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(17) mngidnsauidelaunisufuailinsminiissylfluenanstuas wieiidianu
\eafuasesssunsisuauisafnsenmynssuniga Iaegsls (Vendeanuiinadonuioiaslnsdny
nsans)
aa v - a < a ¥ aaad
3) nsaineniu WsawWdsulunisvannudusauniedsauununisasurdluendns
(Waiver or Alteration of Consent)
3.1 N1sveANUTusausenAlldeinidonansanunduseuiduanednualdnys
(Waiver of Document of Consent) Tunsaisiasalufl (81989910 The Common Rule, Declaration of
Helsinki)

- mAFeidunisduniual 1999 lneaniznisidelumdenissuluidusanis
deteidss violdsuunadnemenguune waznseidunnudesnisveadidnsuideies ilidesasansie
A v ) 2 v Y a o Yo £ o ' I
Follundngiu Anenssumsiuigidisiaide azldfunisunlesdnsuazdasadeuinndt winlud

nsasaneiiotelunisdouansanuidusen Wasannisawinluenaisasidundngiuiiesadig

' v @

Wweniiezuduludeiayanald wifidednadimesuisuazionanstnadlassnsidounfitnssise
e

3.2 N139NIUNI5VRANNEUEBUNDWYSIUNTIIY (Waiver of Informed Consent)
Tdun MeiTeiiidnwnessluil (8198990 The Common Rule, Declaration of Helsinki, CIOMS)

- maddedudennuidssilinelmAnsunseroidrinifennluniianudes
FunseluBinyszdriu wiomnudedunismsaiianie amndanemiensaiienisinuinuuna
(IFonsuringuiiiinyandessii Minimal Risk mufiensues FDA wag DHHS vesanigaiini)

- Mslivenuduseunewd1TINITeIrliinsenusedns waratafninues
HinTAdY

- isiTenseunulaeyausssy Azdeslasudeyauaslianudusen Ty
BREPEN

4) msUatiadeyaursdul fasazlamedioduganisise (Incomplete Consultant)
Augnssunsa agpausuliduiumsidlunsdeelud Ao nslatsdoyaursdaud
audndulunszuiunsive ﬁasﬁ?umadwaiﬁmi%aﬁm‘wmm%"Lu'mmaamiqi’mqﬂizmﬁmaqmﬁﬁa
1 1 Tunsdinisiseuuudananisal (Observational Study) uazmstadedoyauisdiudu lalldv e
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v

- msUatstayauvdulineiiindunsenegidisuidesnluniianuidesdunsie

U

1Y N @ '

TuFinUszdfuresunseanmsngasiinie asamednnmiensiaiiensinunnuund
- PAvedalinmaeteunsinsuddioyaiitntsliufidnsnide ieduaamside
5.2.5) nMunun1sidninlasen1sveidniuide
(1) lifimsUsdulidnTnlulaseaniside (Non-Coercive Recruitment)
(2) msisnluanududuiinazn1sshwinnudu (Privacy and Confidentiality)
(3) awidss uA Sunsiemsinienionsuinidu sansgnumadalauazranseny
MANUNY MY FIAL UAZLATYEAD
(4) Ustlonifianningiinsnide uavdsnnazlisy
(5) ﬂejuqﬂﬂaﬁﬁiauuauasLﬂswsmq (Vulnerable subjects) ingnauazaudndulunis
Anwidelunguyanamantu
(6) ngumuALVnguTiltemasn (Placebo) (13 imwalunsfnyide
(7) spEgataydunsI8INNsidevaen
(8) vianinausin1saeuiinsATeeenann1side
9) maﬁwﬁaﬁmﬁ@,LLammaﬂmﬁu’wqiNmeL.Lasﬁﬁﬂ,f\]
(10) ANUNUZANVDIAINDULNY (Compensation)
(11) m3¥nwmeiavdensieavaeidedinnundemeviesuneainnisidiauly
1A59N17338
(12) mafuidedio iFen uazansdamaa
5.2.6) agUAauLiY
1) MmAduaysedeuisidugnisemumaninendans (validity)
2) Samduszwinenudsuaznalszlov (Risk/benefit ratiolngzasmielsl
3) finguenanasinsfiusizuns (Vulnerable Subjects) 1ingauilassnsenielsl
4) mmwumaamwmﬁm (Risk Categories)
5) agUanuiiu laun
(1) Approve (5U999)
(2) Minor modifications (‘U%’UUEQLLf’flﬁumwm%aLauaLLuzLﬁaﬂmimﬁUim)
(3) Major modifications (U§udsaudlusitefiansanlmiluivszyw)

(@) Disapprove (l3i5us04)
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6) AMMUANITAIIIEIIUAINATINTUIVRINITITY (Continuing report) ANTEAUAIIMLEES
TnerIndANUdtey AUUAMIEISIE9IUAMNN1INEY 1 ATV, InTANULERUIUNA1R I NUA bAES

FIBUANUAINLIYN 6 tHoU warNIANUESNAIMUALTEITIBNUANANINTIYN 3 oy

6. AHENY

Ya o

fidrsuise (@ranadiag) wuneds uaradeise @dunaluivindedndnw) tudhgnuituie
Teand

(1) Fogannulngsunsmndeuviiomanszyiiayanatiugvie

2 %@Qaﬁauﬁwamﬂﬂaﬁ?u 9
91@naiAsTIUTIZU (Vulnerable subjects) wsnefsgdausosanuannsalunisinduladiisoumns
HWoonues yaradienagningwidegniuedulmirsumsiselalnede liawsadndulaq lée
AULDY ﬁiaﬂ'lagﬂﬁ??ﬂﬁwsﬁaﬁmm MlAAenaseanzinlalade fedradu audyargeu nddassd
wagn1sn fend dnlny
weuiiliddwlddude (Impartial Witness)

vueia yanadadugeruenansluduseuuazionasdulienanasins viefunulneveusssui
gruntisdolioon lasyaratidugliieatosiun1sise warlieganeliBvinavesiiieatostunisise
vhnihiidudndnenidusgninamsvemudugeslunsdifieranasinsuiofunulneveussausuntsdelsl

29N (HNDIINFUNNUANLNTTUAITOMITUAZYN NITNTNETIIUEY ISBN: 974-8044-95-5)

7. 1@N&a1591989

ANIENTINNITITLTTTUNTIEIUAUNFUNNUMIUAT. TEATUNITUIRNTFINATLTTTUNTIRENTUNNAUMIUAS.
NFANN: F1ENNUANENTIUNMIITEFITNNTITETUAY NFUVNUIUAS, 2562

filomnasgrumsuftRn1Tidevnanainia 339) dinnuanznssunseIMITIAYE. NBIMIUANEN.
nauanavnssuenagauasningdun g wunys: dUnnuAueNIINNITEIINWALEN,

2553. http:// www.hhs.gov/ohrp/humansubjectds/guidance

5101 Aunduaed. wwamnesesssumideluauluysemelne we. 2550, ngamme:
PNANTUNNINGRY, 2550.

wwIneasessINnTIdeluauluysemelng w.a.2550 susuasesssunsinidulunulsswmalne nyamme:
PRINTUUNTING Y, 2551

A Tt imn. 938555uMTIdulunywd. NNy AUNNUANENTINNTIVAINLUIYIRA (ad.), 2560.

1

GRAG ﬁ]E]\‘i‘Ui%Lﬁ%ﬁ. NBOIAIUANYN A11INUANZNIIUNITOITUAZEN ATENTNEATIUE. ICH Good

Clinical Practice Guideline #In19N15UURNTIToneainya atumwilve (Usuusdln).

WUNY3: WWsunsumawians e, 2552
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ICH Harmonized Guideline. Integrated addendum to ICH E6(R1): Guidance for Good
Clinical Practice E6(R2), 2016.

WHO. Standards and Operational Guidance for Ethics Review of Health-Related

Research with Human Participants, 2011.

International Ethical Guidelines for Health-related Research Involving Humans,

Fourth Edition. Geneva. Council for International Organizations of Medical

Sciences (CIOMS); 2016.

8. Uszdamsaitiunsunnsgiuy

ATANULLEUNS SOP Version 1.0 SOP Version 2.0 SOP Version 2.1 SOP Version 2.2
wiseslng ANENTTUNMTUTUUTY | Aagnssunsuiulse ANENTTUNNTUTUUTS ANENITUNTUTUUTS
Wantunsunsgu | Bandunisuinsgiu WANTUNTUINTFIU WANTUNTUINTFIU
usysnsiveluay | 93usssunsidvluau RusTIunsIseluay RusTunsiseluay
UAINEFBTIER UMINYIRBTIEN UAINENFETIE UANINENFETIER
\ANATDY - Usumaiiu§uRleate USumiiufoaléase USumiufoaléase
n3UFuUse WAEANLLATE T LAZALLA T LAZAULATE T
Usudsuly YSudsuly USudsuly
Teaziden - ATIVAOUAIINYNFADY MIIVHOUAIINYNADY agumuiiu
YDULVANIT LAYAIUNNNYYDY LAZAINUNRNIYVDY (1) Approve (5U5949)
wrly Jorulviauysal Whla | dernulviauysal 1Wila | (2) Minor
e VTR Ay | e URTRIGIaiaAL | modifications
nadeusedsliviuade | nadpudedslimiuady | (Usuugaudluny
Forauouuiiio
NFUNTUTDY)
(3) Major
modifications
Wiuusuiluile
Fvrsanlvadludi
Uszyn)
(4) Disapprove (lai
Fuseq
nunulag AMENIIUNTT AMIENIIUNITITLTTIN AMENITUNITITETITN AMIENITUNITITETITN
3usssuniasluay | Myisuluau mviveluau myiveluau
UMINYIFUTIER UG8 TIEN UMINYIFUTIER UNINYIEUTIEN
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8. Usziamsnniiiunsunnsgiuy

ANSAULEUNTT

SOP Version 1.0

SOP Version 2.0

SOP Version 2.1

SOP Version 2.2

Susodlag U9e51UAMENTINNG | USEsUAuENITUNIg U9e51UAMENTIUNT U9e51UAMNENTINNT
3wsssumsIaeluay | a5esssunTiveluau 238555uM I luau 238555uM I luau
UNINYIABTIER UAINY1AY TG UNINYIAE T UWNINYIABTIER

audAlag 23N15UA $hwin1sesnIsuA 25N15UA 25N15UA
UNINYIADTIER UAINY1AB TG UNINYIABTIER WNINYIABTIER

ufleysia 14 Fawnay 2561 14 Femnay 2564 1 weAINeU 2565 1w 2567
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1. InqUszenA
WerwunIimsinsamunusazsusedassmveiioatu
1) finsadedudgeudesaruannsalunisdnduladnsiunsidedenues
2) myglundgedassiuaznisn
3) meAdelulvafiseusesnuansalunisindulasonuios
4) ms3delutining
5) N15NATUILATINTINUNTUALAY
- MyRelunzanidy
- nsdlithewideindestiodmivlasimsideluldlunsinumenuiadiaenzgniay
2. YBULUA

TBANTUNTUINTZIUATOUARUANTNUMIULATINTITELREIAURLUT IR U

—_

) fuisaidedueousssrruamsalunsdnduladisiunsidedeaues
2) mMyvlungdassduaznisn
3) meddeluglngfiseusesanuannsalunisiadulasenuies
4) myelutdnlvg
5) NM5HAsUNlATINTIREN LAY
- MyRelunzanidy
- nsdiithewideirdestiedmiulasamsidelultlunsinvmenuiagtasninzaniay
3. dnwazlasenisiidinang
3.1) msfinrsanlasinsidengidhinddududseudesninumuisalunisdnduladrsouniside
AEAULDY
3.1.1) mdeluhnwzadien

ANzNTINNTTT Aglin1ssusedlasinsidenididnsuideduinuiediond lneriladminudes

wazUsylevinenaaglasuannisisudundnazaesinisiivuinsnishianulasndsniuanumunsauluy
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wiazlasinsie nefindndmnnlasinsidelaaunsafnwilaludlng liauaisithuen uae
Tassnslaanunsavinludnlale ldaumsiluanian
e Msiansanlasinsidendnuiluan @Rerdesiuanudasnds vseguan) fodl
& s 9 A v
nssunsidununsunndeglunussyudiey
3.1.2) M33velungedingsauaznien

1. AuznTIun151 alin1ssusesdmsunisinidelundgdinssdnazysnlunssa Tunsal

(1) fdeyamingrmansiiisameannsfnuifennaliadin wavludninaaei

fanssdsudensAneitemeeainlundildldnenssd Weomediasilinsuiinsisedursiany
Feasandls uagmsnlupssdundosifisda
2) Tundprnudsuaruselonifinininagldsu Risk/Benefit) 9nn1535om58l

aunzauswolUine

- vgaaznInluassiasaelasuustlevilaenssannniside Juavduaiv
anadesfinsnluasssarlésu

- mnwanTvedlaiinuselerilaonssiunduazmsnluassa uaazdglung
wananuslmimedinemiemsmsunmdlagliannsauamamaudiinandeisnisdus Tiud ms
Tnndesdendguazmsnluassilvidosiian (Minimal Risk)

o

- FagusrasdlumidelimsyiliiAnanudeds 9 demsnluassdlagasla

'
val [ v

(3) fiianusalimnuBuseniiieiirsulasinmsideiinerdosiundgauasmisnly
assslisalaglindnnisseluil

- mindselenifierfuannisifedu Huusslonidondsfingdudifiosifen
Tnemsnluasss 218 fanudewnnlunienudeminnissnsssaulni vie Wuusslenddermds
wazmsnlunsss ie sondaarmsnluasssildsulselovilnense uinnuidssdemsnluasssilaunn
TUnimssansssnulni wsen1snsaensssnulni nidlassdansaldmudusendisilasimsise
Ialaglddoswernudusenaindnvemsnlunssad

- mnUsleniferldTuannsidedudulsdlenisomsnlunsSusifiesetng
welnedliindsylonfnensaiunddinssfesfomonudusonanimgadingss wazdnves manlu

5 &

A358 Vudswelianuisavzfnnenuinuamisniuassilaus edaveamisnluassidunlsamnuaiunsa

U

NIDNIIATIAUUANINATTNTVUNTENSTINUTE A PeRAUTEINE] (Incest) uazudjsiasen

aunsaliianuBugeuissidela
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- wnudalessiuudalufienivazlisamsdeuausa (egsnd 18
) avdpswamugugennUanImvisernulagveussIukasdiassa IaglviEidnsisidvasunuly

nansatudeaiugunases
(@) WiaRvn¥auUasnfgueamIsniuATSA 1ASINSITetUarAdbiinisnsei

- liinsgviinsle q Meedngdiivgdinssatudusaulinisiinssiaugnas
(Termination of Pregnancy) &ntiun1syiLyaLien133n) (Therapeutic Abortion)

v
av o

- matuiunsdedlaifinsruiunisla 4 flashlimsdnsssduiuanag
idundadinsssldanunsels anuiuinseenlinisnasss 3
Tinogroluvsalyl
2. AmrnsIUMTT alinsusesmsiselumsnusniin (Neonate) Tunsalsieluil
(1) nsdifinsnaaonuuddidin
(1.1) szsfpaiimsinuidelumeaiaddnuazaainilvideyaifismedias

fosanlanmsidenuiinnudEeerenisnisniinuntseiieda

EIQuVleQ £

(1.2) {Relsifiansanduivglimsniuegsoavseldedin

Y

v
o

(1.3) Mmedvetiuarannsadinlemalunmssendinvemsnusninlalazazdos
Tiiiunudsddunisdetiavemisn

(1.9) m'ﬁ%&ﬁ?mﬁuvl,ﬂLﬁal,l,mﬂmmmf[,mj fezfuusslovinsnisunmg
(Biomedical Knowledge) Fsfasnszvilumsnusnidnwitu llaansarilameissu lnensidoasdes
Lifiunudsssensnusniinge

(1.5) Meivuaznszvilasodloldunnuusenandnunsavemisnusnin
ligunsafnaudnuisavesmsnuvenudugeula Lﬁaammmim q Aina w3edn1INTAN VRIS
Juglsanuananse E]’H]‘ZJE]WJ’]&J@HEJEJ&H]’]ﬂﬁ;LmuI@EJ%EJUS‘E':TQJGZJE)Q@W]M’WG]’]‘UEN%ﬁﬂﬂfulﬁ laifpsvonIny
BUBDLINTAYBINITNIINNNTHIATTATAANIINANSTNTY WionsTiuUserdlnefinussie (ncest)

(2) nsdifivnsneaenuuandedin

(2.1) azdioslaifinsnszviilag fegilimsniinegselulneilmidunsiidin
oeAusTIIVIABIATe eI UNME (Artificially Maintained Vital Function) iileflazvividelumnsn
T

(2.2) mnaz@nuTelunsniiraesuudndeTia wxdenlumsdse Wielwls

ANUINTIINEINIWNNE (Biomedical Knowledge) flieafnulalaeizou
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(2.3) mavearuBusesiieriifelunsdiil asfesonnubusenaindan wnsn
voamanfidedinudauiiu biaunsovenuBusenandunilasteusssuesdng 11AvM TN
18 mndauiesnsavemsnifudugliauaunse aunsaveauBusenaninn uiensnvomsn
tu issgladuildlduazliduiufesmennudusenndaveamsniu mnnsinsssduinainnis
YU viensTnUszalaginUssing (Incest) 113mvasmsniisidedannsalinnudugeuls

b4

3.2) myadeluglvgingeunssanuaunsalunisinduladisnules

v a

AnznsIuNsY asfiliisnrudsmosidsnifelunduil lnsveliifoifunasninaiua
Uaendownfidrsuidenuauens wazmnfidhsuddedudlianuansofideasseavennusiuiiouas
YoAHEUL BN ULV USTINVOELINTINITY
3.3) Ms398lulinne (Research Involving Prisoners)
tnlywduynradinnegluanizilionsdadulaléshomuieseddass dhasiianunisal vie
audndudeiulindhulasnsidelegliaunis lddesdunisiug anau wielholadudne vievh
Tdlafninadrsailasnsidoasdduiilildsunseseing uagldfudasnmidunitsivua
Tumsiansaniasimiseiezsludnineiu aastinssunss SuiBy 1 v iduszaunisel wise
nauarudusgludoudflanduanuiiviinaideduuesad dreliamuiuinnsiidedu fenw
wnzauvielal Wetislumsivindaviuasdndriuesenuduniliiuinimiiandufgrmdsegnamunzan
Aznsun1e aglinsiusesnfelutininelnesiedetlads deieluil
(1) mundsslunisideasdedimnluninnudesiifitrsuideqilddninarsensuls
(2) mavihiuAdeasdodldfidurilfemduegludouswesinnefidiiuideituniinng
\Wuegiin Tuwinsinemeiuia emns anuazaanaute viensinelddasviliidudnlnudisy
Wolneliafemnnuidsninnside
(3) Mt uAdeadedsifdwiasyiliinlnuiiihsuideldsudasamidniimuaid

@ TunsAndonininwiiedhsuideaszrdosdunsdndentuudy (Random) Ingliideniisniin

=)
Zs

(5) fmgquszasdlunsviniideluinlnemsduluiodislunisudleligmitnuteslutininelaiee
Dudgmnanisunnd wu Tsafaseiinuldvesludeuswdedywmiedn (Psychological Problem) i
ihlgngfnssufivilsifodndienadulsslonilumsdostuilfiAnnisnssyianuiindan

(6) lunsdifin1sAnuifeinsliinnudungualunu Geazlildsulsslonilagnsaainnis
Anw1idy msﬁmiﬂ%"ﬂmﬁﬁmmmmq Penology wazilsrruAniuainUssymuirluidemumnyay
Wiedla

(7) msfnwAdeluininyllasiiannudsannluninssiduiausgsriu (Minimal Risk) wae

Linsneliinanudadaladeridnsanide
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3.4) M3NATAUNLATINTIFBNTANLAY
3.4.1) n739elun1Izgnidu
(1) n1533glunzaniduideSudniunisifeludeuiiaziilonavendsdauanaanun

gugon loillesmnmnlaSuaniunssnwdidniisideenaiidunsiefiedin

v

- fiihuidvaslasudeyaiieniunside wavamneliotelunidouanuanuidugou

Mo sfTuauiiafduudyyziismenizsunsudeyals vse

- NSEUIUNMIVEANNEUL RN TINNTITEIsIlleRnn Uy R viserunulagveussTy

a o

(2) AENTIUNITY A2RTUITUTRIATINITIFETUAIERNAUR NN UT ey 1189T 9
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PNAINTIUNINGIRY, 2551
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4117 209Usees
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WHO. Standards and Operational Guidance for Ethics Review of Health-Related
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Sciences (CIOMS); 2016.

ARIENTINNITTLTTIUNTIEIUAUNFANNUMIUAST. TEANTUNITUINTFINITETITUNTITUNFHNNUIUAT
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1) Wefiinddsdvsaruasasiy wasanuluegfifiveseraaling wazguruiidismlasaniside
2) wielin1siiduidulunuunun1sideiingd wezdulunumdnnisufiinisideniseaindifaes
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7. 1ana1381939
ARIENTINNITTLTTTUNTINEIUAUNFANNUMIUAT. TTANTUNITUIRTFINATEETIUNTIENFANNUNIUAS.
nyanne: drdinanuamgnssinsItesssundeluay njumnunuag, 2562
5101 AUnAUNA. wIneasesssuMITeluaululsemelng w.a. 2550, ngamne:
PNANTAUING 1R, 2550.
wwInRsesTsuNMNluaululsemelng w.e.2550 susuasesssunsimidelupuUsendlng ngamme:
PNAINTUUNTING Y, 2551
A T dmm. 938555uMTIdulunyed. NNy SUNNUANENTINNTIVAINLUIYR (ad.), 2560.
auF 99UTHIERE. NBIAIUANEYN FIUNIUAMENTIUNITEIMITUALE NTENTIEATITUEY. ICH Good
Clinical Practice Guideline uu19MsUfiRNFATemsaatndia atuntwnlng Uiuussln).
wunys: Wsknsumauihinsmile, 2552
ICH: Good Clinical Practice Guideline/ n84AIUANYT FIUNIUANLNTTUAITRINITUALYY NTENTN
GRCRFRIGL finsinded 6 UUNYT: NBIATUANYT AITNNUANENTIUNITOIMITUALET NTENTN
aN51300Gw, 2543
WHO. Standard and Operational Guidance for Ethics Review of Health-Related Research with
Human Participants, 2011 http://whalibdoc.who.int/publications/2011/9789241502948
ene.pdf (Accessed 30 November 2014).
ICH Harmonized Guideline. Integrated addendum to ICH E6(R1): Guidance for Good
Clinical Practice E6(R2), 2016.
WHO. Standards and Operational Guidance for Ethics Review of Health-Related
Research with Human Participants, 2011.
International Ethical Guidelines for Health-related Research Involving Humans,
Fourth Edition. Geneva. Council for International Organizations of Medical

Sciences (CIOMS); 2016.
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