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nsiuiiunslifaenndeatundnnisivillaensuseifiuaudsazamuseloniogng
HuszuuwasdugUsssn adedvidminmnidufimssuaudsuasysslonii andugididom
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3. A21ugAsIIU (Justice) NA1289719058919ANLE Bauazaszet 10 dussY
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Usgnaun1susulgasesidoudavsdu Federal Policy for Protection of Human Subjects %38
Seniud1 Common Rule ins1ztludsuldlunmiieanusy 19 wiieau drumsidenisguan
Fudsmiusiessdeudotedues Department of Health and Human Services (DHHS) 45
CFR Part 46 %aﬁwﬂaadwé”sEJmiﬁumaamﬁqﬁmﬁﬁuasman‘lumiﬁ (Subpart B) @@l
(Subpart C) wagLan (Subpart D)
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program (https://about.citiprogram.org/) M‘%@Mé’ﬂqmﬁuwﬁwmﬁs 139
wheuleg danle Lwimfamwé'ﬂqméfaamamqu Basic ethical principles,
Federal Policy for Protection of Human Subjects, 45 C.F.R. Part 46, IRB roles
in protection of human research participants, IRB review, Informed consent
process for research, Assessment of risk and benefits, Exempt/Non-exempt
Human Subject Research, The HHS Office for Human Research Protections
(OHRP), Federalwide Assurances 91984310

(https://www.hhs.gov/ohrp/education-and-outreach/human-research-

protection-training/human-research-protection-foundational-

training/index.html) y19il533flandnans Human Subject Protection & Good

Clinical Practice, Mé’mjm%%alﬁﬂu Human Subject Protection (HSP) 2585554
n93delunywd dalay NECAST d1ina1un1siquwiannd (3%.) SIuiunsensi
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AnAusedin Iisenuniely 7 Juuffiu ndsaniigidensiumsnisal

. Local or internal SUSARs vinbiidnsaunsideidedinniadudunsennaiu
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MIBUUUINASIUBUNH VY ALTiEne

. 518974 SUSAR nguenan1vuY Gl’]SJEULLUUi’]EJQ’m"UEN CIOMS M%EJLLUU@J’W]?ETH

dunilveyarigananuszegauivualulasansifevieaiuayun1side vse
1N 6 e eilsasldiiu 1 U (periodic or annual safety report)

 1ANA1391891U1 Y AAINYADANBINAULATIUNNTANUALAT DY ALAZ AN

Uaonany (Data safety Monitoring Board, DSMB)

- ;ﬂﬁnu%%’aéfamEmuﬂmﬂ?{ﬂmﬂaﬁﬁﬁzﬂm6] Sudwalifinnnudesse
pnadinsuarUszidiulvilg Sedsmaidedermuasndsvesenaainsvionis
Fuflunmsitedenmenssunsivingdns « fednelulaihu 15 Suuffiunds
wunsiUABLLUAY

- {lmuitediansnudouurihain DSMB Tnewsatainielulsifu 15 Suufiu
naslsudanugiinnauenssunsMiugwateyawazauaendie
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%. Safety information U8INANAMYI9Y (Investigator’s brochure/Package Insert)
8971 UAP 7lafly SAE/SUSAR TiifAdedsmenuiusie Winedseaziden
winmsaluagmsuAludilevinludn
9. sumgnsallifisUszadilidiouss ieluaartus (ocal or internal AEs)
WiasUs1e9uUsednnn 1 U lnguuuansouiukuusgnuanumintgivednis
b (3 SAE/SUSAR/UAP fisnunsiiansaiudn)
unaeansogierudniilaly “uumuguanissiesungnisalliiieUsyasn
99NM5UsEyuaaL) (Achieving Guidance in Clinical Trial Safety
Information among Stakeholder) wssua3es55un1539elunuludsenalne
(FERCIT) dguignd 2554 uwagtlonudnivingun
(http://www.fercit.org/file/AE_Guidance_publish.pdf)
2.2.10 ¥n3Fedess1ea1unisid sy 1y wieluufuAniudasivun (protocol
deviation/violation/non-compliance)
n. fidssaseaiannmuosiirsiunsisedisdiey viemnuauysaivesdeya
(data integrity) n1elu 7 Juufiiu vamsuimgnisal wiaufuudanisudlodils
ylu waz/viousuanunsudludietlesiunisiingr (corrective action and/or
preventive action plan)
v. filsidsnasoataRnmueagfiinamnsidueeedidny vidomuauysaivestoya
(data integrity) nelu 15 Suufiiu ndmaumgnnsal wienduudenisudluiild
vl waz/vieunustunisudluiiodeatunisiing (corrective action and/or
preventive action plan)
2.2.11 #nidensedlinuidedosenunisgiinisidoneudmun viesziunsidedinsn
gl 15 Tuuiiu nieuiuwanaununsianugiasn¥Hd1sIunIsIdY
2.2.12 inidedessnsaudalasanisidenaislu 3 Weu ndenisideiadady wavasy
nan153%e nsdhiduismiduanuiidovestassnmsmanttu fideamsaudda
Tasamsiantideinenmansaunmlslaedilidesdiasunaniside
2.2.13 1Un33e#NEnNoaTIeUTTUENIRLY: WU URveENIUWATYIR

2.3 Msduaualassnisideiieveiunisiiansan
fnifeanunsaiulassnnsisediovesunisiiansandy 3 wuu Bwnuseduaudes liun
2.3.1 vefuniseniuainmsfiansan (exemption) Miumsidefidanudssiosuin e
Aerullayann warmUNaEILAZSIENISANL AIARWIN 1 AYNTTUNSATINGANS
200N UYNLIUAINATITNAITUIVOIANLNTINNITATEFITUANTINY (Certificate of
Exemption) #3938 lddpades1saunun1angl L n150UE sunlaslag ves
Tnssmsiededurennuiiiureu uardosdudalassmsndsidunsiadadundon
fuagunansidenielu 3 iou vinlassnifoiataduacuds msfarsanling
pniuilnsaiunsaaznssunsingans s Taeldnaliiiu 10 Juvhnig feil
AIENTIUNTATNYANS 1 TounafiazidifansanuuLsenau vieussyumin

U a v
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Useluwa i ulnanud saiunuliazain wSodUserd uil @ o9mansu1agns
SaUABU

2.3.2 995UN1TNNTUNVBIAULATIUNITAVINGENT 1A8ATRATUUULTIAIU (expedited

review) T9fun153defidanudssldifuauidsadniios (minimal risk research)
AIUNAILAETIENTITIY A1ARWIN 2 1aVIYNTTT FeaUe UTEaIUANENTIUNISATING
a5+ weuynenssunslaiiAu 2 au ludussifiunasiaueransUssiiudeUsssu
AMENSIUNSATNEANS 1 9 ntfulsesurmrnssUNSAYINYANS 9 aveontenans
FUIDINITWANTUNAITYUSTTULUULTIA AU (CERTIFICATE OF EXPEDITED REVIEW
APPROVAL) NS2UaLNSHIuaSUIenaNsAsUdIuaudsnsdmlsdond anafionsan
Aelu 10 Swihng ofls nszurunisiiansanwuusasuldiunsuveudlafiudiy
Tassmsidendntios (minor change) M8sMuAIAIMNNTITeRoysAluiiusy
wazsIeud Uit Lnae; (AA1ANWIN 3) WilirarnssunsRngans s fenunafies
vidiasanluivssgumnUssduudiiuinenudsadunnudesin viedl
Usziuiidesfiansanegssaunou

2.3.3 ¥aUMININTUIVIAENTTUNMIANEEANT T FHansanluiussyy (Convened

meeting) THAulasinsidefifimnudssiunnudsadniies (more than minimal
risk research) LAYILNITY AELAUDUTETIUAMLNTTUNITAVNNYANT 1 woUMLIY
nssunshiiAiu 3 au dudUssdliusasiauenan1sussdunaUsesuanenssunis
firtndanas niuUsTsIunMLNITUNTITINGaTSY AzeanenansuTeIn1siansan
938555ULUULANYA (CERTIFICATE OF FULL BOARD APPROVAL) NTEUIUNITH U
sutenasasudauauisnisdmiedoudanaiionsan a1l 30 Tuhnis ofle
N5EUIUATNITAUNLUULE Uy alT AUTATIn157 U5uUs suloud a8 unnlng
(Resubmitted protocol) 51mmﬁuaﬂ%'wiqaLLﬁlGULﬁ'mﬁﬂmamﬁﬁaﬁﬁﬂmmsﬁ (9
A1ANWIN 3) 18WNA NI LU NIUTEAIAT18UIe (Serious Adverse Event; SAE),
winnsafliifisszasdainerifrouss liaeda wazasdodusiudiue (Suspected
Unexpected Serious Adverse Reaction; SUSAR) DSMB report $1841UAMNATININ
wagseumadouvulasin e/ aifsRnudeimun
nsUsERLANENTTINSRTNEANE Insunfilieuas 1 ade damsdadneus
U ANTIUN website d1UNNUITYFTIINNTIVY
https://www.rihes.cmu.ac.th/ore wiomniinsiUaeuulas ssdin1sudadeuan

RIMTNAEITNIUT 179 e-mail

2.4 NMSIALAIBULDNEITNBUTZNBUNSLEAUDNINTAUN

NI8A DT ULUUAIVDSUTDINNUDIUTITU DIUTLEIUAMLNTTUNISAVINWANT Y WnSounu

INUNTLONEITTILYANINUTLLANTDINITLEUD (Wn378a@1u15n download JUNNT0AINULAE

wuUnBsuA1Y MAeUela? https://www.rihes.cu.ac.th/ore) a4l

2.4.1 TasaN528LdUBLNaNAITUIATILSA (Initial submitted protocols)

WU UR

lasonarsih hard copy 974U 3 0 W31/ electronic copy

U a v
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https://www.rihes.cmu.ac.th/ore
https://www.rihes.cmu.ac.th/ore/

319N13LBNEAT Form

[1 | lasams3deaduauysal (Full Research Protocol) #e1aiduntunlneg
¥3983nq 8y version and date

[1 | domUseindaqiuuesidendn wagdidesiu 1 duuignaesniouriaad
W baTaTIuN

[1 | wuunesuilawmenisiinausylayiviugeu (Declaration of Conflict of HEC F55
Interest) fAdamuiinedeluanzifennaululassmsidedosnsenuas
aqu/udl

1 | wwuauelasinisidoritefiansanadausn HEC F29

[1 | wouguelpsesnisisoiiorasunisfiansandasesssy HEC F30

[1 | enansteyauazveninuduges Usenaume
o JoyadmiuthenIeyii1sunnsITe (Patient or Subject
Information Sheet)

o ylaFauaninNudueaNLi15ulAsINTg (Consent Form)

[] Pl9AaSUTRINISHUALENANSUSENaUNISYaANUBUsaN (Certificate of
translation) (an3l)*

[1 | misAsuanimnudussulmiusnuidiegetinmiidmsunisidelu
2U1A® (Broad Consent) (819991%)

LUUEBUNNY/ duniwal (D199l

weuiy Waweslawaniugiinsiumsidy @dedld)

wuuduiindeyagUae (Case Report Form) (endsld)

[]
[]
[1 | wnasailedlde (Investigator’s Brochure) (dnsaald)
[]
[]

misdoayynnAudIinre13e3un Tl ITu3 ey AT Y/

MU viedsiavhenuduneuenantiddeineimansaunin (a1

fodld)

[1 | ndsdesusesnissatguadulun (indemnity) n3ondsdeuseiu
(insurance) N3918A1TALLEINNTIVTIBINETIENT RSN

o)
|3 I = a v aa v a v < =3 a v
LRUUILUBDIANNNITIVE dunamw Eﬂﬁnu%‘ﬂEJLTJULE)ﬂ?IULL@Zﬂﬂ‘H’]’]QEJ

nanAu9) (Certificate of Insurance)

[] Material Transfer Agreement (eAesld)

* nsANIMARSUTINITHUA ANENTIUNISAVINEANT ™ A2hULUINSHA LR NI dILANIY
T veo1aneANIL N IRALARII1TINNTITY

2.4.2 Tassmsisedfidenduidunnendadlomuninauznssunmsudadndiansansn
ﬂ%ﬂuﬁﬂszﬂgu (Resubmitted Study Revised Documents per HEC
Recommendations)

liguenarsidu hard copy 974U 3 7 W39 electronic copy
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319N13LBNEAT

Form

wuuseuagunMsUasuwdasnly dumsvdmudluiiufulasiniside/
n15USuUguN lumuuAngsung

HEC F36

LONa159 resubmit 91U 2 versions ABWUU track change LamIN1T
wAly wazwuu clean file (pdf format)

[]

LONETDUS) TLAYIVDY

required prior to its approval/favorable opinion)

2.4.3 1ps9an1599eNdanautdnunn1enawd luauufauenssun1s (modifications

lidaenarsity hard copy #1121 1 70 (Fualy 1 79) W31 electronic copy

318N13LBNEHAT

Form

wuuseuagUnMsUdsuwlamnly dvmsudmudludiudiulasinisise/
n15USuUgMNlunuuRAnuEnIIUNIS

HEC F36

[]

4' a o
LBNENTRU) NLNYIVDY

amendments)

2.4.4 Tasan1s3sendinisudluiainannildsuainusiurauluuda (Protocol

nsedifunisuiluuin (major changes) dasn stiindriarsamuy luiuseyu
(full board review) a4ana1597uU 2 ¥ (Fualy 1 ¥ a1u7 1 99) wioy

electronic copy

nsalidunisunlydog (minor changes) A99n sIANT IR TANIUUY 1597AY

(expediited review) 3tana1591131 1 99 (FuaTY 1 99)

1A39115338/n15UFUU Al uLfnEN TN

578N15LNE1S Form
[1 | wuun159e3un1siansannswiluiiuiulasansivy HEC F37.1
[1 | wuusenuagumsideuwdasualy dmsudiundloiiuiy HEC F36

NasNnsUSuUwn ly/veRsaniisivatu Track Changes

wnansninisuTuuguilu/aefiansaniiuiiy aduauysal (Clean
Version) uazU3u Version U94ana15Hhad

d' A %
LBNENTRUC) VIENYIVDY

Iigaanarsithy hard copy 91Wau 2 9@ wisa electronic copy

2.4.5 57991uAMNA1ME11ATINN5I98 (Progress report for continuing review)

318N13LBNEANT

Form

lasans3fpatulagiu

WUULAUDIIEUAIINATINLITBIN1SITY

HEC F38.1

nansUsEnaUNSveANUBuYaNEliNsINNTIdEatulagiu
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[1 | 209180 9atansanueInnenIsunis Auiveeulieidunisivy
soiuvaulveeszeziial Qudnniuun)

[1 | wnansdus Neesnsiiraenssunis suseslildsaly

2.4.6 5789°UN158UEALATINTTIAY (Close out study report)
Ligaenarsdinau 2 yn (it 1 99 duu) 1 99) wiaw electronic copy

319N13LBNEAT Form

[1 | suus189unsdugalageiniside HEC F39.1

[1 | wenaisusenausieeny (a13)

2.4.7 sr80uUMsgAlaTINNTIeRaUMMUA ¥IangalnN13IeEIATIN (Premature
termination or suspension of a study report)
Iigaanarsdiuau 2 on (\Auaty 1 9 §%u1 1 99) wiey electronic copy

319N13LBNEAT Form

[] | WUusI80uMsearIaseiunsIdunauimug HEC F43.1

[1 | tenansusznausneau iy SenuvesnmznssunMImiuguateyauas

Auvaensie (DSMB) viselaurlvinwidy (Sponsor) (913)

2.4.8 :1891uAMUARANY
f1. 578974 local SAE/SUSARS %38 unanticipated problems
iawenarni hard copy 91w 2 90 (Fuatv 1 9n duw1 1 99) wisw electronic

copy
5189N152NET Form
[] 5718971 SAE/SUSAR/UAP aeluaaniiu= HEC F44.1

[] 578974 SAE/SUSAR/UAP An8uBn@n1uu™

[1 | wenanssenudeyarudasasivainaaznssunisiiuguadeyauay | HEC F56.1
ANUUaRAnY (Data safety Monitoring Board, DSMB)

[1 | Safety information vonanfae39y (Investigator’s HEC F56.1

brochure/Package Insert)

[1 | EONENTOU O covoeeoeeeeeceeeeeeeeeeeeeeeee e

nsAITI89UI18ee7 Tdwuunesy HEC F44.1 #3aluUs1891U4089 CIOMS %38LUU

snsgrudufifiteyaifivme fail

1) Folasensise

2) Yuitwuivnnisal

3) doyailinsInnsidy

4) Tsa/anuiutienewdnsidlasanis

5) gwdansosdlounmdiilasuanlaseng

6) 1B TSy
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7) wansal
8) HAUDUMHNITA! (AUTULT)
9) AnuduusveIuANIsalivevIaiaTeslaunndnldlulasinig

ASMUINNTT 1 518 AT UNITANUTDNTUIILIUITIULRE?

.

seaulsifiaszasdiiouss (SAE) fiintunslusantuideinemansgunim
(internal or local SAE)

Tidsonasilu hard copy $1uau 2 a wiaw electronic copy

Tiamthlasansidoneausioysesiuaaznssunsivingans = Wuanednwal
dnwinelu 24 Falus (nsdlenanatnsidediaviennauTinoranasing) ndaannd
nsumnnsal waglisonuniely 7 fuujiu (hsdfinalifafudedinvsannau
se¥3n) nasnfigiTonsuimnnisal Tnglduuumlesu HEC Fad.1 douuueny
Y99 CIOMS yi3suvusnnsgIuduiifidedeyaiiome

aa X ¥ av a .
A. 3189711 SUSAR/UAP Mifadunielugaiduddednenaansguain (intermal or

q.

local SUSAR/UAP)

Tvdsenansidu hard copy 91U 2 YA W391 electronic copy

swaunndt 1 918 Iissouiifnutudortunsmsnudel Wit
TnssmsAifemenusoysssuangnssunsivingans uluaednuaisnsmelu 7
Juufiiu (nsdl SUSAR/UAP fifinalioranasinsidedin (Death) nieanaudin
91a1a31A5 (Life-threatening) Mg My uIdeudadudu (confirm) n3endwu]ide
naumnnisal wnsreeuwdssduldanysal §linuidesenuiouszsiu
ARIENTIINTAINYANS 1dedoyaninnsfnnuiiA st eanasdavinliauysol
Tnoisriganielu 8 Yuujfiudaun deyalmiiddysiseuianuna linu
MenuseUsEsUALENTIINTRVINGAYEY n1elu 15 Suufiu

drunsdinalifsiuidetinvsennaudetin isiesuniely 15 Juufiu nas
A WY uITueBudu (confirm) vienduidensiuwanisal tnglduuunesy HEC
FA4.1 ¥i3euuueauves CIOMS sieuuusnasguduiiiidedeyaiiome

. 918974 SAE induniguangariuiTeIneraansguamw

Tidsionansiu hard copy 91131 2 9a wiew electronic copy

Tinilasen1ssenuneUsesiuauznIsunsivingdns1lees anglu 15
TuU7u (nsel SAE MiAndue1aiuAdUFgeroo1a1adns) vaeaIningIu
winnsed Teglduuusgauves CIOMS viseuuuiasgIuunilvevoyaiiieans
37897 SUSAR/UAP a1guanadn1iuiaeinendransgunin

Tidsionansidu hard copy 4113 2 9 ey electronic copy

Timtlasan1 T3 5189UAeUTE s UANENTTUNTAVINEENT Y AusseEnIy
Amualulasain1sifevsedatduauuniside nienn 6 Wou Melldealaifiu 1 U
(periodic or annual safety report) Tags1a9ruatvasUidun1w189nguues
DK aw 2 A Aaw
AEUUAUN1TITY AUFULUUTI8IUYS CIOMS NTBLUUNRT§INB uNdveya
= v - A day v =~
digane lagldhuuseauues CIOMS viseuuulnsgIuaunilvedoyaiiieans

U a v
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2. 1aNA195189UY0Y aA1UUABAA BIINAMLNTTUNTAIN U LAT Y ALALAIY
Uaanne (Data safety Monitoring Board, DSMB) l¢uuunasy HEC F56.1
- Bﬂﬁnu’iﬁ’aéfaaiﬁmmmsmﬁ'auwaqﬁﬁﬁ@l@q Sudwmaldiiuanudsase
ananadasuazUssiulni g dedwalfenenulasndeveseranainsmionis
Fuiumferenrngnssunmsivingandatainmuazestundunselunisideiy
uywd Tatinelulaifu 15 Tuufundmumaudsuutas
- {lpuidedesenudouuzinn DsmB Tasdatainglulsiiu 15 fuujiiunds
lputauuihanneugnssunsiiuguateyawazauUaonsy
%. Safety information vananfau338 (Investigator’s brochure/Package Insert)
THuuunasu HEC F56.1
@, euwmnnnsailiieUszasdinlidiouss Ralusandua (local or internal AEs)
Tiiminlasan1sidoasy uagseeudeUsesiuanenssunsAvingans 1 niew
T19mANNAIMIUTEd1Y HEC F38.199ufuasusneay SAE/SUSAR/UAP fisinu
NSRAITUIED

2.4.9 ASIEUBLENANTEUY
M3lauslona1sdug Auenwdeainiind1uuwdi91edu 1wy 31897370 Protocol team
04l TITe aavnerlasinng aavneveUAneIEing Laydun
Ividuena1s91uau 2 9m (AURUY 1 9a d1u1 1 98) wiay electronic copy
$I8N15LBNEANT Form

[1 | wnaisineites atuwdaiduntwlne -

[] | wonaisihendas atuniwdangy -

2.5 n51ld version/date vauana1sNEUVRTUNITHANTUN

nansnlnIdeduresunIsiatsan Wi 1asan15338 (protocol) Lenansteyalazyandny
guwau (ICF) fasld atui Tui nse footer vaaanans Liteazseyliluenansniuses Nellals
o Y o oad o < v A A o a v DAY &
Avualvndunguasusniduatui 1.0 wasdlslinmsiUdsusdatuwilantenddiusuimiavtull
ALVE

2.6 doufidaianans

Qﬁ%’ammmﬁaLaﬂfmqummwmuaﬂm:ﬁmmﬂﬂiﬂﬁﬂﬁﬁméﬂ gy
338555UMTIe Tu 3 Fos 234 ilenTrvdeuAIATUELTELEN1s Mnenasklasumii
zuddliiisensu mnasudiuudrazusesiuiuionans nouaaavil Juil S1uusy wazdiu
1Nas wazLUUBLENYSetindfl email address: rihes.hec@gmail.com

14 a
2.7 N1FLULIINANTITNITUN

ATMNYRYNNIUNISRANTUIAIUDIYTITU LINRUNNEIUNIIUTSEFTITUNITIVYILWIINANT
f1sukaraanEnNassuTeINsEniuatun I nelaziena1ssuseiun wsnguludaide
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WieFunsrusioly laifu 5 SuimandsniarynisauznssunsmsaseUInMTion ulay
UsesruanEnssIMsivingdns dnduiilassmsidefinanidiieinasiniseniunielsl

nsdifinnsanuuuIssau lmhidinnuaiesssunsiteazudmanisiansanogslsiiiu
N9N15Ne e-mail TiEITeuaznsegUszaruaulasinsidesunsunielu 3 Jwiniswdsain
NIIUHANITNIITUIINATIUNITNUNIU WAL UBNAITHANITHA TN ITelnedUsysu
AuzNIIUMSITINYAME 1uifasuunely 5 Suinsmdsmnmsunan1sfionsanainnssuns
NUNIU

ns@finnsanluiivszyy Wivthiidinnuaiesssunsidsazudaanisionsanetdliify
9NN e-mail Wi TewaerIeUsraruanulasimsidesunsiunieluy 5 Jwihnis vaein
Fuiifinsuszyunnznssunsfiingans+ wazazudananisionsanegradummanmsligidensu
ANUTFUUVVBINUUIMITNUYARS an1duITeInemansaunn

2.8 nsfengntlsdaiusas

inidedosdurerengiiideuseuarlarynisuensTINTRTNYANS 1azoonuiiidouds
Weuinideneunisdesusemuneng 45 Yu Tusudunivdesusesiiladiunsdoeedulun
wavdunilliszylude 2.2.6 uag 227

Y Aa

2.9 nmsudlelasenisideunuazitirnansanlvg

ns@finaznssuNIATAEaNS 1 JuRlddnidoudlalasensisoudadunduanfiansanlag
Inisemsudlandrdunludnigly 2 Weou Suaniufifiaadulssusunlsdenaionsanves
AMENTTUNSANEANS 9 mniufvueliidesaueuieonsunisiauslasimsidoadausn
Juuddifelauevevsisseznainisanenarslasinisidese augnssunsivingans 1 il

USEEIUAULNTTUNISANNYENT fwL"f]u;gﬁﬁmm'mﬁ%mmsiwmmé’fﬂﬂén

2.10 1891uRUEANITITY (Auiviug)
nsdugafanssuitemuunuuioindunsudsuuadulasimsifeiafosneude
AENIIIMIATNEAVS inauwinisAuannTisemurtmun 1éun
2.10.1 Sufidrswmsidensunuunuay wazfanssumideiiuveulasnuznssunis
figavss duduninadafuud
2.10.2 Mafiususam msld mslinsgideyadiuyanafivsdfyanaiaiadunds uazlil
mafvdeyaviemegnaiodorngidnimnmsidesn viovefognsdinnainads
an
2.10.3 Industry-sponsored study 1#ils@99119n115 “Close-out letter” 970 sponsor

v [

2.11 nsiusnuenasinNgIT9nunN15Ive

<)

a Ay ad v av va a . . P < [
ﬂ'iiuLllumi’msmuﬂ’mal,ﬂuﬁgﬂiu (investigator-initiated research) A3SHAUINYILDNATT

Y o

lassms3deliegneley 5 U muderivunvesaniuideinermansaunin vsedeimunglinu
e @8) nnduliihanemeisnduiivensu

U a v
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2.11.1 wnansnszane Wihhanelaewpdewhaneienans

2.11.2 Ialumsuiinmes 1aueg1940175970 hard disk 13adusn (zip) wagmunsialuy
nsaane (unzip) Wulilunenfimesaiuyanadiimuasianisidile

nsltdun1539 pharmaceutical-sponsored drug trial TWid ulunudemuunves

sponsor

2.12 wumnafualunisuveiansaundiuasesssunsalsauiuyainsausunneaans
URINBAELTe LN
antuideInemansaunn lvihduiindennasarusiuionisiansanlasanisidesiiu
P3e553umAuANuNemansuaziIne1didedniin Tasennsidefnnenssunisiing
A5 Wiure U AAYNTINNITSEsTIUNITITY Aazumemans arlifinsandt uwaglunis
I UMINANYATINNITISUTIIUNTIVY AULUNNEANEAT LA TUNAUTOULAD AMLNTTUANS
fvinsavdarlifiansandt (Hunmsiansananafisshendavity) inasidananldasouagu
nzlassmsidevesantuideineemansquam Adyrainsludsiarasunmermansidudide
vén viderdugidesiuas Tnssmsidevesyransludsinrazunmemans Afynainsludsde
anduideinermansaunmiuidesiumnauaud@lasinsideiduluaunasidennas
nidevesanttua aansasiunisdi
2.12.1 fuvesunisfinnsunlasenisidolml ndeuenarsusznouiilafinds wudude
AENIsUNISATINEANS Y e udaudeldSunaRansaunifureuananenssunis
firndans« Feudesud Tnidedesilasensidelng /msudludisndn /se0u
AU/ T1BUBY 9 waslenaTUsvney niouTHaRAUeINEATIINNS
fndansa fiureundadu U uauenennznIsun1sasesssunsive aus
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wiluiiiusnn (major or substantial change)
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ANANUIN 4
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participate in the research. This part of the informed consent must be organized
and presented in a way that facilitates comprehension.
For reference, “the elements of consent listed in the preamble” are:
(1) the fact that consent is being sought for research and that participation is
voluntary;
(2) the purposes of the research, the expected duration of the prospective
subject’s participation, and the procedures to be followed in the research;
(3) the reasonably foreseeable risks or discomforts to the prospective subject;
(4) the benefits to the prospective subject or to others that may reasonably
be expected from the research; and
(5) appropriate alternative procedures or courses of treatment, if any, that
might be advantageous to the prospective subject.
SACHRP recognizes that the elements of consent listed in the preamble may or
may not be sufficient to satisfy the requirement for providing key information
depending on the study.
Examples of additional elements of consent or other information that might be key
information in certain studies include:
® Essential study design elements such as randomization, the use of placebo,
crossover design, or washout requirements from current effective
treatments
® How the treatment in the trial is similar to or different from the clinical care
the subject would receive if not in the trial
® Significant costs that could be incurred as a result of participation
® Compensation for injury
® How much time and/or how many research visits are required for
participation
® Payments to subjects
® Impact on the subject’s future clinical care. For example, whether use of
an experimental intervention is likely to make a standard clinical
intervention ineffective or unavailable after the study
® Potential impact on non-participants. Examples include caregivers, family
members, children, partners and the public.
® Post-trial access to the experimental intervention
grufiandslaann
Attachment C -New "Key Information" Informed Consent Requirements. SACHRP
Commentary on the New “Key Information” Informed Consent Requirements. October 17,
2018
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[https://www.hhs.gov/ohrp/sachrp-committee/recommendations/attachment-c-
november-13-2018/index.html]
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Heudnii (Glossary)
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n1533efuaYed (Research involving human)
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1A59n157398 (protocol)

o lonansdeszyinguszasd Msnsgluuunsise sadeuiside msduon
eadALazN1TUINIINITINE Inglasinsideinszyanuduniwazivanareinsideus
aadaliluenansdu q Mlassmsdedneda

lasensiduidutenarsnanluy “detauslasinisise (research proposal)”
“IA99n15398 (research project)” 39 “W19ouazlATI5193N819NUS 7 VoIUnNANY)
UtudinAnu

Tnsesnsidedesivideuarmeasonfismefinuenssun sANNEans 1auise
Useiiuldimansiduanunsanaumanniseldegranindefe waznsdniunsideduly
9819893555

® The ethical justification for undertaking health-related research

involving humans is its scientific and social value (CIOMS Guideline 1)

® Risks to subjects are minimized:() By using procedures that are
consistent with sound research design and that do not unnecessarily
expose subjects to risk, and (i) Whenever appropriate, by using
procedures already being performed on the subjects for diagnostic or

treatment purposes (45 CFR 46).

daundluiainlasinnside (protocol amendment)
NU8A9 N15LUA suLUAILAaLNITaS UIETI8aLLD A ULANE 19T UN19NIVD Y
TassnTIvelaenseyinduatednuaisnys

N135n¥1AUAY (Confidentiality)
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winn1salldnsUszasdvilnd18use (Serious Adverse Events, SAE) %38 8101513
UszasAanenuiini1euse (Serious Adverse Drug Reaction, Serious ADR)
wneda wgnisainiensumddulinisszasAindunistienvuneta g Mdunald
AnLvsNsadlamansainmNg19Enal
Y v 1 a o a aa
- ATIUMTIdEETIn (death)
- ANAUTINFLIITINNTIY (life-threatening)
- Whsunsshwlulssmeuianiosedeglsaneruiauiudu (requires inpatient
hospitalization or prolongation of existing hospitalization)
- #119mN19I98a L AraTInn1meg19n13513 008 198 1ARY (results in persistent or
significant disability/incapacity)
- ynsfaluassdve|ld1Tiun1sideiianuinis/anuilaunalagniia (s a
congenital anomaly/birth defect)
o‘d! %4 1 VY o o Y a v
- wign1saianlalainisunsnugashwonailiiawmenisallude 1 - 5
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Lﬁﬁ!ﬂ'}iaﬁﬁjﬁ\‘lﬂizadﬁﬁlﬂﬂ’]ﬂﬁﬂ (Unexpected Adverse Events)
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n1svaan (deception) MH18fa N1IMABNALI1TIUN15IT8lA8LANUN (actively deceiving
participants) 19y n1sldaudasidugthe w3e §5uuinig efnyimginssuvesdliuinis

n1sUaUsdaya (withholding information) vnefian1sUadetoyauisdiuvedlaseiniside
AvannaneglinsIunITeelila scientific validity

wnn1saiitlian@n (Unanticipated problems) ysnefis iwmnn3al Uszaunisal wadng 1
dunausiiamndarotl: (n) limadaluudvesdnumey arwuuss viearwd fiszyluenans
Tasan93dy lenasvemmBusen uazdnwazUszunsiiane; (1) duius videuhagduiug
(related or possibly related) fU3334s waz (n) F3nuugnisaionadmasoanudsaiud
AIAARLNBY

wiansallaieuszasanliaiafin (Unexpected Adverse Event) visnefiawmnnisainlaliag
nyunsemeAnuneusduraan (1) nszuiunsuseinanisuazyjduiusilalunis
av < ¥ 1 v oa o Ao a v a a =]
338 (2) MsiiunuTteyadiuiinusiimyanalalulaseniside (3) lsa anuiaunid v3e

2 v v av o g | - aa a1 Y awv -
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wiansaflaifeszasdeuseilinnafnuazasdeinasiinnuieadesduiusiv
NANAIII8 (81) (Suspected Unexpected Serious Adverse Reaction; SUSARs)
yanefa wnnsallifisUssadfiionss uazoraduiusivovidondniamiide Afaivayy
MsdeUszdiuindumensaiitliningn

ANZNTIUNTRVINGANE S vianefls Anznssunmsivingansatafamuastesiundunmelu
n153¥efuLyye (Human Experimentation Committee) uissislng§1uasnisanituise
auam Uszneusmenssunisluameingemanilaruonaieinenmans dennavthifiansan
Tasan1sidondansn waglimniurey wWiuroundaudly visldifiurou warfiansan
soidledlngenasziumaiiurey videifinasunisiiiurey maiuimssufiunisdeluenane
Anudeesedns mutasady anudusgiifvesiidhsiunside vomnuindeiieve s
foya etlileuntlesdnd audaends anuiduegfifvesidriunsidefidriunisise
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