVDIT 1918 kasUS U

Y 4' 1% 1 1 = %’ [~ 1 £y}

naumigTemeldunnniesnaianududiiivesunna (2) N3
Uszilluuseamdudanisuad (3) N1sa1enInalendukiindn (4) A3
ns73maulni19la nsestamdulndnaues Ana1eAILSoUY
(thermography) N15ATI9EUANNUNNINSIFNAATUAINTITUYIF N1
151990U52@MAMENSELENTH198m3 19191 N15AN8AINDUNTILTA
A aa o ) v A o a
Weon1931ady doppler blood flow n1srs1aRIlaseAdUIdsIALD

3 le’ v A & 4 = 1Y 1 a <
g (Vall nsanesedidnd vislulasian ldidhvenisiansaiuusd)
(5) N1998NAEIUIUNANE NISNAADUAINULIILTIVDINA LT 1T
U321llu0aAUseNouve93I9nI1y N15inANNEanguMIIgaNiveny
UMTINLALAVNNYBIYAAR

= 2 a < A o ‘: v v
ANSLAIZLADN WINABILNITINULEDA ALYNLA8N1SLaNEUa1adl (Fuwin
A a Aa g I - a o 1
vseflunsdiniduanmIsn) nIelnzanraendenddiuUany ag
USinadanuaranuiuasIiangAsidusail

[%

) [ lcl' @ al | aa I3 a o Y] LY} ] c':
- dmiudInaguanudussasiildaniiassdwavduimdnedalaien

A1 50 Alansy USunandeniianzasdaakiiiu 550 Jadans Tuvian 8

FUat waztanzliussnnduniay 2 A5

) 1 I3 =l |d'd %z/ v v Y 1 al [ a A d'
- dwsuianvived nginiiuimindidesnd 50 Alansu Usuadeni

LAEARaluAY 150 Hadans nIoliiy 3 Haddansseulntnea 1

Alansy Turan 8 dUmni waztanzlilussnindunnvias 2 As9

Av A o a P 2 aa o a

AN539eNYNluEIdINS19MMaD9INN15MSIIVIBEMUUNR (leftover
specimen/surplus blood) wagldarursaiyenlesisdiyanaiiy
LANVDIAIAINTID

ASABNLAYENUNITSUTDIINAUENTIUNITHAD LAzt lALIaasue

Y
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Y
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Lﬁmaummrmmi%’ﬂwm%aiﬁma@ﬂasJ (@189 UAUDeRIUAAA TNTS

J
tufindeynnanieltsianitenlsadsynna)
5.7.2.8  dwnsumsidelunguusesnsilsizuns (vulnerable population) %50
n53deluliesiseulm (sensitive issues) Honsaund Uy dany
wisunguang lansadhnumuiiansanuuuss wasaisindn
fiansanlunmsussguannssunIshiuyn
Usernaiusnzun wisiaslaluil
57281  nauidanuidies iy msn ndeisessd fUaingavide
svozgeving fUhefilulsaiFesriuguusdiiansasnm
e nle Ly Lspend Lsauzise s

yaa ]

57.2.82 nauitlianunsalinisdugausigauies gRIaANUNnIes

Y

vaa ]

lunsdndula grdanuunnsemidavseanlyy vie
o ! L7 a v 3 < 2/ ! |
AUNTINT LU HUIERUAER JLe1d (MineTgupsnI 18 U)
AUevasuvsedIniluilen
57283 naunenaluiidasviisanalun1sindula wu nusinae
Uniseu UnAnY) NINUYEIRIANTYINIY Yungutiay
= D ovd o v - PN,
M38UsEYIVUNIEVRU NAURANY HasorgnTannioglu
anuanasIe nquaulseggneudeulile dnlnwnie
RelanseReninegluaniuiiila vav
57284  naunliuszasdasiUamed wu vgauinig dRegivse
gsianin fanvseduigeania guielsainfeseunss
AUremglsandsauliseusu wu lsaeu lsafnsienia
BUGREGII
awv & v a = <
5.7.3 lassn1siRenidndnenansanluinuszyunnznssunisiasga (Full Board)

Ao o

P804 1ATINSNLENwULUsNNTLANNATINSTNTWYD 5.7.1 kA 5.7.2
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58.1 1 yMIAREeNnIINNNg WlenunulaTaenside Tnefinnsanainiede
nssumsvdnaeu lunsdifildanansamle Wanidenandy@eteditoney

5.8.2 S1nunssuNennuutuUssaeamsfiatsailasinside wu lassnsi
ABINITNITRITUIINAMLATIUNITONYA TNTTUNITNUNIUTIUIU 3 WU
1A59N15RATULUUEITINIU 2 v (8nLTu case report HANTLABNTTUNTST
1 vi1u) (eaziBeaianduszylu dudunisuinsgiu HREC 054.02.2 uaz
HREC 06/v.02.2)

5.8.3 nsumsiivmiiinumuwenarstuastoyaenaatias foaduyeaadlalaind
wnindvdoliiRtestuindnummg enadunssunsvielidenadassilisu

ANSLLHISFY

I d‘

584 nssunnsildsuseunmineazfodliilugide {idesi viefiuinw wazlid

naUslemitudoutulassmsisetiug
59  nsduenaslasesndelingsunig

dnthiddasesadelinssunsildfuneumneituszuudidnnselind uas

p1dalugUuuuenasmINAsIINITIowe neliiainisnuniu 14 Tuugiu

wenansfidslingsuns Usenausie

5.9.1 1A5e319M15330 wazlonansiieados

5.9.2 wuUUsziiulATINTIdy (AO-014 e AO-015)

5.9.3 KUUUTEHIUNTZUIUNITVOANBUEBNAINDIAANAT (§TU ICF reviewer)
(AO-016)

5.9.4 Yupeunisiidusves primary reviewer lufiusggunnzn3sun13RaITn
9385554 (AL-005)

5.9.5 wudssiuenansnisliruBugenitigatesiunsidenaiugnisu (A0-017)

5.9.6 nsdlassmatinsanlagaugnssunsduyn Wvihiesdmiddedyusza
(AL-006) \tofinnsanlasednanisdds niousgnisUssuaniznIsunig

#915193855 5N T3 lunyed (AL-007) neuinUseseeties 7 Juuity
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AUIYNITRATUIUTENNVDILATINTT wAILUTTRLUNTENTUTEYN Aall
5.10.1 1ATINIIAIUIBNITENLIUNITVOTUTDINIUITEEITU (exempt determination)

Tussglunse 3.3

A v a

5.10.2 lassmsiefidndnefiansanuuuid lussglunse 3.4

5103 lasen1idedididnefiansunuuduiusesuldiiuseunuiingsunig
#1300 riussqluanse 4.1

5.104 Tassmsifenuunyantufidunsinsandesuanauenssumsvesanity
AuvingrdvawaruaIunslavitiuiindennasmsfiansuaiesssunisideld
Tussglusey 3.4

5.10.5 lasemsidomssnunainiidosnisnisiansunlagaugnssunsiduyn Wuss
Tunse 4.2

5.10.6 lasansidemssudsaumans/moAnssumaniidesnisnisinnsaunlag

AzNITUNISHNYR Tiussglunse 4.3

5.11 MsnUmUlATIsNN1TIA8lagnITuNIg

5.11.1 n3sumsvumulagesnensive Jufinanuiusasdolausuuzlunuuusziiy
159115338 (A0-014 %50 AO-015 %138 AO-016 waz A0-017) laglduuinianis
NunIUaLUsEulATI319N15398 Tudsatiun1su1n gL HREC 08/v.02.2

5.11.2 nssumsdsmanIsnumIunaudedtnauniely 14 uujiu

5.11.3 N38IlATINITABINTUNIABANTNTIUNITAUYA NITUNITAINANITNUNIY
navungidrdnaurIuszuy rus ldesndn 2 JuUfiiu neunisussyy

ANZNTIUNSIANYA NEouTsdsRuLena1slasy

5.12 msiansanlasssensivgluiiussgunaznssunsiuga (Full Board)

5.12.1 ﬂﬁﬁaﬁmﬂmai'wqmﬁ%’sﬂuﬁﬂﬁsﬁqmmsﬂﬁmmﬁmm avnszviudiolenans
1ASITNNITITLATUDIU

5.12.2 'utwazl,ﬁsmﬂﬁﬁmsmﬂmqﬁ'wmﬁ%’aiuﬁﬂszsqmﬂmzﬂﬁsumiﬁmmszqIu
WANTUNTUINTFIW HREC 05/v.02.2 hagNITtaseasenTussyaagseny

nsUseluun HREC 16/v.02.2
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5.13 MISHANANISNAITAN

5.13.1 @NaNSHIINE

5.13.1.1 Wenan1siansanlasesranisisedy Susas (approval)

5.13.1.2

513.1.3

5.13.1.1.1

5.13.1.1.2

dldy 1

Wnthil Useiunsnensiiifennudn aaznssunig
fiansna3esssy wagiuifuses Guidseyy
AMIZNTTUNIIALYAAIURTUTDI) asuunaTsiall
-1onansvenduduseulaulasudaya (information
sheet Wag consent form) Useriunsnens yauin

- lonansdeUsynduiug Ussiunsiens youth
Wi wIsunisdeiuses (AL-011) dsliaviynis
MTIIABUANNYNADUATYINNITUALY AaudsauaUTEs U

AENTIUATLNDAIUIN

Wenansiasandu lasunisendunisiansanasesssy (exempt

determination)

5.13.1.2.1

513.1.23
5.13.1.24

Wil wlsumilideudinanisiarsanlasesnenisise:
1ASINISL9188ALIUNITRINTAUNDS85TIUNITE Y
mgwé (exempt determination) (AL-001) flasuulng
USLEIUAMLNTIUNNS
Andunsdaenansigider1uszuy RMIS

n15UHURMuTURD U ILAT R UR B LAY 7 FuU Ay

JUIINTUNINTIFBULONANTATUDIUY

Wanan13ia1sanlasesen1sidody Yfuugudluinasusas

(minor modification)

LNAUNT ARVINTIFOLIINANITAINTUT (AL-002 NSRS ULAE

ANIZNTTUNITANYA 138 AL-029 NSERITAUNRUULSD) FaUsenause

HAN1SNA15eU TUNNTAN LAZLUUTUIABTAI NN DTLAUDILUY

YDIAULNTTUNITHANTUIDTEFITY (AL-009) hazIuNAsUAINUA LA

danau (melu 30 Ju)
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Uszyunnznssuni1stiuyn (need full board review) \iwtii
Javimadoudananisinrsannisudludindulaseienside (wu
o) lenanmsiansandutidrfinnsanluivssguangnssunisiiy
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IRRFY

Fowanisfiarsanlasssemidelnennuznssumaduyadu Uiulss
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=

Fmihil davimilsdoudamanisiansanlaseiunisidy (fuye):
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TorauouurvesAnLNTINNTANTANATESTIN (AL-009) LAy Tuflasy
Avualidaenasnau (nelu 30 Ju)
dlonanisfiansanlasesanisisy 1 lddusas (disapproval)
Fvthil davimsdeudaanisfiansanlasesnamidy (duyn): e
wan1siansudulaifuses (AL-004) Feuszneusenanisiansan
Fuifinrsan wnraiilizuses uazdedidenny “viuaunsngnssal
HANTITNAITAUNVDIAMLNTINNTT LABLIIAIINTIUG UATLNAKA
Tudssauszsrunnznssunts Wuaednwalsnes” (nelu 1 Heouw)

auNlngUIEsIUAMENTINATT

5.13.2 NMSLadLRaU

=

5.13.2.1 nsaifinan15ianlaAsa319N1533e A Usuugaunluiiesused wse

Usuusaitauagindiiansanivg winasummuaiunwdslunidsde

udana wazidmhAdslallFsumsinsoandide Thdmiilnsdm
aouaNgITevieiugide uazsenuaviyng Wilesentufindemnu
wiudoudiseisesnisusuusslassad funuuingsunisiiansan
938555 (AL-010) Tngmmuaiudsnduinaigly 14 Twinis duain

% YV v A 1 A
auimuwmaal,mmau
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5.13.2.3 mngAdevevensiiandsienaisviolndivivudly desegniely
szpziaan 90 Jutuanntufinssunisasuf mnaglutiaaifinanilv
Lamymiﬁmimay@mLLazaaum%’UmflﬂuLaﬂmiﬁ’uﬁﬂ%’am’mﬁ
Unideiaue wagdsdunigidesunsiu mnduenansuselidnduin
adufundt 90 fu azdesthnduiifinnsantnddnads Tnsussqlu

a <
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5.14 JUMBUNITDDNNTNEBMAINANITNUNIUNDUAI LNV LA b

5.14.1

5.14.2

Wi iRuideluznInnIIUN1TAToNRAIINTIUSTYNAUENTIUAT SLALYR
uotar Iy INely 2 TuUHiuraalasunan1snumuaInNnssun1sATUaIu

Lﬁﬂﬁiéﬂ']iﬁ]i')ﬁ]ﬁ@‘tlLLaSLLm?JLﬁE]ﬂ’NNIﬁLMN"IgﬁN LAEINANITNUIIULATNIAY

el 5 Tuliu

5.14.3 Fuppuillgiailiiiu 7 Fuufiuvaalasunan1snuniuInnIsun1sATUaI

5.15 msanfiumsdlediduddlasesnisidenuilunesuses (n3al minor modification)

5.15.1

5.15.2

5153

5154
5.155

LMY WUUBLIHDTBAIN NS DUBLAUD UL YRIAMENTIUNITNAIT
9385551 (AL-009) uazionanslasesiaddeivinnisunloud welmauiynisidu
AR50

a ] v o Y oA ' ' 2
LAYIYNTT WANTUINITUA b IIATUTIUYNUSTRULaIMT ol vnlufiussiaud
avdeanunsaasnuiy Suses wagliiduthnesedlususeald
wnaviyn1shiaunsadndulale imtinagdelasesan1sidensau awuy

NANSWUUUSEEULATINTITE (AO-014 919 AO-017) TNTSUNISVINULANTLAY

nunu melu 5 Uiy ndsanduizesronniariyns

dslasssraidelingsuns ienumusiuszuudidnnsetndvidesuuuuienans
n3suAsAnuMIL Tuiinanuifulasdelausiuslu wuuszifiulassnside
(AO-014 913 AO-017) uazdswanisnuniunauundedinaus iunieseuy

diiinnselind ielugduuuienars anely 14 Judfiu mendeanlasulase
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5.15.6 Wil delasesransideuasdelausuuzvenssunig uAaviynig Lile
Aiiuniseely

5.15.7 unsdifinanisfiansanvesnssunsgmumu 1y Fuses msudssanisfiansan
fdunmsnuduneufissytnedu

5.16 mis‘hLﬁumiLﬁa;ﬁ%’sﬁﬂmas’wmﬁ%’aﬁLLﬁ’lﬂLLazﬁflLﬁwﬂmmﬂmi (N8 major
modification)
fufunmsnuiiseylude 5.2-5.5 uay 5.8-5.14
5.17 nsiasaunlvesnnilsdesuses (Certificate of approval)

doauunisfinsanlioonudedesusesls (AL-011) Wsndunsdsid

5.17.1 vthidavimilsdeduses melu 2 uufiuinisudsainilaviynisls
ALiunig

5.17.2 1@IUNTATIVADUANUYNABIRNNULUUATIVABUAIIUYNABIVDINTRONNTIHR
U304 (COA for full board initial review) (AO-021) %38 LUUATINADUANILYN
#eavasnseanuiideiuses (AmiulasamsfifiansauuuLia) (A0-020) A
winvesniadosuses

5.17.3 Wuynsiauenisdeiusesiinsieaeugndosud TiszsuRansanasuy
el 2 Juving

5.17.4 Ysgsmasununely 2 Juinsmaalasunisdesusasannaviynis

5.17.5 Usgunsnens AnENsINN1TNa151938555un153398 Tunyed aue
UNNYATEASURIANYIADEIVATIUATUNS NIoUAS 1T nwalUeIAME
unneean i ineduasuauaiuns lunnutheesenansduaseraadasuay
wuuBugouoianaiag uazuiutheussnduiusatuiinngnssunislinig
fUs09 waruiinduses (Tuiissrunnenssunmafuynaswdiuses)

5.17.6 duumilsdesuses 2 ya (Auliluniiulassnidedusduatu 1 ¥a uazuily
niladesuses 1 4n)
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U YA v

Uneusenduiusiuseriunsfusesidn wiouwuuenans YeujuRdmsugide
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YU av

Tulasensneun135UseasesssunTIdelunyed (AL-012) Tvinide

5.18 NNsAALAUlATITINNTITITY

LNAUNNALNULDNAITAITBIIBIAFNAT LUUBUYDUDIENANAT WazhiUUNY

Usgnduiusnuseiunsfusesduiulilugudeyavesdinnus dwenansiinge

doiang
LRI
AANWN AUNUNY
RHGRENGENGPR IR Jutenaisiigiuenarstiuasfidnsauniside enaradas
(Informed Consent Form) zaotaiuilodndulaitnsnlasinsidy vawinlasus
TayalasinITeegasuniu seanudilikavdandula
lnedasy
v = ¥ 3 nd‘ < ¥ a v
wuuduiinteya wuunesuildlunsiiuteyavedasinisidy

(Case Record Form; CRF)

JoaNaInNIsAUGIDE19TININ

PUIFUUNNVRNAINLNYIVBINUNITUS MISIANISHIDES

I naalglulasanisive

Jonnasnmsiiuuaglddeya

nilsdeduiindennasiliieavesiunisusnisdanisdeyad

= v Ao
WNeoIlulATINITIVY

LONEID19D9

7.1

7.2

7.3

International council for harmonization of technical requirements for
pharmaceuticals for human use. ICH harmonized guideline; Integrated addendum
to ICH E6(R1): guideline for good clinical practice ICH E6(R2), 2016.

The Council for International Organizations of Medical Sciences (CIOMS).
International ethical guidelines for health-related research involving humans,
2016.

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

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

7.5 wusuasusssunsimdgluaululsemalng. wumsasesssunsvimdsluaululssine
Ty, 2550.

nansTiieadas

8.1 AO-011 WUUATIIEDUANUATUIIUVBLLONENSIATINITINL (Document checklist)

82 A0012 nawifiansanlasamsdideiilddndiefevesunssusesmieinuasesssunis

elunywd (Criteria for Exemption)

83 A0-013 inaiiasanlasamsididenisinnsanadesssunisidelunysduuui

(Criteria for Expedited Review)

8.4 AO-014 uuuUssliiulasin1sIenedinisunmg (WUW%Uﬂ%&LLiﬂ) (Assessment Form

for Biomedical Protocol (Initial Review))
8.5 AO-015 uwuuUszliiulasin1sivensdinumans/naAnssuaans (MunIuATILsn)
(Assessment Form for Social/Behavioral Protocol (Initial Review)

8.6 AO-016 WUUUTLLEIUNTEVIUNITUDANMUTUYDNINDIANENAT (115U ICF reviewer)
(Assessment form for ICF)

8.7 AO-017 LL‘UU‘U%L:ﬁmaﬂmsmﬂﬁmm@uaauﬁLﬁm%’aﬁumﬁ%’wwﬁuﬁqﬂﬁu
(Issues to be Addressed in Obtaining Informed Consent Involving DNA
Banking and Genetic Research)

8.8 AO-020 WUUATIIABUAIINYNABIYBINITORNUIIFDSUTEN (@wsulasamsitfiansan
WUUL5n)

8.9 AO-021 WUUATIIABUAINYNABIYBINITRBNNINERTUTEY (COA for Initial review)

8.10 AO-028 wuunesuthdsmsssudoun1siuinnsanadesssunmsiay

8.11 AO-034 wnisdorndlasansITelnung MOU 1 1% 18 SErInganvy

8.12 AO-035 @15 N@1sURIAAULONAITIATINTINY

8.13 AO-038 A1SANUATIHALATINITINY (REC Coding)
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agenda)
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\n3asAa (food grade) 3ol lnsnsaasuainiivleddrinauiasugia

PRAMNTTU UINTFIUNEAANTanaUnTaIn1aN15wnng (Medical Devices

Intelligence Unit)

nsdiA3oaflounnd 5ﬂa§l:°lu1li$m% In vitro diagnostic medical device

(IVD medical device) mutie1uva49 Global Medical Devices Nomenclature

(@udl 6 lumsneit 07/1) Wilseduseduanudsmeanisliedasiounndse

fdau forldnu uasdannden Tuatesdiedamudssedlusedula dolud

Uszlandl 1 (Class A) mwm?i'wiaqﬂﬂa LLasmmﬁmﬁmmﬁﬁmqm M1 (Low
individual risk and low public health risk)

Usziandl 2 (Class B) mmfimﬁiaqﬂﬂamuﬂaw LLazmﬂmﬁmﬁmmmimqﬁu
#1 (Moderate individual risk and low public health risk)

UsgLamnil 3 (Class C) mwmﬁmﬁaqﬂﬂaqa LLazmmLﬁmﬁmmﬁﬁmqﬁuﬂm
n&a19 (High individual risk and moderate public health risk)

Usglandl 4 (Class D) mﬂm?ﬁlwiauﬂﬂa LL@Sﬂ’J’]ﬂJLﬁﬂﬁﬁ?‘ﬂﬁ?ﬁﬁﬂiﬁ%@ﬂ (High
individual risk and high public health risk)

nsdlasesilounmd lilédnagluuszian IVD (Non-IVD medical device) fn

flenur09 Global Medical Devices Nomenclature Tngianizdniadasiiounne

A ° = )~ 1 v an EREY Aa = 1 a Y}
NILUNUANYN lelﬂ'ﬁislﬁ'gllﬂU'Jﬁﬂ'ﬁ‘Vﬁa'VmﬂﬂqﬁV]llﬂ'milLaEJQ I‘VI"dﬁgL@J‘Uﬁgﬂ‘U
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511 nsaaAulAsITenNIsIvY

UL

mmﬁ 07/1
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Wite 5.8 - 5.11 1ulumusizazidenluddaniunisuinsgiunisuimsdnns

5001AYaUsn (HREC 04/v.02.2) ¥t 5.13-5.18

Usznnesasilawnngnnudeuwad Global Medical Devices Nomenclature

deiu DU AB3UNY
01 | Active implantable devices gunsalilsusneilddalnilunisduindeu 1wy Cardiac
pacemaker, bladder stimulator, diaphragm stimulator
02 Anaesthetic and respiratory devices Lﬂ%aﬂﬁaqﬂﬂiﬂjﬁmﬁﬁmiﬁuazmimﬂ%
03 | Dental devices \n3esdiogunsainiaviunnsy
04 | Electro mechanical medical wn3estiogunsallnfitnienisunng (Fedldrdslwillunis
devices ¥11974) 19U oximetry monitor
05 | Hospital hardware wwsesiiogunsaiildlulsmeuia Wy fewtae szuumela
swdszuutayaniae
06 | In vitro diagnostic devices (IVD) \wsesiiogunsainmsidadeneueninanie s ihen
\nesile sruLTiieatosnnsiaitads s ey
guamill nsiamunisinw mstestulsa safawdnsias
ihen iielfinden wiaifiufegaanndname Wy themaaen
n3Uiden Mananssd
07 | Non-active implantable devices gunsalilalaifioddmadunstuindou 1wy gunsalnauuan
08 | Ophthalmic and optical devices \wSesiiogunsainednginen W wiu laudduda
09 | Reusable devices iwsesiiogunsaliitndunldlnils aunsainissingn clamps
forceps
10 Single-use devices Lﬂ%‘laqﬁaqﬂﬂsaﬁiﬁﬁﬂ%ﬁm (L%JLLéJUﬁQ) LU Syringe,
hypodermic, metered-delivery, retractable-needle waan
udegraden
11 | Assistive products for persons with | La3esilogunsalianizypnadmiuauiinag wu Téivh
disability
12 | Diagnostic and therapeutic \n3esilegunsalitadeviesnuneded
radiation devices
13 | Complementary therapy devices \n3esilegunsainaunuviegunniiaiiniienisnm
14 Biologically-derived devices \30silons1aTnTanm 819 wan biosensor
15 Healthcare facility products and mamﬁmﬁmﬁaqmmwguﬂ
adaptations
16 Laboratory equipment gunsalinenaansluiesfuminis

101




unil 7 NN lASINSIELATalawNg

Review of Medical Device Study

HREC 07/v.02.2

AIZNITUNMTNANTAUNATEFTTUNTI TuNY e

Human Research Ethics Committee; HREC

Suitusznald 29 unsnau 2564

Y81 10 210 18 W

mmﬁ 07/2

(% L3

[ 6

F1UNITHANAUNNNTLI1¥NUAN AU LILARN NI TFIUNE AT U]

PAFINNITY
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1 87-2521 Awazdydnualdmiumuuzussyinedlflunmsmsunme il
2 182-2545 danldlumsunme il
3 251-2554 KlUsenndu fiiuwae wavindu vy
4 260-2521 wuseIwuUily il
5 318-2552 Uanawesuuuinu: Aedieuni@aresanlas vy
6 362-2548 A UFIUTIREN vy
7 363-2524 i miuuTTaethildsulseniu sunasey 2000 83 4000 vy
8 417-2548 VINYWAIUTII IR vl
9 501-2546 NPHOUANIMUNIUNIUATVDINYULRAIUTTIYN vy
10 | 502-2547 waenu1dn vy
11 | 503-2547 NPPIFAUNIIIIINVRDALA: vl
12 | 517-2527 wanaaindmiuusgedinuasuauga vl
13 | 531-2546 augwanaRnduiuusTmansurindenannide YAy
14 | 532-2546 Maufdniuussrdnsuioduunannideilimimoendon vy
15 | 538-2548 peifornanannidedmiunmsfasnssuvialdaduien Wil
16 | 611-2529 nszanuiun i Jelval iuduwiue aw (1 dafmuaiuguaud vl
d15930)
17 | 625-2554 QaEJNamﬂammfw&mﬁssumaﬂmﬁﬂwmzﬁﬁaammaﬁ%’wmaau— Wil
18 | 686-2542 MNYUENAEANEINTUUTIIEINN vy
19 | 702-2551 soiiuaulduou vy
20 | 720-2546 wldonldndaien vy
21 | 764-2548 yadnfideildlumsunmg Wil
22 | 777-25521507886-1 nszvandnerildfndiunanniderialiaduien vy
23 | 889-2547 A TuUR BRI vily
24 | 1050-2547 agliomslumaiuemsdwivliadudie vy
25 | 1056 w@u1-2556 peiledmiumansralsavialindudion wu 1 nasiduuadmiugedodi | sty
ntheevieansaraiges
26 | 1113-2551 dndiurnu vy
27 | 1122-2546 1507493 \BEUGTRNSuRn s vl
28 | 1200-2536 1505835 windevannanliadudanszgninvauvnivasugiusangunsnas il
Reaffirm2552 \NAEIDAUNINT
29 | 1298-2555 mﬂvu:‘wmaaﬂﬂiwﬂmﬂL%aﬁm%’wﬁaﬂaﬁmmzahuﬂaznawaalaﬁm vl
30 | 1312-2538 Reaffirm2552 Sanildlusmeniienmssnymansegnderusillumsiiedsnmne: | vl
NsUTTPRUYie kagMILanIaaIN
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62 | 2001-2543 auvasnfevesuifugilnih dmsunisin nsaunu wagildly vy
iesUftAnmsnaaeu ferhvuniialy

63 | 2002-2543 anuvasnfevesuifusiinihdmiumsta msmua wagildly vy
WesufuRnisnaaeu demuuaamzdmiuuidugiead fuAnisdmiuii
ANuToudan

64 | 2003-2543 muUasnievesuifusiinindmiumsta msmuay wagildly vy
esftRmanageu ferfvunamedmiuiniesmunieilily
MiosuURnns

65 | 2004-2543 muvasnfevesuifusiinindmiunsia msmuay uagildly vy
MesUfjifnsnaaey aulasaiuvesynlnsulefiedmsunisinuarns
naaaundlni
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