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wénil WuiugruresuamaufoR dun

1.1 wsnlunisveanuguseulaglideyasgiasuniunarlvoaiadas
sndulasg1eBase Usimannisuny Jedu wiselidudneseda

1.2 wnsnluanududiudivesenaiading Aumuieves Privacy fie
fumaa (person) Aanadudaus anSaiuyana nafnssudrudinginssuunln nsansn
Tupnududiufveseanalding

1.3 insnlunisiivshwvanuduresdayadiudivaonanaidng

1.4 wsnluaududeaudos 1Wezu (Respect for vulnerable persons)
ANNTINEYRY Fepudes Wz Ayanailianunsaundeiedldediadui liawnsa
vharudladudeyaiisatunsidedildsu lawsadedulaldlnedasy wu {iflaing
unnseaneaityymsensdn guielsaiend gUienunad dUieiinig dnlny dniSeu J8n
Undnw (Jusiu

2. wanAaszlew linedunsne (Beneficence)

2.1 ma%ﬁﬁmﬁfﬂmmL?i&lw,awaﬂiﬂmﬁ (balancing harms and benefits)
Ashastsinstadinidnuarnisnszateanuides narnauszlesdifuialada ey
299938555UN15v I8 luAuasesssunsinIduluauadvInddeinisaivaunaseniig
anudsrodunseuasUsrlevifiezifatulasssfiasifuinusslovifioglddowminniy
audssiianinaninduuazanudssieuduiivonsuldlagoraiaing nsiesei
anuLdsanazysyleviiinadeaiafinmuazansveseranaiag egalsAniunisinide
dirossanudiifmihuedsliannsonanisal FessunmevioUsslowdld Kufundnnis
ddnlunislimnuasrluauiidninivesny S1ieserdonszuiunideiioenuuugniios
Foold Taslamznsinidometaneemanivieddvaunm lunsidedudug oralidniau
FruanuidsnazuaUszlovy wu nefgaans wsvsia wieuseiAmanstaqiu
(s iRyana) winansifvenavhansTeidesvesesinsvideyanals
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2.2 msanaandsslidesiian (minimizing harm) Wuni1fivesgide
fegdeamdnidesdestu nieliAnsunselidesiian oraadnsdediidssiusunine
Tagliddnudu nmslioaadasdrdidnlunmaiifedesdmadamadngmansuazndsng
Faldannsandnides ninddeluauls od1auads uazarsnensuldvuinaedi
Titlesfianuinfiagyildlasfivuinsoghadn «q Sinuemeinemans

2.3 n1sad1euselevidleigean (maximizing benefit) ndnn1siAsa iy
naUsrlerduesnsise Aemnuiliwenn Feazdmualiddanislilsslovgsgaungdu
ndninuTitannndesogudafutnideounsansdvidn iy glfuinisasisugy wasdnine
thdspuannsizst dnnsine faildnaniudnin msviniddsluausjaiieysslovivesignide
Tnonss uasiiloynnadurdednulagsiy vdeifiearuimuimsdnnig maidedlng
1/1Lﬂuaamﬂﬁﬂiﬂ&muuﬂamuLLaummmwm mmmmﬁmuﬂ%mm

3. wdnauyRsssu (ustice) ndngAsssumanesaniianundisssssu (faimess) uas
ANIENBAA (equity) ANEASTTTINTEUILMIABSTINTEUINST RS LA YRsTTY
Tunsfiansaunlasesaniside uazlunszuiunsdase Snusenimils mugfsssy
anszaneniszuazUselovied e fahlugtedduinldmsuamivssloviainnis
vitelunguaudounenieisizusiliamisauntesmalsylovinuesld Wewie
mufmimdiving feusinglulseiaans varensd Snusznianils Anugdssy
agioulnonislinenfisndoutaenyaranionguauiionaldussloviainaufme
VBINTIVY

HeuAdni

938555 vueie ndnUFoAsumuizanduiivensvlunguynnaniedn
1dnfouft denndosiundnaina uazlddareinmusssy Ysemdvosiosiu

n159i13deluay vuiede nsrurunsAnuiiduszuuidielldundeniiud
NaeUgIAM wioInermansnisunndilinszyidesnieviodnlaveseraang
Tun133te wiefldnseivewadarutsenouvensad Jagdsdmsan ioide dhdands
a13ugnITN LYseideu viedeyaniugunmussatatalasluniside uazlivuigainy
sufansfnyimdsaueans naiinssumans uazaywemans nionsAnuidedula
flansiAedeaiuuyud

AMIENTIUNITIIOSTINNTITE vanefls AaznsTuMTuMInerdosvAgmesysal
urisdatuiieviniin e s mumuduassssunsidevesdeiauslasaitanisideluny
\iedunsesdns Ania3 aruvasadsuazarnduegiifveseraraiaslunisise
ANENTIUNITITETITUNITIVY VOWNIINYIFes19A Ny TysaldesliosAalsenounas
FBanflun15u1nsgu (SOPs) Y8aAAIENTTUNITITUSTIN TITnlauasandeaiungvune
ey ToUtAulasiuINIaveIUTENAN A ULULINIEING
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NaIN1SWAITUNLATINTITY (AF 01-08/1.0)
MuUIIN AL uNsdmIUAAEnTIINSIURS s TIIATM fInunuRasaNmS
fnwise Tnemidsdanasisng q fail
1. wigundngrmaninisesnwuutasaniun1sn1sAn w1y
1.1 amusanzamesmssenuuunissluFenesingUszasdsudouiBmeda
(sruvisnsfuInLIni0E19) wadnanmlunismdeasuiivinuiu neldoranadas
Srunuidosdian
1.2 wauaaumagamdodadmifnszndisaudswwazaii
iagmnavefimadsfetuiukadsslonifineemaieidoussyumuiiietenyldsu
1.3 wignaenumnzadlunisldnguidssuiiieu
1.4 naditunisnennaueaalnseanaInlasinsIdenauimue
1.5 nasilunsiudmiesilassnsiderome
1.6 anuneigslunsdnlniinisiiiuguauarns19a0unIsAniun15Ive
saRanIsudsRenmgnssunsifuguadeya uarauUaoadey (Dataand Safety
Monitoring Board : DSMB)
1.7 Anuneidissvesaniudiide suisluideadmidiifivieujofy
AsdnemNazmnuagisAdunsnsdiivngnidy
1.8 IFNITeny wasifiuinan1sAnwidy
2 MsfiaLieneaalingidy
2.1 Enwugdszrnsiazdadenuuduetaiaing (suviadas ma o0y
ns3vifade TAUSTIN ANUAMAATYINIUALEN YL YUYIF)
2.2 Brawdufindeunzdnien
23 Fmsdedoyatnasimauiiitoraduoraadins uiedunu
2.4 \naNSAREENaNANaLAS
2.5 Wnaein1sAnelaasinsean
3. NsguakAzANATEsIAIALAS
3.1 nuwsvadluFesnaeTRuarUstaunsaivesiseselasimsideiiaue
3.2 wnla 9 fazngandolilimsnuiiduinnsgrufieinguszasdvos
M9isbuanmHan LNy ALTiagYiTuty
3.3 aunaiidlunisguaiiunisunndwasnstiemdeniinlanazdeny
IR GRGRGHGE
3.4 fuseuiiiidunadenmatasveneuslusswinadiiiunsinu iy
3.5 inausilun1svenenslanan fusiidnunide wiennsldnsdlanidu uas/
w30 MIUsMAlldlagnAann
3.6 N139ANITHAUNNEUTEIN vSounngUszdnasaunsiveteialatns
(E7) saamsvermuBuseuvesoiaadinslunsudsdy
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3.7 s1eavidemieatuununislag fezdalindefaudidnudde
ffloonanadinsnenduatadunside
3.8 ywanduanildinela 4 leranadasdesdie
3.9 MameULULATTAELAaaaiaT (T1uadu U3NT uay/vie vesuiy)
3.10 M3¥ALYe/MIsntunsaliindunse/Anuiinig/n1sneveseranading
Sullownanmaidisiunsfineide
311 M3dafefumsUsziuuaznsuaeaLAsme
4. MITNYIANURUVBIRIEHLTAS
4.1 s1wazBenvesynanaiiaiunsadifteyadiuyanavesenaiasing
swanssslounasietnedmen
4.2 11asn1slunssnyiauduskazaulasadevestoyadiuyana
VENRNGRGHGH
5. NSPUIUNSTOAINEULEY
5.1 T1gaiBeaTanuaifsltunsrUIunSUeA T NBUEBNT TN TEYYARD
fsuiaveulumsvemmBuyen
5.2 Anunewiesanysal waziladngvesenarsniedeyalneinan
flagliunoraatasieunulneveusss
5.3 wnaumunzauasidaaulunisdslaldoraradasiliaiuise
Tiaudugeulanienuios nasnaudsnisdnnisineasuiiulunisveniudusaunse
anuturaulidn TN sfnu3fevesynnadingnd
5.4 mssusesiienanalinridoagldsudeyalnifiieadesiiAatusening
madsalumsineideiu (udesiiieatuans arwaeasds wazarunduegiid)
5.5 MsfulaznaUAuaIiafInINnIaN1sTeLsEuIINeIEalATNIeR LY
Tusgninmsfinyidy
6 Yofinnsunludesmuy
6.1 wansznuuazANduuveen1sAnvidedeyururieainioyuvy
fAgtesiihmsfadonaiaalingide
6.2 tunaulunisuinwmidefugusuiiieidosludasmesnisesnuuy
nsAnyIY
6.3 Bvdwavesgurudanshinuduenvateaalnsuiazyana
6.4 MyUinwImFoyuvuasnsevinlussminemsfnuide
6.5 AWinmsAnunideazdaslunsairednenin wu msdaaiuuinisaunm
M93%e uazmuausalunsneUaLemNFIN S UAYIWYBIYB ST
6.6 wanideafeaiumsdalitinandusiivszauanudiialunsinyise
Tumafiansnsoastomldudguruiiietosnenduasadunisfnuide
6.7 Fmsiazlioaalinsidovidevuruiiftedldsunavesnsfinyide
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NaIUIEEUNTMUNIUTATINITITEUUUENLIUNRITUIRI8555U (AF 01-09/1.0)

Tassnnsideiianunsalddvoniufinnsaunadesssumsidoldunlasenisifidnuuy
fataluil

1. 9wAdesunisinen Tnedoadulasenisideidudunisluaardunisdne
fldunsiusounasgu edesiunssuiunsiiounsaeunuUninazanuidogmsanans
Trinans@nwimuuleuigvesanitu wu 3onsusuitnsdessdedldtuinEeu 9an
el o19azTeuifisuazuuy wiedszAninmaesiniiou Gan fedudluseivle
Fmdafvuiasuismsaou msUsuillundngns msUseAuganmnsAng

2. nuidedszendisussiiiun1s@nwiludiunszuiunissus wilanazdndula
pg198mning (Cognitive), N15313Fy (Diagnostic), @ussanIn/Aauailn (Aptitude) 130
waduqns/madiia (Achievement) s1uifudrsanuaiuluiining nsduniuninie
dhdanemgingsy mAduerldFusniufinsande

2.1 mafuieyauardeyaiildliifsfomeustauiayeea
2.2 tupeunisideuasnaiildliidumglienanatos vieyaaaladesiulny
19018 MarALSURAMsuavE vl delenaluendn wiiinnsau

3. uiTedaimansiaiifiogudruninnisiiensilndlunmsalagliideslss
fafeyadiuyana Wy Sinmesinanisnnatudelameedinet 10 3 Sounds Husu

4. uiteiRsatuitegadnlaelfidofinedodlflufesu §iinng uieauide
fildshedratniuenlinndsdnalagliieulostuieyadiuynna

5. wATedainnisaneiluwadideviedandivg (Commerdially available
human-related cell lines) Tuvasufjdfins (Laboratory isolated human cells)

6. TAdesnu wlewie gnsmans Aldsuseunnelididunismuanuiiuseuuas
ousiRanan1u ilouarsuuamslnl Yiuasuesdns iaunszuuanuliiusgdnsam
snspduinmsgILAugaIna tnslinsenudeyadiuynnauaylsidadengyineg

7. sATeRnIfuTanIE AuAmvetesuazaufisnslavesuilaelunimsim
Tngewnsitumadeudesasnsdy wagldunsgiunudervusvesdinnuanenssunis
2IMNIUAZEN

8. 318Ul U8 (Case report)

NUBLE)

1. anAdefiAgadestueaaiasmiunguiuszuns (Vulnerable groups) Lty
n53deludieudeulils ms3deludifiauunnseddunisindulanionitunssi
nsfelusunduiiosvieUssnaursveunduiade nideludgeongviodinflegluaniy
asaszh meidelunguanlifieg maadeluganvidedussnandn Wudu liawnsavesy
AsisaLuenuld
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2. Tasamsidedldsunisinnsanlinisfusends wazgidodesnsdudiundly
WaAsuWYas (Amendment) Fsdruudludfisifuduiinansenu wWasuuuasnudes
yosoranaiasfiiintuinnitnasinssefiulasinfeuuuenifunisiansanaiosssy
19390 lasamsideiuliansavesumsfinrsanuuueniiuld

3. lasamideiididunsianziunduyanaaisisae vienduyanaiinidaaylaiy
nsdndenidndiumisnuiiisifestuansisue lasimsideiuliaunsavefunisfiansan
wuuenulel
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inaeiuszifiun1snuniulaAsin1sIBUUULTESA (AF 05-09/1.0)

Trssnsidefiannsaldsunisinnsanadesssunmsisonuusedn Taualasenisise
ffdnvarisaidunsvellanudstossosianaias wieliAu “anudsstios (Minimal
risk)” AefimnudssliuinninaudsduiBausesiu Wy msldduunsds Teednas
Fastoluil

1. #ilanudsaisafunisarsdinnufudiudn waveraUameaiudy
yesonanaing fiaeleiasnstestusramnzanauiinudsdliinnnit “auidssiios
(Minimal risk)”

2. milddegranneraainsvedlasinsidedu deenaradiaslasudeyauas
TauBuseuduudosuda i nsldiedaiinannasfediiinansynusenuduasans
druyAnaveINAETAT

3. Hunsiteitlinseilaensiosneneetanadas Wy nsdnulegldtuile ofene
wiosunedlduuiaa

4. madusedradenlngldifuarzarsta duvh Tuy wienisisidenainuaen
Feaduesoranadinsivajaunmd lidansss Afdmiingaldsing 50 Alandy Vinanden
Aaedodliiiu 550 fiaddans melusvovnan 8 §Uank uaviandonliiiudUnmias 2 adq
fiall nsveifudognadon agfeslimnumnzaunuanusiduiisonadoatuinguszasd
uarIINsAnuIS TawienuUTzUenauTetenaaling

5. nafiuiegadenusnmieluande 4 Tifarsunainety diniin wazguan

q
£%
a 1 o LYY

¥999181a5A5 USuaudeniiansdadliiu 50 1adans wse 3 Haaansmeuindngd 1

1% [
[ (% 13

Alansu neluszeziian 8 dUa wazianztdanluiiudunivias 2 a9 9l n1svaLA
Megraden azfeslinumunzauniuaudnlunaenndesivingussasduazisnig

be

FAnwide TuinnuUTzUInguTateaaiag

6. n19iuf19E193230g (Biological specimen) aramtililan1539s Tayisnns
filsignan (Non-invasive) 1u fiana faidu Tudnwaritlivialidslon fudldannisoou
Tums$nwmudnd asdandsoannisuen wu witesnainnisaaeanisninasfildainnis
uAnveInINATIdeu Viosemimsnaen wadiaviafulnenisys wadiboyiiulnens
buccal swab, mouth washing, VAU sputum Vﬁﬂ%ﬂﬂﬂuﬁ’wﬁ’lmﬁa

7. mafivdeyavesnisfnuwiniudnd lasisnisildsnan (Non-invasive)
(¥nNLIU X-rays 138 microwaves) W14 MRI, ECG, EEG, ultrasound, Doppler blood flow,
echocardiography, moderate exercise, 11339 body composition

8. nsl¥deoya (Data), Yufin (Records), Lanans (Documents) LagRI18e19d971593
(Specimen) AU vioasifuiioTnguszasdiliiifsaiuniside Wunidadelse viens
$nwilsn

9. mafiudeyannmstuiindes Tuiinidle wionmilennside
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10. N193I98NLINUNYANTTY WUUYAAALAYT UTBNFUUAAR NIBN1TITEUUUHTI
dun1waldnusef focus group Uszllulusunsy #3e38n19AeIiun1sUseiuamaIn

(Quality assurance)

NUELNG).

1. M5Ra15lATINITRUUS ISR (Expedited review) filiaunsalinanisinnsan
Wu “Tinssuses” 19 desdidnfiansanluanznssunisiiugn (Full board review)

2. Tasen539edilasunisfiansanlinisiusesdn LLazﬁ‘ié’]’aﬁf’faQﬂﬁﬁuéauLLﬁlm
WasuuUas (Amendment) Fedruutlufivduduiinansenu wWasuudainaude wes
onanatiasfiniuuinnitnasinisussiulasensisouuuisedn desdndifansunly
ANZNIIUNSLANYA (Full board review)

3. TassmIaedildsunsinnsansusesluds WaZEIYABINITIIBNUANUAIN
¥941A59n13 (Progress report) wAfin1sdndunisiidoauu lddjuanu niodilu
lnssnmidedesindfinnsanlupuenssunisifiugs (Full board review)
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wuaUURUURaUNIANLIUNITEULATINTITELIND VBT UTRIR3E5TTUNTITe Tuuy e

Wnthlasanside
wagg3alnTaNTIdeshuni sy

Human Protection Coures

v

ATENLUUNDIY AF01-10, AF 02-10, AF 03-10
(W wsUszianvedlasinisisefsuresunisiansun) <

LAYELENAITNEUVBSUNITNAITUIUNEF1TUITL LA TAIL

nanshl
WIMNNA LI TE LAY AILN ASUDIY

ﬁi?ﬁ]ﬁ@Uﬂ’ﬂMQﬂéf@\W@ﬁLa AGEY)

LONEITATUDIU

UseunnznITuN1593e535uN I lunywd
YosumMIng1du ATy saliiendunsedlasiniside

v

A90na15IATINTIYNNIUNITNAUNTBY

LISURNTUIAUZATIUNTT NU - RREC




v v IS

148 swgile TolsAu seileu Usema annTuddeuaziniu uvingndesasdgmesysal

Tumpumstulasin1sideiiaveiusesaisssaunisiseluuyed

1. msBulasanfideiiieveiusesaiussrunsidelunyed Wanthlasanisids uay

WIATINTITERDINIUNITOUTH Human Protection Course

2. NT9NWUUNBSH AF 01-10, AF 02-10, AF 03-10 903lasen153defidurasunis
#1501 FUT099385T5UNTIT ULy ImaﬁuayjﬁuﬂszLm/mmiﬂsqms‘i%’aﬁéfaqmwa%’u
nsRasukardszasssuleuaudidinue @nidearuisanntilnanwuunesulad
http://research.pcru.ac.th dsenansiiduresunsfiansanundsaatuisouaziamn)

3. L%’mﬁwﬁamﬁ“u%ﬁaLLazﬁwmmmaaummgﬂéfaq LAZATUAIUTDILONAIT

nsalienanslilgndes vlslinsudiu Wnihnghnisudwsietnidelvvinisunluenansvise

B
Y

yolonansLiiaLdal

4. Tassnsideilienansasuinugniosazindiussauanznssunsasesssumsive
Tunywdvesuminerdosviginvsysaiifiendunsedasanisidouazdefinnsaniuses
lA5In5IdeAuasEsTsUNTITeluNywd

5. Wmihitdadaenanslassmsifediiiunisndunseadizunmsfiansaniusedain
ANENTIUNTITeluNYLEATaUENINIA UNTINENGEULSAIST (NU-RREC)
VU9

1. 1enanslassnnfideiddldaumiinerdousmsayldszeznanlumsduiunis
firraniusesssanm 7 fu filluogusesnsd

2. lasesnsideidndumslundrliaunsodureiusesaiessrunisidelunyed

Tolunienas
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LUUNDSU Submission Form for Ethical Review (AF 01-10/1.0)

AF 01-10/1.0
Naresuan University Submission Form for Ethical
Regional Research Ethics Committee Review

Please fill in this form and provide necessary documents that apply. This form will help exemption or expedite the review

process,

Section 1 : Protocol identification

Request for [ Exernption or [ Expedited Review, please specify the criteria  category ... (see the criteria for RREC NO. e

exemption and expedited review) ] Full Board Review. For board use orily

11 Protocol title (Thai
12 Protocol title (Fnglish)
13 Sponsor/Source of funding

I:l GOVEMMENT D NGE seonrammmisng
D Frivate sector D L0 < - N——

14 Protacol number (if any)

15 Sponsor contact phone/fax (Thaillarc)/e mail

16 Protocol as part of - Thesis / Dissertation /15 / Undergraduste l:l ha |:| Yes (Attach dec 6,11)
Fosteraciuate training (Board/Sub boar) D Mo I:l Yes {Attach coc 6.11)

Section 2: Investigator (attach doc 6.5}

21 MName of principal investigator

22 Degres/Spedialty

23 Institutional affiliation

24 Contact phone/Fax/Email

25 Hows many other research projects are still oper under your responsikility?

26 Hows many active research subjects are under your responsibility?

27 How many research statfs (Coinvestizators includec) do you have for this project?
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AF 01-10/1.0

Section 3: Research protocol

31

Research Design (Check all that apply)
Basic science research Descriptive/Qualitative
Survey Case-control
Laboratory experiment Diagnostic test
Applied research Clinical trial

RD Cohort

1uoooo

Bicequivalence (0TI T 1) S ——

1

1uooo

32

Methods involved the followings (tick all that apply)
Questionnaire/Interview/Diary (Attach doc 6.6)
Specimen/Sample collection
Records/Document extraction

In vitro diagnostic devices

In vivo diagnostic devices

Medical devices (Attach doc 6.12, 6.13, 6.14)
Drugs (Attach doc 6.10, 6.12, 6.15)
Cosmetics (Attach doc 6.10, 6.12)

Medicinal plants (Attach doc 6.10, 6,12, 6.15)
Foods (Attach doc 6.12)
Behavioural/Psychological intervention
Embryonic stemn cell/Genetic material
Radiaticn/lsotope

Tissue/Crgan transplant
Procedures/Operation

Other (SPECHfY). oo

1000000000000000

33

Expected duration of the project......... L= [ months

34

Investigation site
Single
National multi-site/multi-center

International multi-site/multi-center

35

Has thig protocol been reviewed by another ethics committee prior to this submission?
No

Yes (Attach doc 6.17)

36

Has this protocol been registered according to clinical trial registration
No

Yes (Attach doc 6.16, 6.18)

Section &:

Subjects and recruitrment

4.1

Does this protocol include the following subjects? (tick all that apply)
No data obtained directly from human (Go to 4.2)
Prisoners
Pregnant women/Elderly
Mentally ill subjects
Chronic disease/Cancer or terminally il subjects
Necnates/Infants/Children (aged <20)
HIV/AIDS
Institutionalized e.g. orphanage, leprosarian
Illiterate subjects or Minorities e.g. hilltribes
Subordinate e.g. students, employees, soldiers, patients
Other (SpeCify). ...

0000000000 |00 |00 |00




sugile Yotsdu suilyu Usema annuidouasian uninendesudgmesysal 151

AF 01-10/1.0

4.2 Methods used to recruit subjects

Mo (Go to 4.3)

Personal contact at outpatient clinic finpatient

Personal contact at ER or ICU

Personal contact in community

Contact via telephone or post

Advertising e.q. poster, flyers, mass media (website included)
Cther (specify)....

1000 | 000000y O

43 Person obtaining informed consent
Mo (Go to 4.4}
Principal/Co-lrmvestigators
Research staff
Other (specify) ....
44 Expected number of subjects in ach am...........c.. total number of subject...
45 Subject payment/incentives
e [
ves [
(if yes, please give details.
4.6 Compensation for injury / lost
ne [
Yes :
if yes, please give details,
Section 5 : Study monitoring or DSMEB (Data Safety Monitoring Board)
ne [
Yes :
Section 6: Summary of attached documents required for the review (please tick all that apply)
copies.
6.1 wuvBuvefumefivsuraiesss (Submission form @ AF 01-10) [ 4
62 uutssiiulasinsiuinemies (Self-Assessment Form : AF 02-10 wia AF 04-11) [ 4
6.3 Toyadieiusuaswidouanpanfuseudmivfdrulasiniside (nformation sheet andfor consent form | 4
AF 04-10, AF 05-10, AF 0&-10)
64 Tesariduadudia (Full Protocol) [ 4
65 e iRgiduvdn unedianTde (Principal investigator and Co- investigator's V) [ 4
Human Subject Protection Course ]
GCP training certificate (clinical trial only) D
6.6 wandomniasfisililuneidy (Questionnaire/Scalenterview Form/Case report formn) D 4
6.7 nrrtmudaaneUselond (Conflict of interest and funding form < AF 03100 [ 4
68 suusnaiilify Troge (Budsett [ )
69 agUlasansiiy (Protocol synopsish [ 4
6.10 Investigator brochure ] 4
6.11 Approval document from thesis committee/advisor |:| 1
6.12 Recruitment materials e.g, waitten information and script D 1
613 Medical devices safety approval from Thai FDA D 1
6.14 Certificate of Free Sale D 1
615 Approval for investigational drug used in research D 1
6.16 Drug approval from Thai FOA D 1
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AF 01-10/1.0
6.17 Approval result report from other IRB D 1
6.18 Document of registration D 1
6.19 Electronic files of all above and related documents D 1CD ROM

Note: Investigator has to provide document 6.1- 6.9 and 1 CD ROM (6.19) on submission for initial review. Other documents
are also necessary for some type of protocol. Document 6.9 should be in Thai and not exceed 5 pages. Should you need

more information, please contact our board secretary at NU-RREC. Tel 0-55968642

Investigator signature dated

(Please retain copy of the completed form for your study record.)

Please attach the electronic files of all required documents (6.1 - 6.18)

Tasamsidenaneey  (RREC No.) /

njandrdamneaviiiudisfasnifindediu auznssunisatessiumsidelunyediniotiegiinng wininerdouisaas

ABLaYINsAW 055968642 nsans 055968637
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LUUNDSU Self-Assessment Form for Pl (AF 02-10/1.0)
AF 02-10/1.0

Naresuan University Self-Assessment Form for Pl

Regional Research Ethics Committee

(no)

Protocol number: e
Title: (Engish}

Investigator’s Name and Qualification: [ Exemption
O Expedited review
O Full board review

A | B NA | A= appropriate, B= Inappropriate, NA=Not applicable
Item for Assessment O T
vanepuildfetesiohifed

Protocol Opinion/suggestion

1. Research value / merit I I ’

2. Research validity

2.1 Good rationale

2.2 Appropriate design and methodology

2.3 Sample size consideration

2.4 Statistical analysis

3. Inclusion/ exclusion criteria

3,1 Assure fair selection

3.2 Answer research question

3.3 Concern about risk group

. Risk (to whom )

. Benefit {to whom )

. Vulnerability

~N|lo|l |l &

. Additional safeguard

7.1 Appropriate recruitment

7.2 Adequate informed consent process

7.3 Acceptable treatment available

8. MTA/CTA (Material Transfer Agreement/Clinical Trial

Agreement)

9. Others (Advertising, CRF, etc.)

ICF (Informed Consent Form) dautsgnauvadtenas (ICH GCP 4.8.10) Opinion/suggestion

1. wnasdayamiuayvesuedmivaraadasiiidniaumside (information sheet)

W v_od o o aw
1.1 MYBLIINILYINIGTIRY

1.2 mwildiladng

13 fWerausvyinduamide

14 wpafionanadaslisudgidisululasmside

15 Jgussasiupalasanside

1.6 Sunuerandlesidiululesinside

1.7 Teuiunisiiesd URreridniuide

o ) | o a o
1.8 swpshaiinnanadpiwiasauaziosnglulasinisidy
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AF 02-10/1.0

e ' - - )
19 wadsslemifimainasiatiuannsidedeataainsinenss
uaziousslomireyue / e / finrnging

1.10 Araides ensiliauie wisenuliavann fenaietuun
ol lumsitsululasamside

- - [ - T - o
1.11 yaudanwsanseuIunITsNeIau q Tunimwmmauﬂﬂmm
Jalulasansite

A | B | NA | A= appropriate, B= Inappropriate, NA=Not
Item for review o W
applicable wnsanuilinedemislided

1.12 mslidurawernduna nadonan eaaldasaon T

avw warswlddsly snnsfieanaiasdifumside 3Bns
Waznaniily

113 msbims¥nvmewianisaage Gellaudawaviadunie
fifinannside

114 wuadunuie wazaniufisaluntsiive

1.15 maidematugmaniazdasiinvesruduesuuaeiinigly

Anfinw ey genetic counseling

116 msvafiuiagiimianinnside uarssasaniifudions
asadudiluewan siadamsinbniluewian Feslinisueny
Susauiiaifiuiataiimds wimslimatniuasdes fudadi
ANEATIUNITISSTILTDITAN

117 yrrawarmuayinsiwd iawisodadelimaen 24 Flua Tu
nstifenanaanfammnssulifinssad

118 wnsaulvsdwidninnuauenssun i snTesTsunside 7 mnfinmsujialidulusdayaluanansyinu
omaasanniafnsensditeteniou AR DTE T 1 S |

1.19 fenarstayas aduiwmnzdmivdney 7-12 9 (Enwidwiudnlutsagdinaiinadilald)
2. wilad I ihiumTive (Consent form)

21 ffamm “oaadasiidasefiosUfes wianaumnnlasinside
- w o ] = - e -
dlalaild Taolifinalag dentsinvmeiaiimseeldfunmennsgn wia
e - o,
grydunavselvnilaq finsldiumadnd

22 wwsnsmsineasdvtesloyafisaivenaaliag

23 anusnvasvaansaulaeduinhunmside waz/mio dunulne
YBURENg MY

24 ArumzausansuanA L Busastadidrsmnsiduil
annsnauuasdould

25 ATUMNZEANTE NTEUILMITE assent uasnTaIY dmiuiwn
oy 7121
Decision: Risk/Benefit Category

- . P . P = T - - o
[ research involving not greater than minimal risk (MyiduMmintaatuarudsaiivadmioe)

[ Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects (n1533u0
WendaaturrudsannmiinfuslduandwsslsninonmaiasTaonsduauian)

L Research involving ereater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yield
generalizable knowledge about the subject’s disorder or condition (ms3feilifurdastummidsnnnniunduarlilfuanfsselonine
aanaaslaunsaly

pa w

awan uilludulldisharudiieiudowruianivienmevadsavesormalasluliiugiisnudug 1)
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AF 02-10/1.0

[ Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem
affecting the health or welfare of children (m33fufiitossnilsfiannsofignildfdemattiondile, dostu vie ussmigmiroussiifinanseny

' - o a & i <
PREFUVNINUID ﬁ’lﬁﬂﬂ’]Wﬂ’l’mLUNBQWﬂWaﬂLﬂﬂ)

Investigator’s Signature ...

( ) Date
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wuunasu Conflict of Interest and Funding Form (AF 03-10/1.0)
AF 03-10/1.0

Naresuan University Conflict of Interest and Funding Form

Regional Research Ethics Committee

Conflict of interest is not in itself a reason for protocol or investizator disapproval. The board will consider its existence and maenitude and
whether or not these may affect the scope of protection the right and welfare of human participants. One copy of this form will be forwarded to the

conflict of interest committee of the institute. The board will only send the investigator the institute opinion together with protocol approval results.

Protocol title: For board use cnly

For board use
RREC No. ety

Section 1: Funding

1.1 Source of funding (tick all that apply) amount

None -

Department/ institute

Pharmaceutical compary

OHRET BRENOYT oot sinesisseesitns

OEher 82ENCY: e reerseesnnenns

Grand total

1.2 Investigators fee received (tick all that apply)

Monthly throughout the project

Lurnp sum for the whole project

Per subject recruited

Others (SPecify)....mm.

Section 2: Conflict of interest

21 Do you, members of your family, or associated entity have or receive a financial interest in or from the

sponsoring company?

22 Do you hold any executive or scientific position in the sponsaring company?

23 Do you serve as a consultant in scientific, financial, leeal issues or a member of a “speaker’s bureau”

concerning the products of the sponsoring company?

24 Have you participated in or otherwise influenced any institute transaction with the sponsoring company in

any of followines: buying, selling, leasineg, licensing, supplying, or making contract?

25 Have you assigned any student, postdoctoral fellow or other trainee, officer, support staff to a project

sponsored by the sponsoring company?

26 In the last year, how many times have you been supported by the sponsoring company to:

-Attend conferences/meetings abroad; 0 1 2 >2

-Attend conferences/meetings in the country; 0 1 2 >2

-Lecture for the staff of the sponsoring company; 0 1 2 >2

Investigator Signature dated /. /

{Please retain copy of the completed form for your study recced.)
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wuunasudayarasuredmiuananadnsvadlasenisive

(Information Sheet for Research Participant) [AF 04-10/1.0]
AF 04-10/1.0

Naresuan University dayamasurgdmivamadasvedlasinside
’ Regional Research Ethics Committee (Information Sheet for Research Participant)
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LUUNDSUNIIHomanIANEULNLT13UTASINSIY
(Informed Consent Form) [AF 05-10/1.0]

AF 05-10/1.0
Naresuan University wilsdonansarnudugautnsaulasaniside
Regional Research Ethics Committee (Informed Consent Form)
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WUUNBTUATIAFBUANNATURIUVRUBNEATTTUNTEUYDITEFTIUNTIVY
TuaiyuediaTat1eninia iIne1deusals dmiudussaiuauide

uuunTRaRUATIATUIuTesanasluniuvesiessun e luaywdiniatnegiinng wminendowseas dwmiuduszaiuauide

o =
Jelasimside
A o oao
auinidy

LanEsN1sEuYeSUsasasyssIuMsasylunywd Tunsdlfidisetianudivinlassmsiduuuusniiu (Exemption)

fau TN TONENT | W | dwou
(ya)
1 Suiindanuarauelasinisifaiiotafuressiossmnsidilumed 4
2 LLufiutaumsfinnsanadesssy (Submission form : AT 01-10) 4
3 Ltudssdiulassmsidusenuas (Sclf Assessment Form : AF 02 10) 4
4 Tasanmz3dzaduidi. (Tull Prolocol) 4
5 UseTRgIdsvanuasT2id (130 (Principal ‘nvestigator’s CV) 4
6 adngrunzintsiinet slidendnuasddaudde ) Wwu lluman subject protection, GCP training certificate (clinical 4
trial only)
7 Twasdennias o Lilun 539y (Questionnaire/scalc/intervicw form/CRE) 4
8 At awdanasayzelaa (Conflict of interest and funding form : AF 03-10) 4
9 qulssanaitlity Tneda (Budset) 4
10 #1513y (Protocol synopsis) 4
11 Approval document from thesis committee/advisor (lanatsnisaaLrtuLAlATYIATITIIMTIdY) 1
12 Flectronic files of all above documents 1 oM

Y

nasnsiuvesusessiusssun sivelunywd Tunsdiiigideiianudiudilassmsdusuuisein (Expedited) uazmuuiiunsuuuy (Full

board)
fau TN TBNENT | W | dwou
(ym)

1 shdinfammtaimalarnmsidofiotsiurasaiosraunyidolunse 4

2 LLuButa5Um T anasesss (Submission form : AF 01-10) 4

3 Ltudsadiulassmsidusuaues (Sclf Assessment Form : AF 07 10 %30 Ak 04 11) i

4 g amaiieLaswlidauanimuiiusoud ALt 1asin15348 (nformalion sneel and/or consenl form : 4
AF 04 “0/AF 05 10}

5 Tasanrgiduaduda (Full Frotocol) 4

6 ﬂs:ﬁﬁ%’“)ﬁfméhua::tﬁdﬂﬁﬂ (#31) (Principal nveslivalor’s CV) 4

7 wdngwnnsine idondnuasdsonidt (13 vu Human subject protection, GCP training certificate (clinical 4
trial only)

8 eaBaaniaed of 11lun1338 (Questionnaire/scale/inlerview fom/CRM) 4

9 nstaudanaauszlumd (Conflict of interest and funding form : AF 03 10) a4

10 autssnaitlsi Tavda Budgel) q

11 asLlrsan1534s (Protocol synopsis) 4

12 Approval document from thesis committee/advisor (anensin st lnsy Tagsdensids) 1

13 Eleclronic files of all above documents LESRoM
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A8 UUNDIU Self-Assessment Form for Pl (AF 02-10/3.0)

AF 02-10/3.0

Naresuan University Institutional Review Board Self-Assessment Form for Pl

(ve) Amam@indzeany TumenaiuinvoutasednisuimsauricuaXXX SunaxxX Feniaxxx
Protocol number: Title:
' { English) Quality cof life among elderly peosle in the resgorsisility of XXX sub-district administrative
organization, XXX district, XXX province
Investigator’s Name and Qualification: I% Exemption
WY YEU NAULHYS Expedited review

[ Full board review

A B NA | A= aparopriale, B= Inappropriale, NA=Not acplicable

Item for Assessment e
surwewdldinerdosdelined

Protocol Opinion/suggestion

1. Research value / meril | J

2. Research validity

2.1 Good rationale

2.2 Appropriate design and methodology

23 Sample size consideration

“le S|~

2.4 Slalistical analysis

3. Inclusion/ exclusion criteria

3.1 Assure fair selection

3.2 Answer research question

3.3 Concern about risk group

“ls N~

4. Risk (to whom... elderly people in the responsibility of XXX
sub-district administrative organization, XXX district, XXX province

)

5. Benefit (to whom... elderly people in the responsibility of XXX |
sub-district administrative organization, XXX district, XXX province
i)

6. Vulnerability J

7. Additional safeguard

7.1 Appropriate recruitment

“~ |~

7.2 Adequate informed consent process

7.3 Acceptable treatment available

|~

8. MTA/CTA (Material Transfer Agreement/Clinical Trial
Agreement)

9. Others (Advertising, CRF, etc.) v

ICF (Informed Consent Form) gauusznauvadienas (ICH GCP 4.8.10) Opinion/suggestion

o P > _d ) oo
2y Lanmiiayﬂmim/a%u’lummsummauﬁsmﬁﬁs'wms':nu (Information sheet)

1.1 vhieiSosfierihmside

1.2 mwildidnlade

1.3 fdernussyindunuisy
) ) vo a v v o oo
1.4 wgnanoaadesldsudglidnsnlulasiniiy

1.5 Jagusvasfundlasanisivy

“aln SIS (S~

1.6 dwaunanaiasidisalulazimside
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1.7 Fdniumsfiavu fiRdedidniuide

18 sspznanfinanatpsursseuardosaglilasimside

. . o o )
19 Hﬁ\hS‘Ibﬁuﬁﬂ']ﬂ'ﬂ'ﬂlxLﬂﬂ‘tli.l"ﬂ'Iﬂﬂﬂi'mﬂﬂaﬂ'lﬂ'lﬂl.lﬂﬂ.ﬂﬂﬂiﬂ
war/viuselomisioyuyu / i / dineuiln

|~~~

Iten for review

NA

A= appropriate, B= Inappropriate, NA=Not
applicable wnurwiliivitemiehisesi

- ] - . - - )
110 amudos aowliaune wiamnyliaaon foiadisiuwn
araalns lunsdhinlulasimside

1.11 madanviansrurumsinmdy q luns@ilanmadaslih
slulasinside

112 mslifurawsanium madona anuliazain
auis waeswldfidoly nmsfonaatandiimmsids Bms
uaznaili

113 mslimsinemenawiarmeats dalinnudemewiodunse
Fifinnnmsive

msiiiviiadiibinatademiasunsofian
watusnnsidiwlasinis

114 uwaaiuide uavaniuiisnlumsinidy

THwssanndufuaninids

1.15 nrsidemaiugaaniszdaadinisvenimubusausaziinigli
AUEnw eI genetic counseling

M -
1.16 msvafiuieiiiindannnsid ussssarnafifudiionisnsn
- - - - - - - -
wWaddluawen wiafienisAnelmilusuian Aeslinsvenmudusauiia

Wiudegneinde winslimetiniuessios fudadinmenssunsvivssa
Fi915000

- ~~| ~

117 yrAauaranuavindwd Vannsofndelinaon 24 Balus lunsd
Fiaranadiasiiamanisaioulsfiaszas

winvih wiludios ounxXod insd 088-777-444
(#33umdn)

1.18 vueauingdvaidninauansnssunisfiansueiesssunside
graaiasEseArRonsEitoouGeu

onndmsufiailidulmadoyaluonansyim
ansodpadouldi.. 055-968-642 nsans 055-
968-637... AnEnTIUNT5IEsTIMS Iy Tuyud
IMTIVEABUTMS...)

1.19 flananstoyan atufimnedwiudinery 7129

(fnwdmiudnlutisegdmaniandilald)

2. wiial 0 ihiaunsids_(Consent form)

21 difemy “araalpsiizassiavuias wisnaudanlasmsidy

dlalafle Taolidinalag sonsinvimeuiaiimseldfvmunsgy wia
gapdonavislonilag fiwslafumudng”

2.2 wmsnimsinwmuduresiayaiisiueaialag

23 mnumnzavvasntsauwinediinsumsive waemia dunilny
YaUENgWIY

=~

2.4 rmumu1:em-umn1'suﬁmam1:4ﬁuuauwaﬁtﬁﬁ'oumﬁﬁuﬁlﬂ
annsnauuandouls

2.5 ATIMMIIEANTDINTEUIUNITEE assent UAEA1TAILIY duiuifin
ay 7127

Decjsion: Risk/Benefit Category

[T Research involving not ereater than minimal risk (M338sfifetasiunudsaiivadnion)

L] Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects (153
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¥ v o 3 . = v = o O}
LﬂEJ’J‘U?Nﬂ'Uﬂ’J’]iJLﬁ&Nlﬂﬂﬂ’JW‘UﬂG]LhﬁllﬂLLﬁG]Jﬂﬂﬂixiﬂ'ﬂuﬁﬂ@?ﬁ'\ﬁuﬂﬂﬂElmiﬂua'u']ﬂm)

[ Research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yield
generalizable knowledge about the subject’s disorder or condition (Ms3sefifientastunudsunnmiiuniuar lilduansisuselovie
oranalinslaensdly

oA uidinuduldlditeriharudifeatudemsiinsnivieamsvedsavesaraatasildiulaoaudug 16)

[ Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem

affecting the health or welfare of children (Mm¥3de7iflbezuilfianmsaigaildtdeonanazidla, deaiu wie ussimigmeusiinansznu
degunmvse afannwaruduagifvesn)

Investigator’s Signature

(Wevdy naues )

Date ..17../...05.../...2557....
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fr9819uUUNasu Conflict of Interest and Funding Form (AF 03-10/3.0)
AF 03-10/3.0

Naresuan University Institutional Review Board Conflict of Interest and Funding Form

Conflict of interest is not in itself a reason for protocol or investigator disapproval. |he board will consider its existence and rmagnitude and whether or
not these may affect the scope of protection the right and welfare of human participants. One copy of this form will be forwarded to the conflict of interest

committee of the institute. The board will only send the investigator the institute opinion together with protocol approval results.

Frotocol title; For board use only
Qualizy of life armarg elderly people in the responsibility of XXX sub-district administrative organization, XXX For board use
district, X00( province IRB No. only

Section 1: Funding

11 Source of funding (tick all that apply) amount

MNone

Department/ institute

Pharmaceutical company

Other agency: .. The researcher's funding..... J | 44900

Other B8CNCEY: weerereeneennne

Grand total | 44,900

1.2 Investigators fee received (tick all that apply)

Monthly throughout the project

Lurmp sum for the whole project

Por subject recruited

Others (specify).....None..... v

Section 2: Conflict of interest

ves [ no
21 Do you, members of your family, or associated entity have or receive a financial interest in or from the v
sponsoring cornpany?
2.2 Do you hold any executive ar scientific position in the sponsering company? v
2.3 | Do you serve as a consultant in scientific, financial, legal issues or a member of a “speaker’s bureau” 7
concerning the products of the sponsoring company?
2.4 Have you parlicipaled in or otherwise influenced any instilule transaclion with the sgonsoring company in V4
any of followings: buying, selling, leasing, licensing, supplying, or making contract?
2.5 Have you assigned any student, postdoctoral fellow or other trainee, officer, support staff to a project v
sponsored by the sponsoring company?
2.6 In the last year, how rany times have you heen supported by the sponsaring company to:
-Attend conferences/meetings abroad; \/707172 _ 2

Attend conferences/meetings in the country; v o 1 2 >2

-Lecture for the staff of the sponsoring company;_ 1/707172 >2

Investigator Signature ..... dated..17../..05../..2014...

{2lease rotain o

f the campletae form for yaus st
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A28 UUNDIU Submission Form for Ethical Review (AF 01-10/3.0)
AF 01-10/3.0

Naresuan University Institutional Review Board Submission Form for Ethical
Review

Please fill in this form and provide necessary documents that apply. This form will help exemption or expedite the

review process.

Section 1 : Protocol identification
Request for (1 Exemption or dExpedited Review, please specify the criteria category ... (see the criteria for | |RB NO. wovvvvvnn.
exemption and expedited review) [] Full Board Review, For board use only
1.1 Protocol title (Thai)

auninggaatg TuvarruiuletoueamednauimamuduaXxXx dunaxxx Smiaxxx

1.2 Frotocol title (English)
Quality of life amang elderly people n the responsbility of XXX sub-district administrative organization, XXX district,

XXX rovince

13 Sponsor/Source of funding
D Government
D Private sector ..

[ neo.
Z Others

14 Protocol number Gf any)
1.5 Sponsor contact phore/fax {Thailand)/e-mail
None
1.6 Protocol as part of  Thesis / Dissertation / IS / Undergraduate D No Yes (Attach doc 6.11)
Postgraduate training {Board/Sub board) |Z No D Yes {(Attach doc 6.11)

Section 2: Investigator (attach coc 6.5)

21 Narme of principal investigator
Mr. Kayan Miurpian

22 Degree/Spedialty
tdaster of Public Health

23 Institutional affiliation
Faculty of Public Health, Naresuan Uriversity

24 Contact phone/ax/Email
(88-777-4444 / e-mail: XXXXX@hotnail.com

25 How many other research projects are still oper under your responsibility?
None

26 Hows many active research subjects are under your responsibilizy?
None

27 How many research staffs {Co-investigators included) do you have for this project?
One

Section 3: Research protocol

3.1 Research Design (Check all that apply}

Basic science research Descriptive/Qualitative

Survey Case-control

Laboratery experiment Diagnostic test
Clinical trial

Cohort

Applied research
R/D

IO

Bioequivalence Other (specifyl....

3.2 fMethods involved the followings (tick all that apply)

Cuestionnaire/Interview/Diary (Attach doc 6.6)

Specimen/Sample collection

Records/Document extraction

In viTro diagnostic devices

In vivo diagnostic devices

Medical devices (Attach doc 6.12 -6.14)
Drugs (Attach doc 6.10 -6.12,6.15)
Cosmetics (Attach doc 6.10 6.12)

00000 | 0000
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Medicinal plants (Attach doc 6.10 -6.12,6.15)

Foods {Attach doc 6.12)

Behavioural/Psychological intervention

Embryonic stem cell/Genetic material

Radiaticn/Isotope

Tissue/Organ transplant

Procedures/Operation

000

Other (specify). i,
33 Expectec duration of the project.......years...6....months
34 Investigation site
Single:
Natioral multi site/multi center
International multi-site/multi-center
35 Has this protocol been reviewed by another ethics committee prior to this submission?
No
Yes (Attach doc 6.17)
36 Has this protocol been registered according to clinical trial registration

No

Yes (Attach doc 6.16-6.18)

Section 4: Subjects and recruitment

a1 Does this protocol include the following subjects? (tick all that apply}

No data obtained cirectly from human (Go to 4.2)

Prisoners

Pregnant women/Elcerly

RMenlally ill subjects

Chronic disease/Cancer or terminally ill subjects

Neonates/Infants/Children (aged <20)

HN/AIRS

Irstitutionalized e.g. orphanage, leprosarian

Illiterate subjects or Kinorities e.g. hilltribes

Subordinate £.g. students, employees, soldiers, patients

Cther (specify) Elderly

4.2 Methods used to recruit subjects

No (Go to 4.3)

Personal contact at outpatient clinic /inpatient

Personal contact at ER or ICU

Personal conzact in community

Contact via telephone or post

Advertising e.g. poster, flyers, mass media (website included)

Other (specify).....

a3 Person oblaining informed consent

No (Go to 4.4

Principal/Co-lInvesticators

Research staff

JONO [ONOO0 | NOOOOomO0 - | NN 0N

Other (specify)

a4 Expectec number of subjects in each arm.......... ............. Total number of subject....205.....

a5 Subject payment/incentives

N =]
Yes :I

(i yes, please give details

4.6 Cormpensation for injury / lost

N 2]
Yes E

(i yes, please give detail

Section 5 : Study monitoring or DSMB (Data Safety Monitoring Board)

N ]
Yes I:]
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Section 6: Summary of attached documents required for the review (please tick all that apply)

copies
6.1 uvvBuveun vz 53 (Submission form : AF 01-10} m 4
62 wuUssiulnsnTsiiuRuaas (Self-Assessment Form : AF 02-10 iz AF 0410 [ 4
63 Hayadreiuneuarmisdovansmudusasdwiuiliidaiagnsile (nformation sheet and/or consent form : f 4
AF 04 10/AF 05 10} ,

64 Tpsamsiduatiudy Full Protocol) [ q
65 Use g idamdn (Principal investigator’s CV) [ 4

Fuman Sukject Protection Course M 4

GCP training certificate {clinical trial only) O

6.6 FevBaraaitelum 9 (Questionnaire/Scale/Interview Form/CRF) ] 4
67 mriaudamadselew (Conflict of interest and funding form : AF 03-10) Zr 4
68 suvsraneitladu Tneda (Budget) Ef q
69 aqliasenyidy (Protocol synopsis) Z’ [
6.10 Investigator brochure D 4
6.11 Approval document from thesis committee/advisor E 1
6.12 Recruitment materials e.g. wiitten information and scrigt [ 1
6.13 Kedical devices appraval from Thai FDA D 1
6.14 Certificate of Free Sale  [] 1
6.15 Approval for investigational drug used in research D 1
6.16 Drug approval from Thai FDA D 1
617 Approval resull report from other IRB D i
6.18 Document of registration [ 1
619 Electronic files of all above and related cocuments EI 1 €0 ROM

Note: Investigator has to provide document 6.1- 6.9 and 1 CD ROM (6.19) on submission for initial review. Other
documents are also necessary for some type of protocol. Document 6.9 should be in Thai and not exceed 5

pages. Should you need more information, please contact our board secrelary at NU-IRB. Tel 0-55968642

Investigater signature dated..17.../..05../..2014..,
{Please retain copy of the completed form for your stucy record.}

Please attach the electronic files of all required documents (6.1 - 6.18)

TA5ans3qevaneiay (IRB. No) ... R —
ayanddamnaavdreduiiafosnisiindaiu anznssunisatesssumsideTuiged uninendouisaas
wnoauinsdwi 055968642 nsans 055968637
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Areguuunasudayarasutedmsudidisinlulasenisive
(Information Sheet for Research Participant) [AF 04-10/3.0]
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fr9819uUUNasu Conflict of Interest and Funding Form (AF 03-10/3.0)
AF 03-10/3.0

Naresuan University Institutional Review Board Conflict of Interest and Funding Form

Conflict of interest is not in itself a reason for protocol or investigator disapproval. The board will consider its existence and magnitude and whether or
net these may affect the scope of protection the right and welfare of human participants. One copy of this form will be forwarded to the conflict of interest

committec of the institute. The board will only send the investigator the institute opinion together with protocol approval results.

Protocel title: For board use only
Quzlity of Ufe amarg elderly people in the responsibility of XG040 suls-districz administrative organization, XXX For board use
district, X300 province IRB No. angye

Section 1: Funding
1.1 | Source of funding (tick all that apply) amount
None =

Department/ institute

Pharmaceutical company

Olher agency: ... The researcher's funding..... V4 44,900

Other agency: s

Grand total | 44,900

1.2 Investigators fee received (tick all that apply)

Monthly throughout the project

Lump sum for the whole project

Per subject recruited

Others (specify)....None..... v
Section 2: Conflict of interest
yes | no
21 Do you, members of your family, or associated entity have or receive a financial interest in or from the v
SpoNsering company?
2.2 Do you haold any executive or scientific position in the sponscoring company? 7
23 Do you serve as a consultant in scientific, financial, \ezal issues or a member of a “speaker’s bureau” 4
concerning the products of the sponsorng company?
24 Have you parlicipaled in or olherwise influenced any inslilule lransaclion with Lhe sponsoring company in 7
any of followings: buying, selling, leasing, licensing, supplying, ar making contract?
2.5 Have you assigned any student, postdoctoral fellows or other trainee, officer, support staff to a project 7
sponsored by the sponsoring company?
2.6 In the last year, how many times have you been supported by the sponsoring company to:
-Attend conferences/meetings abroad;_ 1/707172 =2

Attend cenferences/meetings in the country; v 0 1 2 »2

-Lecture for the staff of the sponsoring company; 1/707172 2

..dated..17../..05../..2014...

iloase rotal

Investigator Signature .

=f the completac form far yeur stu
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A28 UUNDIU Submission Form for Ethical Review (AF 01-10/3.0)
AF 01-10/3.0

Naresuan University Institutional Review Board Submission Form for Ethical
Review

Please fill in this form and provide necessary documents that apply. This form will help exemption or expedite the

review process.

Section 1 : Protocol identification
Request for (1 Exemption or dExpedited Review, please specify the criteria category ... (see the criteria for | |RB NO. wovvvvvnn.
exemption and expedited review) [] Full Board Review, For board use only
1.1 Protocol title (Thai)

auninggaatg TuvarruiuletoueamednauimamuduaXxXx dunaxxx Smiaxxx

1.2 Frotocol title (English)
Quality of life amang elderly people n the responsbility of XXX sub-district administrative organization, XXX district,

XXX rovince

13 Sponsor/Source of funding
D Government
D Private sector ..

[ neo.
Z Others

14 Protocol number Gf any)
1.5 Sponsor contact phore/fax {Thailand)/e-mail
None
1.6 Protocol as part of  Thesis / Dissertation / IS / Undergraduate D No Yes (Attach doc 6.11)
Postgraduate training {Board/Sub board) |Z No D Yes {(Attach doc 6.11)

Section 2: Investigator (attach coc 6.5)

21 Narme of principal investigator
Mr. Kayan Miurpian

22 Degree/Spedialty
tdaster of Public Health

23 Institutional affiliation
Faculty of Public Health, Naresuan Uriversity

24 Contact phone/ax/Email
(88-777-4444 / e-mail: XXXXX@hotnail.com

25 How many other research projects are still oper under your responsibility?
None

26 Hows many active research subjects are under your responsibilizy?
None

27 How many research staffs {Co-investigators included) do you have for this project?
One

Section 3: Research protocol

3.1 Research Design (Check all that apply}

Basic science research Descriptive/Qualitative

Survey Case-control

Laboratery experiment Diagnostic test
Clinical trial

Cohort

Applied research
R/D

IO

Bioequivalence Other (specifyl....

3.2 fMethods involved the followings (tick all that apply)

Cuestionnaire/Interview/Diary (Attach doc 6.6)

Specimen/Sample collection

Records/Document extraction

In viTro diagnostic devices

In vivo diagnostic devices

Medical devices (Attach doc 6.12 -6.14)
Drugs (Attach doc 6.10 -6.12,6.15)
Cosmetics (Attach doc 6.10 6.12)

00000 | 0000
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Medicinal plants (Attach doc 6.10 -6.12,6.15)

Foods {Attach doc 6.12)

Behavioural/Psychological intervention

Embryonic stem cell/Genetic material

Radiaticn/Isotope

Tissue/Organ transplant

Procedures/Operation

000

Other (specify). i,
33 Expectec duration of the project.......years...6....months
34 Investigation site
Single:
Natioral multi site/multi center
International multi-site/multi-center
35 Has this protocol been reviewed by another ethics committee prior to this submission?
No
Yes (Attach doc 6.17)
36 Has this protocol been registered according to clinical trial registration

No

Yes (Attach doc 6.16-6.18)

Section 4: Subjects and recruitment

a1 Does this protocol include the following subjects? (tick all that apply}

No data obtained cirectly from human (Go to 4.2)

Prisoners

Pregnant women/Elcerly

RMenlally ill subjects

Chronic disease/Cancer or terminally ill subjects

Neonates/Infants/Children (aged <20)

HN/AIRS

Irstitutionalized e.g. orphanage, leprosarian

Illiterate subjects or Kinorities e.g. hilltribes

Subordinate £.g. students, employees, soldiers, patients

Cther (specify) Elderly

4.2 Methods used to recruit subjects

No (Go to 4.3)

Personal contact at outpatient clinic /inpatient

Personal contact at ER or ICU

Personal conzact in community

Contact via telephone or post

Advertising e.g. poster, flyers, mass media (website included)

Other (specify).....

a3 Person oblaining informed consent

No (Go to 4.4

Principal/Co-lInvesticators

Research staff

JONO [ONOO0 | NOOOOomO0 - | NN 0N

Other (specify)

a4 Expectec number of subjects in each arm.......... ............. Total number of subject....205.....

a5 Subject payment/incentives

N =]
Yes :I

(i yes, please give details

4.6 Cormpensation for injury / lost

N 2]
Yes E

(i yes, please give detail

Section 5 : Study monitoring or DSMB (Data Safety Monitoring Board)

N ]
Yes I:]
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Section 6: Summary of attached documents required for the review (please tick all that apply)

copies
6.1 uvvBuveun vz 53 (Submission form : AF 01-10} m 4
62 wuUssiulnsnTsiiuRuaas (Self-Assessment Form : AF 02-10 iz AF 0410 [ 4
63 Hayadreiuneuarmisdovansmudusasdwiuiliidaiagnsile (nformation sheet and/or consent form : f 4
AF 04 10/AF 05 10} ,

64 Tpsamsiduatiudy Full Protocol) [ q
65 Use g idamdn (Principal investigator’s CV) [ 4

Fuman Sukject Protection Course M 4

GCP training certificate {clinical trial only) O

6.6 FevBaraaitelum 9 (Questionnaire/Scale/Interview Form/CRF) ] 4
67 mriaudamadselew (Conflict of interest and funding form : AF 03-10) Zr 4
68 suvsraneitladu Tneda (Budget) Ef q
69 aqliasenyidy (Protocol synopsis) Z’ [
6.10 Investigator brochure D 4
6.11 Approval document from thesis committee/advisor E 1
6.12 Recruitment materials e.g. wiitten information and scrigt [ 1
6.13 Kedical devices appraval from Thai FDA D 1
6.14 Certificate of Free Sale  [] 1
6.15 Approval for investigational drug used in research D 1
6.16 Drug approval from Thai FDA D 1
617 Approval resull report from other IRB D i
6.18 Document of registration [ 1
619 Electronic files of all above and related cocuments EI 1 €0 ROM

Note: Investigator has to provide document 6.1- 6.9 and 1 CD ROM (6.19) on submission for initial review. Other
documents are also necessary for some type of protocol. Document 6.9 should be in Thai and not exceed 5

pages. Should you need more information, please contact our board secrelary at NU-IRB. Tel 0-55968642

Investigater signature dated..17.../..05../..2014..,
{Please retain copy of the completed form for your stucy record.}

Please attach the electronic files of all required documents (6.1 - 6.18)

TA5ans3qevaneiay (IRB. No) ... R —
ayanddamnaavdreduiiafosnisiindaiu anznssunisatesssumsideTuiged uninendouisaas
wnoauinsdwi 055968642 nsans 055968637
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Areguuunasudayarasutedmsudidisinlulasenisive

(Information Sheet for Research Participant) [AF 04-10/3.0]
AF 04-10/3.0

toyarasurgdmiviidrsalulaseniside
(Information Sheet for Research Participant)

Folasinsiqe......aunmTIagaseny luwnausuRnTauTeIBIin1SUIMTAIUIUAXXX S1LNBXXX JIHTAXXX..

yo sy
ihadey
; '
o ey niluies
oY) DIANTUTMTAWAUAXXX DUNDXXX T TAXXX 64110

weslnsdwi/iinnw/ilefie 088-777-4444
Gy dudhsulasinisidenniinu
viuldFudaliihdalulesemaidedidesnnviuiuggeongiiodueylumarnuiuiavevesesing
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wuunasuseaunseiluiiniulasenisise
(Submission for Study Amendment) [AF 01-13/1.0]

AF 01-13/1.0
Naresuan University Submission for Study Amendment
Regional Research Ethics Committee wuuseunsuiluiuda
Tassns3dn
Instruction: Please fill in the form ar tick ¥ in the box that applied, and attach documents if necessary.
Protocol title: For the recore
only
RREC. No.
Study Code:
Principal Investigator: Investigator No.
Sponsor:
1. Which part of the study do changes apply? (mere then one 's possble
Protocol

consent form
investigators

Other (SRECIY) s

2. List all proposed change(s) and rationale for change(s) (detailed documents can be attached)

3. How will the amendment affect the risk and benefit for the subjects?

Risk may be D increased El same D decreased

Potential benefit may be |:| increased I:l same |:| decreased

4. How does the amendment affect the informed consent?
new consent is not required
new consent is in addition to the current one

new consent is to replace the current one

Note: Study amendments may not be instituted until written approval from the ethics committee is received.

Investigator signature Date

{Ploase retain copy of the complated form for your study record.)
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WUUHBSHIIBIURAATUNSIY

(Study Report Form (Final Report)) [AF 01-15/1.0]
AF 01-15/1.0

Study Report Form
Naresuan University
(Final Report)
Regional Research Ethics Committee

UUUTIBURARTUNNTITY

Please attach the Executive Summary or Abstract of the study with this report.

RREC No.: COA No.:

Protocol Title :

Study Code :

Principal Investigator:

Phone number: | E-mail address :

Sponsor's Name

Address:

Phone : | E-mail :

Study site(s):

Total Mumber of study participants : No. of Study Arms:

Mumber of participants recruited in the study:

Study materials:

Treatment form:

Study dosel(s):

Duration of the study

Objectives:

dated,

Investigator signature ...,

(Please retain copy of the completed form for your study record.)

Reviewer's comment (lagfignsunamnumnsauysiduin uesnsnvieanaing seorsuaindsoataainsin/fouudadly:

Reviewer's signature.

(... JSC1LCYS IO AN A,
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suunasuduiintaninuveduengs (AF 01-25/1.0)
AF 01-25/1.0
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KUUNBSUS189IUANNAINLIVBINN5IY
(Progress Report Submission Form) [AF 01-14/1.0]

AF 01-14/1.0

Naresuan University

Regional Research Ethics Committee

Progress Report Submission Form
LUUS1891LAUAIVNNYBIN1538

PROTOCOL No.:

COA No.:

PROTOCOL TITLE:

Principle Investigator and Institution Name:

Submission for : [ Certificate renewal CJ per NU-RREC action requested (as indicated in protocol) [ Both cases

ACTION REQUESTED:

QO  Progress Report-Period from to
(For full board protocol, please attach the copy of the first
participant consent, if this is the first report.)

O Renew - New participant accrual to continue

QO Renew - Enrolled participant follow up only

HAVE THERE BEEN ANY AMENDMENTS SINCE THE LAST REVIEW?
Q NO
0 YES (Describe briefly in attached Narative) ...

SUMMARY OF PROTOCOL PARTICIPANTS (number):
Accrual ceiling set by NU-RREC = ..............
New participants accrued since last review = ............

Total participants fail screening since protocol began =

Total participants withdrawn since protocol began= ............
Total participants dead since protocol began= ............
Total participants complete since protocol began=

Total participants accrued since protocol began= . .
HAVE THERE BEEN ANY CHANGES IN THE PARTICIPANT POPULATION,
RECRUITMENT OR SELECTION CRITERIA SINCE THE LAST REVIEW?
Q NO
Q  YES (Explain changes in attached Narmative) ...

HAVE THERE BEEN ANY CHANGES IN THE INFORMED
CONSENT PROCESS OR DOCUMENTATION SINCE THE
LAST REVIEW?

0 NO
0 YES (Explain changes in attached narrative) ...........

HAS ANY INFORMATION APPEARED IN THE LITERATURE,
OR EVOLVED FROM THIS OR SIMILAR RESEARCH, OR
COMMUNITY ATTITUDE TOWARDS THE RESEARCH
THAT MIGHT AFFECT THE NU-RREC EVALUATION OF
THE RISK/BENEFIT ANALYSIS OF HUMAN SUBJECTS
INVOLVED IN THIS PROTOCOL?

Q NO

0O YES (Discuss in the attached narrative) ............
HAVE ANY UNEXPECTED COMPLICATIONS OR SIDE
EFFECTS BEEN NOTED SINCE LAST REVIEW?

O NO

0  YES (Discuss in the attached narrative) ..............

OTHERS:




202 vwaile YoU

LY

U szidiou Usgnia andiideuas it anivendesiviginasysel

HAVE ANY PARTICIPATING INVESTIGATORS BEEN ADDED OR
DELETED SINCE LAST REVIEW?

Q NO

QO YES (Identify all changes in the attached narrative) ............

HAVE ANY NEW COLLABORATING SITES (INSTITUTIONS) BEEN

ADDED OR DELETED SINCE THE LAST REVIEW?

a NO

Q0 YES (Identify all changes and provide an explanation of
changes in the attached narrative) ....

HAVE ANY INVESTIGATORS DEVELOPED EQUITY OR CONSULTATIVE
RELATIONSHIP WITH A SOURCE RELATED TO THIS
PROTOCOLWHICH MIGHT BE CONSIDERED A CONFLICT OF
INTEREST?

a NO
YES (Append a statement of disclosure) ....................

[m]

SIGNATURES:

Date:

Principal Investigator

Reviewer Comments:

0O $usev Fusewiaiiles
O Wudlovsevedeyaidfisndu

O bisuses/hisusesdeiiles (szymema)
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A79819IUUNTNTI8UNAETUNTITY

(Study Report Form (Final Report)) [AF 01-15/1.0]
AF 01-15/1.0

Study Report Form
(Final Report)
WUUTIBNURAATUNNTIY

Naresuan University

AT I .') Regional Research Ethics Committee
\L-\- £

R

Please attach the Executive Summary or Abstract of the study with this report.

RREC No.: 457/58 COA No:  001/2016

Protocol Title : aunwidindgeeny luwnauiviavaureedmIuTMIAIAMUMON S1NBX0 TaTAXXX

Study Code :

wsniu wiies
Principal Investigator:

Phone number: 0Bx-300000000 ‘ E-mail address : x00x@xe.com

Sponsor's Name Taidl

Address: -

Phone :- E-mail -

Study sitels): LUAAIUFURRYTEY 898RN TUTHITATUATUAXXK BnaXXX TawinxK
Total Number of study participants : __ 229 No. of Study Arms:-

Number of participants recruited in the study: _ 229

Study materials: 1. wuudsuny
2, wuudunmenlidadn

Treatment form: aid

Study dose(s): Taidi

Duration of the study 6 Loy

Objectives: deAnwssdurunmFindageglumsanuiufinney vasmeinisuimsduiuaiXX SuneXxXx Sminxxx

Wafnwanuduiudues Yadudwypna e, ang, acunivausa, sefumsine, sulfiadudiedey, Tan

s - el 5w - .o ,
‘Jisi]'lﬂ'l,f'l’]'iﬁ“i!'i'l, f'l'11ﬂ\.lu'i,|'I"I'iUiJf'If'l"l'rNn'l[l,f'l'l'il.ﬂuﬂl.l":‘ﬂﬂ'ﬂll'ﬂ.l, f'l"l'Sllﬂ'i']].lﬂ\]ﬂ'i'iwﬂ{.l‘lu'nq'ﬂu, f'l"l'ili']i'}l.l

[

fanssumadanu/Ransamnaman, fumimide, madiieonudnsgeam, manseguamazdid, nsld
Auusiduguam, mstarniulssmuendiaduag, Tiymsvaunga,pamausalunsiuiiuiinussiniu
(Barthel ADL index) Tuwrrimdufinvay vawiritsuinisdmmuaX il sunaX XX Samiaxxx

3. efnwanmddnnoivaunndinilufgeny

Investigator Signature ... dated........ I - F —
(Please retain copy of the completed form for your study record.)

Reviewer's comment (Insfiarsaneiumnzausasdou wasnmnvsieiaaling asenaumundviiesiaadasinGoudadlu):

Reviewer's SIgNature. ... ssseesnnes
[ OO | dated.... /o e
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faagnesuunasuseumsuiluiaialasinisise
(Submission for Study Amendment) [AF 01-13/1.0]

AF 01-13/1.0

Naresuan University Submission for Study Amendment

Regional Research Ethics Committee wuusweunsuiluiui

TasenN1539e

Instruction: Please fill in the form or tick ¥ in the box that applied, and attach docurnents if necessary.

Protocol title: For the record
anly

Aun gy TulwnauulnuoUTeIBIANTUTTAIATUAXXX BUNBXXX

PIWIAXKX RREC. No.
Study Code:

Principal Investigator: Investigator No.
Wy wluLfes

Sponsor:

1. Which part of the study do changes apply? (more than one is possibls)

Protocol v

consent form _\/_
investigators
Qther (SPECify) coccvrucucnrnerececrcvcrsissiins

2. List all proposed change(s) and rationale for change(s) (detailed documents can be attached)
1. fimsifassuBuisidelasmsdumuagieinenanading fo dgeeny Welimsidediauesufuauugailuns
AEUANINT Y wasifielinsounquiRUstasdnsife
2. fimsuiiunguonanasing Ao nauffthyumu way douadfasony lumsdunvegdedn wisliasaunquinguszasd
Msidy

3. How will the amendment affect the risk and benefit for the subjects?

Risk may be [:] increased IZ same D decreased

Potential benefit may be IZI increased D same |:| decreased

4. How does the amendment affect the informed consent?
new consent is not required
new consent is in addition to the current one v

new consent is to replace the current one

Note: Study amendments may nol be instituted until written approval from the ethics committee is received.

Investigator signature Date.

(Please retain copy of Ihe o

i foor your sludy recore.)






VatinSwidalnavuialaa
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Research and Development Institute Phetchabun Rajabhat University
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nindaunstsysyn

1. nindauni1esleygy (Intellectual Property) 911883 Na91UTULAAIINNT
Ussfivg AnAu v3e adsassAvesuywd Juduinaninvesailyyiwasanudiuiy tauly

<9
o

milaflarlinvensaiassavsedslumsianioen ninddunsdygyrenananseenlugunuy
yoadsidudadld 1wy Fufieing 9 nielusuvesdsidudedlaild Wy vinig wunAnluns
Aliugsia nssuasnisnannisenamngsududu
2. Ysznnvaanswddunmalaeyn laun ninddunisgnaivmnssy (Industrial
Property) wag Auavis (Copyright)
2.1 ningaumegnavinssy (Industrial Property) snefie AUAAAII9ATIA
Yoy AeIiuAuAgaamNTIg 1 AnuRnadassdd enaduaudnlunisysehug
Andu FsenvamdunszurunviomeidalunisudnildliuugmieAnsudulnl nions
ponuUURANA T seRamns U lusdUsznouLar US sV IFINAN A i uBNANTE
suflaedesmngnisiviede JouaziuiiognisnisAn sadaundsduie uazdostunis
wtsdumamsdnitlaiusssy nindaumagramnasy Ssanansauseentd il
2.1.1 @n3lns (Patent) Ao nilsdoddnyifzeanlvifiodunseanis
Usefing (Invention) nien1seeniuunansioa (Industrial Design) Viﬁé’ﬂwmzmmﬂ'ﬂawma
A1mua tawd ansUng n1sUsehvg ansUnsniseentasndndu wazeydnsing gnse
avsUnsvieeyansinsiiansianuiaviednsuniivsiferlunisuaimnayssloriainnig
UszAuguioniseanuuundnsueiildsuaniTasieeydnsdnsdy neluszezinainiudl
NAMAUNYANUA
212 LLUUﬁaqﬁmamwssw (Layout — Design of Integrated
Circuits) Ao WUy wnusl vienmivhau lidiagusngluguuuuvdedsladfiouansdanisdn
NuwazmaFeusevenaasliii wu dnhliih viedumu Wudy
213 1AR0smNEMsf (Trademark) manefia 1n3ewmane dgydnwa]
vidons Aldiuaufmiouinig udieen 4 Ussnviléun
2.1.3.1 1A39aMa18n"13A1 (Trademark) Ao LA3aananefildiy
Auduleuansindudnd Medosmnetduuanseiuiudifléindomnenisdvesyanadu
i 1131 nazfiwns Wudu
2.1.3.2 1A38aM318U3N15 (Service Mark) Ao 1a3osmunoiild
vioarldiuuininfiouansiuimsiliindommeduusndsiuuinsiléiniesmneuing
yosyarady LU Msdulne sumsngsing Husu
2.1.3.3 1A30amN185U509 (Certication Mark) A LA389M1E
dwouriommneiusedivielifuaudmiauinisvesyanadu ieidunsuseaisiu

a v

AUANTOUINTUY WU WaduIuTY witesuas anaa Wudu
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2.13.4 \a3eamnesan (Collective Mark) Ao 1AT0MA8N1TAN
vidaipiosmneuinmsfilivieasldlasuddviessiamaslunguisitu vielngaundnues
aunANanngal annw auus nduyana wisesinsdulavesiguieienau wu ndns veq
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