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1. dnguszenA
etdunwinsdniupasnssunissessaundeluuyed Tunismumulasssiinsive

2. YBUUY

AANTIUNTUINTFIVATOUARUNITNUMIULATITNANTITELALNTTUNIT fefidunsiansanlase
519M53IT8uUUUNR (Full board) N15ansanlAsesensIdenuusa (Expedited review) Lagnisuasntiy
NNSRATUIPIUIIYTIINATINY (Exemption)

3. AUSURAYAU
ARIENTTUNITITEITUNTIFETULYWE LAZANENITTUNITNUNIUY NAMINANUNIULATIS19NTITY
AT LT BUINIINTNUNIUBAL WU ULLEUBLATITIINTIFENR U

4. unpunsuUnAuassuiiaveu

Yupau | MSUHUA AUFURAYAY

1 NUNIULATITNTITE N33UNTITLTITUI/NTIUNTNUNIU
- suleuitivy
- Ugmenuaiesssu

- ENASTRTRYALNRTIlATINTITY
- enansBugeunI N TITeveenanalng
- {IeuagdIndY

- lenansfiiieades
2 Jufinuarinauonuiu N3TUNTITLTIIU/NTTUAITNUNIUY
/WRUIYNIT
3 20NLENANTTUTBINITNNTUILATINITINY W fimiaugns
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5. wann1sUUa

5.1 nMsnuNulA$I519n1538

A55uN154 futhfinumulasesensiseg1tasBon AuLLININISNUNILLAZ L LELe
TA5939M T3 waziuIINsnUULariauelasssansisodmsulasenisiiienansiues
Yoya Tnsutsidonisficnsan futelud

1)
2)
3)

4)
5)

nsnumuse e uisive
NSNUNIUANUATYTITUNNTIVY (Ethical consideration)
nsnuTuenastuasdeyauifidiiulasen 19 uasienarsBusewdniu
N5I38 VI ANANAT
NSUNIUEITELAZESATY

a a

N1INUMIULENATTEY ) MAEITes laud wuuduiinteya (Case report form)
do lawan 1Wudu

1) NMINUNIUTEUEUIFINY
N35UN15 ATNUMIUIURITERIS 9 A1u AFO4-01 89 AF04-11-02 Faolud
(ICH GCP 6.1 - 6.10)
- Folasan e nilvenazanwdangu (Title)
- iy iemapaiasfesinuifelunyud sauieaunsife
(Research question)
- IngusvasAvaansAny (Objective)
- Ysglpwaifianinarldsuannside
- MsTUTINTenuiAsadesiun1side (Literature review)
- sUBUUMSAN® (Study design) wnzaulun1snauAnIun1TIdenIeaIunse
Us3q Tnquszasdnndlivield
- INYIN1sARLdane1a1@tAs (Inclusion & exclusion criteria) Wsngaulun1snou
Mo Adenteainsnussg inguszasdinngl ivdelsl
- n3dmdenuazmssusnguetaadas Wululpeuseneaiviely
- Snvaueietng / Ussnnsiivhnnsfine mungaunseld warawindiegng
(Sample size) ganafiazmoumanunmsidondels uasdndunsidvanantu
i unuenaainsiideanistuusazaniTuwinls
- 3319748 (Methodology) ¥ sliamesnisda dunouufi indesiio Tns
nageu A ananIsemnzanndelyl
- maiusunndeya wazaiRflilumsiinesideyamnzauvielsl
2) NISNUNIUAIUIYSIIUN15398 (ICH GCP 6.12, 6.13)
nssumsmsnunludesng o dwelul
(1) msAadenoaadas danualenIauie il
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(2) AnudsazUsylevivoserandasing )

_ Somdussmnemnudssiionnindunazdsslevifianaiieraadnses
195U wsngaunselll

~ sdasziuaudss wiseenidu 3 sedu fe
sedudl 1 mnudsardes Ao mnudssiiliinninfieduludinusesiu
maammammwmmmwﬂﬂm
szeufl 2 Anadsannnitenudsstios wimanasiivssleviise
mmams‘wmsmiuiasaawmaa
sEeufl 3 AnuEBInnAuEssTey mat1arlifussleine
onanasiasfiinsnlulasimisouronadulsylovisednuniodiusiy

- finnsnawslunisiiisziaszvludesmnudssasanulasndefiens
Aetuuretanadasidnsanlasssm T amanga

- IpgnssumsafinuguaniIuUasnsdy (Data safety monitoring board;
DSMB) w384l

(3) NMsShwimuduvestaya (Confidentiality of data)

- mﬂGﬁﬂ’1ﬂuﬂ’]iiﬂ@’]ﬂ’J’]ﬂJﬁU“UEN“UEJiJﬁMi@l@J WU NSRS
Joyanvszilounuutuiindeya vive %amammma%mmmamm
(‘wsamma)

- ‘viaﬂLasmm'{[fumaﬂmmLmmamwmmmLsuamimmmmmaum Tunn
FuneuveIsIITy

(4) msfinnsanlasesnsnsidelunsaling q wu

- ﬂamﬂﬂamauuaua W312U1 (Vulnerable subject) Ly N mmma
BT ‘wmmmm 8

- m':?msﬂusqmu

- AT ldevaenlunguaiuau

- MFIRENRUTANENS

3) ﬂ'lswumul,ana'ls%um%'agaLLfié’L%’ﬁ"mIﬂsan’nﬁﬁa LaZLaNESIUYUTISIUNS
F8VDIRNENEUAT

- mﬂwuauammwuaaﬂumiwaasmmumu

- mmﬂ%lfuﬂﬁma Sanu wasnanidssmslirdnimadansememsunmed

~Lifiuselendiandn’ anudasnde mammLﬂuaqwmaqmmamwLmiazﬂ,u
N15398

~laifmstidunseraueusslevifiunniuly wWislveraadasdisinlumsisense
fanseglun1sidesialy
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unsaifidueaatasildaunsalimudusenldmonues 1wy HUNNTDIN19
antaa maﬂmﬂ’li%@ﬂ’s’mEJUEJE]JJR]’]ﬂNUﬂﬂiENWﬁE]NLL‘VMIG]EJ%E]Uﬁii@JLW@IM
praradasiinsInlunsIve
-Iuﬂsaiﬁmmaﬁmlﬂmﬁﬂmqﬁmdw 18 ¥ fpelin1svenugugauangUnaTes
viseRunulagyaysTIY
- mmamwmsmw 7Y dawnin 18 U foswe assent (agreement) 91N
21an@IASLAN
- finsasusmemeny Insanizegedslunsaienaasiasliannsasiuenans
Puastoyald
4) MSNUNIUEIBUATHIINITY
- {I38uAz39139 AvsiinuantRvangan lumumsfing nsiineusy uag
Jszaunsaiiaz mmumm%lmamqmmaq
- {adguayINIdY mﬂmumiausmmiﬂgumms%’amaﬂ““ﬂ“ (Good Clinical
Practice; GCP)
5) 1SNUNIULENEISEY q TibAeades taun wuuUundaya (Case report form)
Folawan Wudu
- LLUU‘UWﬂsi’fauaé’mhiﬁm”aﬁmmmﬂa%ﬁqwma w39 identifiers Wy To WANa
Mmmawmﬂivmmﬂﬁvm%u (ID card) vimmasuwma (HN, AN) w18Lavny
5U1A1S T e Tnsdnyt uwilng ‘1/188 “1a
_ Folawan maﬂumammmaLuusuammwLUumﬁLﬁummu‘Iﬂsﬂmmmw YEhI]
RUANTIIVSDRUABULNY 18

5.2 M3UUTiNKazNMIULEUIANTIUVDINTINNITNUNIU
5.2.1 n3sun1snunan Jufinannuinlusuuresunisiinnsanuaziiauelasesenisive
dmunssumsgmumilaseinside ewdsuiausluiiuszyuanynssuns
5.2.2 AFTUATNUNIU mLauammmumamswmmﬂﬂsqmﬁa%iumﬂsmmmmﬁmms
5.3 99NLNH1IIUTBINITHITUINATINIGIRY
\vyms diienansiusedasimsiduilelvisysunurnssunsetesnise
Tugiyee uIneduuATILL 83U

5.4 N15AALNULBNEITUUTNAUMAUYINTIUNIT
Wvinfdinaue SaLiuenasiuinAuiuTeanITuN1T Tunilulasesianis
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v v
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7. dgy

nNAUYARATISULBUALIUTIF U
(Vulnerable subjects)

Uﬂﬂa%!ama]aﬂ%’mﬂﬁﬁﬁammﬁ%’alﬁi%dwﬁ'aammui’wxlﬁ%’u
iniaszjumﬂmil,ﬁuﬁamm'm% lmwuammmamamalmmmma
Lﬂuwmaumﬂaumimmm% WS Lﬂsmmm%mﬂammaa (ICH
GCP 1.61)

SEAUANULELS
(Risk categories)

SERUAUE BT SALUT aUTZNBUNITRITUIANUINZ ALY
115398 wazAua lun1sRanuauinga Tagmdedsniy
Uaanfeveseranaiasiiinsiululasenisise wuseendy 3 szeu
Ao

sEAUT 1 AuLE Betlee ﬁa AU 897 Ll NI LA R uly
mm‘Usymaumaammﬁmimammwﬂﬂm

sEaufl 2 AuLEBIINNIIAEBITes wiandnaziiusslovine
mmamm‘v]Lsmiamiuimqmia%

sEaufl 3 Audsannitnnudsdes Andnazliivssleviine
graatasiinslulassnsisousoradulss levdnedenunie
dausu

7. Uszaanisudlatenans

Yo o o o o A Y
TR atun | Tul uansnsuilundn
33901388 WBeunAARa 01.0 5 fiugngu 2560 | aduusn
73.398170¢ LBYUNARAA 02.0 25 fanau 2563 | nuniuuseand

WuLfuenaisusenauni1svesu
MRS anATILsndmSUTinAne
LA LLNA1TAE Laad NS
praadasiazludugeaueaaing

HALAT.ANANT 139935y 0]
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8. L@NA1591999

(1) ICH Good Clinical Practice Guideline 1996 (atuuwlan1wlve vesdtinuAnLNIsUNI3
DIMTUAYYT NTLNTIETITOUEY W.A. 2552)

(2) wwammsasesTIuMsinIdeluauLienAvusuasysssunTsluaululszmelng w.ea. 2550

(3) WINIFIVANLNTTUNNTITESTIUNTITEIUAL (1AFA.) FUNUANENITTUNTITEUIYIR

(4) WHO standards and operational guidance ethics review of health-related research

with human participants (2011)

9. AMANUN
AARNUIN 1

AIANUIN 2
ANANUIN 3
AANUIN 4
AIANUIN 5
AIANUIN 6

AIANUIN 7

AMANUIN 8

AIAKNUIN 9

AIAKNUIN 9

AIANUIN 10
A1ANUIN 10

AF/01-04/03.0 LUUNBSUNISHANTUINUNMIULATULEUBLASISNITINEE NS U
NITUMSENUMIULATINTITY

AF/02-04/03.0 wuuUssiiumsiiansanlasinsidouuuiiilagnssunsgmuiu

AF/03-04/03.0 WUUUSZEUAITNUNIULULEALIUAISARNTAIN

AF/04-04/03.0 sivpehaenansteyaesuigdmiudidnsiululasiniside

AF/05-04/03.0 fpgnaiena1suaniniudueeuiinsinlulasenisivy

AF/06-04/03.0 fsghatenansianininudugeudniidlulasaniside dmsudunu
I@ﬂ%@Uﬁiim/Qj‘yﬂﬂim

AF/07-04/03.0 $18819L0N@ 5L ALAL LAALINUNBUYRUTNTIUNTITEd NS ULAN
91y 7-12 1

AF/08-04/03.0 wilsdougansnnuduseunislildaniionsinuiuas
NMNITUNNG

AF/09-04/03.0 lonans5usedn1siatsakuueniu (@iuniwilne)

AF/09-04/03.0 1onNa355U58IN1TNANTULULENLIL (RTUAT$189n0Y)

AF/10-04/03.0 19nan35u389n1siansauuissasuuuiugn @dunwilne)

AF/10-04/03.0 1oNaN35U58aN IR IUULTMATLUULANYR (0Un1e18angy
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WUUNBTHNTTNATANNUMILAZYIEURLATINNTAFIEMTUNTIUNTEMUNIULATINITITY

PN8LaULASINNS. Folasans (lne)

......................... (English)

= o a
%@ﬂﬁiﬂﬂqﬁaﬂiglﬂu

Auszdiuman | LI Full board

LIt 2 3 | review

A | B | N | A-appropriate,
A | B=Inappropriate,

& dAa
UTTLAUNWIATUN NA- Notapplicable
AUIBANNIN
Lifiertowmdeligasd
wa Y o n15911 Clinical Trials PI
QN’S‘IN‘UVI‘UE]\?Q'JQEJ

#oell GCP Training

'
a =

AEIA AIULTYIVIEY

9

WURINITBUTH Ethic/GCP

Usztiulasans (Protocol)

< v
AMULAU/UDLEUBDLLUL

1. ANAIYDIIUITY (Research value / merit)

2. ANHYNABALIVIANAYDINUITY (Research validity)

2.1 NANNTUALIMANA (Rationale)

2.2 N1508NLUULAE T2 U8 UTTIVY(Appropriate design and Methodology)

2.3 YUIANGUAIDE1 (Sample size)

2.4 MTIATITUNENH (Statistical analysis)

3. NUNAMLYY/ARDDN (Inclusion/ exclusion criteria)

3.1 Y0 NABNRE19RTITU (Assure fair selection)

3.2 @UNS0NDUANNINANY (Answer research question)

3.3 Lﬁmsi’faﬂﬁumjmﬁm (Concern about risk group)

L T IR (= I o] K A )

5. UL (UTE HUURAD AT oo )

6. AMNLUTIZUN (Vulnerability TEUUTZON..cccovverccrneee.
ANUMIIzaNYRINTANYIUNGUUT E Ul

7. UM IshwiAuUasne (Additional safeguard)

7.1 N33URNAALATIANNYEN (Appropriate recruitment)

7.2 NSEUIUNSVOAUTULDUBE1LNYIND

(Adequate informed consent process)

7.3 insSnwndunigeausy (Acceptable treatment available)

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

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

NU1AIUIN
ldineadeansalifasdl

nslinnudusaulagldsudaya duusenauvauanals (ICH GCP 4.8.10)

< v
AULAU/UDLEUDLLUL

1. nddeyafinay/esuigdmivaaaiaiidnsiunisiag

1.1 MUBL3097N9LYNNITIVY

1.2 A lanladne

1.3 ffoanuszyindunuide

1.4 wigrateaadastasudylmdisululasnisise

1.5 dngusvasavadlasansivy

1.6 3uueaalAsmsululasanisIvy

1.7 FBandunsnagdindediins iy

1.8 szgvlianeraadnsusazauzieseglulasanside

1.9 NauseleviNnA1nI1aintuaNNN15I86001a1d0ASIAUAT
way/viseusylevisoyusu / dau / iinanuslv

1.10 enutdss anuldauiy vseenuliazain Ao1ainduwn
21@asAs TNl ulATINNSITY

1.11 madennianszuiunissnwdue) lunsaieraadasluid
slulAsIn19398

1.12 MSMRUIMBEANAUNIG N5sEenaT anuliazain luauie
wazselanidgluannnisienanadasiinsiunisIvg 35015t
WALLIANTLA

1.13 NISANISSNEINYIUIANIBAITALYY Li DT AINULASN18YSD
AUNTIYTLNAIINAITIVY

1.14 unaadunide wazandundinlunisyinide

1.15 ypmauazminglaulnsdnm fasnsadndelanasn 24 Filus Tu
nsiifionanadnsAnmansalduliieUseasd

1.16 MU INIFANAEITNIUANLNTIUNITNIITANRSISITUNS
398 NoNAAIATANNTORARBNT YD B T BU

(mindnsuFoRilsl
Dulumudeyalu

LONFITVUANIT
Soa3oulg. .. )

1.17 fenansteya atuimanegdmiuineny 7-12 ¥

(gn1wndnee dwmsu
I3 d‘ 4 U,
WnNaznlale)
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2. NUNHBUENINUIBULANLTIIUNTTIRY  (Consent form)

2.1 fomny “eranalinslidaseiazufias Msenousiain
Tassmsisudlelails Tngluifinalag denisshwineruiafinag
awlasununnigu visegadenausslevilag”

2.2 vaulANsinwIANGUYeIlayaNgIiuaaalns

2.3 AUMINTANYRINTAIUNLALLUNTINNNTIVY waE/viTe Juny
laggausIungnuY

2.4 AMUMUITANVDINITHARIAINUE UL BUVDIN U TIUNTITEN L
aunsasuuazeula

2.5 AUALNZALYDINITVE assent WAZAITAIUIY
(1hine1y7-18 )

asanaula: Ussanmnuides/dselavy (Decision: Risk/Benefit Category)

0 msadeiiiendesiuanudeaiissantias (Research involving not greater than minimal risk.)

[1 ms3dendedasiuanudssuinninundns lonansdslsyleviseanaatinslaonsaluaunan (Research

involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects)

O ms3seinendesiuanuidsannninunivaslilauansialsslovuseataradasinensdduouinn wadaang
I3 vl ° v o A a a A & Yo v a v
JululsnasihanudinerduisesrnuialsnivieniisvedsavesaadinsluldiugUisaudugle (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)

aguianisiansan | [ 1 Susedaglisaunle d931891uAMUA1TA

(12 Susowmdanluudd (minor revision) L1 vn 3 e

[ 3 unlaumduiiansanlval (major revision) | [ mn 6 ipiau

1 4 laisuses [ Guannis3ds visalaiiu 1 U

v o o Y v =] &/ I3 1 1Y 1
°UE]Lﬁ‘ui’)LL‘uz/ﬂ’]LL‘IJZ‘L!’]IMU?UU@QWSB?JLLN (ﬂ'giu’WLLEJﬂL‘U‘u 4 @ ben Protocol, Information Sheet, Consent
Form, Othersk CRF, poster, Questionnaire, ﬁﬂgﬂ%@ﬁuﬁﬂﬂizﬁﬁﬂ “18°1)

Protocol,

Information Sheet,
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Consent Form,

Other

n3suNsUszIlivasuny

[y

U

PNINTUINUNIU
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A1ANUIN 2
AF/02-04/03.0
N 1 U89 5 BT

yneaulasinig | ¥elasinis (ne)
......................... (English)
YENIBNAN
BNg
Fonsaunsg s,
. aﬂi HHuman Expedited Review
Useliy Oyt [Cond s
LA EUTINTITHITUNLUULSD TD wereererrrererresreeseeesesssesssesssessens (mauleunnnIi 1 99)

‘UiiEJ'lElﬂiaULﬁEJ’Jﬁ‘UIﬂiﬂﬂﬂi?ﬁﬂ (Descriptive summary of the protocol) :

fnuawanzanlun1TRITUILUUIET

mt 0 laila
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A- appropriate,
B= Inappropriate,

< d'n
UFTLAUNWAITEUN “| NA-  Not applicable
AUIIAININ
ldinendaswnselidasd
AMENURYRIRITY A1 Clinical Trials PI #iosil GCP

a =

AELIU AIULTYITIEY

3

URINNTBUTH Ethic/GCP

Us2L3iulasans (Protocol)

< v
ANULAU/VDLEUDLL UL

1. AMANYBNUINY (Research value / merit)

2. AUYNABILALELVANAYRIIUTTY (Research validity)

2.1 UANNSLAZLARA (Rationale)

2.2 NM388NLUULAEIELU8UTGITY (Appropriate design
and Methodology)

2.3 YUIANGUAIDE1 (Sample size)

2.4 MTIATIZINIEDR (Statistical analysis)

3. LNUNARLYY/ARDDN (Inclusion/ exclusion criteria)

3.1 YR UIANE98RATIIU (Assure fair selection)

3.2 @NU1I0RBUAINILIANY (Answer research question)

3.3 LﬁS’J%@ﬂﬁUﬂdmLﬁﬁJ\‘i (Concern about risk group)

L Y SN (5 SN I210] K A )

5. UL (USELHVURADIAT wovrooeeeoeoeeeeeoeeeeeeeeeeeeeeoes )

6. ANLUTIZUN (Vulnerability TEUYUTZON..cccovvvccanee.
ANUWINNEANYRINTAN I UGSz U

7. WNNsInwIAMUUaDnNY (Additional safeguard)

7.1 NM3TUNAALATIANNTEN (Appropriate recruitment)

7.2 NSTUIUNTUDAUBUL UYL NEIND

(Adequate informed consent process)

= [ < A [y
7.3 4NN IUUNYDUIU

(Acceptable treatment available)

8. UINNAINITAINIBYINYIN N/ VBANAINITVNIVENIARTN
(MTA/CTA (Material Transfer Agreement/Clinical Trial

Agreement)
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O msdeiiendesiuanudeaiiesdntias (Research involving not greater than minimal risk.)
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Wamanasianiiudala (sey) (Criteria for exemption ... )

Uiiﬂﬁﬂaqﬂiﬂsﬁmﬁﬁ'ﬂ (Descriptive summary of the protocol) :

Lﬁﬁgwaauﬂ’limﬁmiﬂﬂﬁu (Justification for using exemption process)
O 1% (Yes)
O Tailas (No)

Suggestion/Recommendation:
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5. yiTedaihnsAnuilu Commercially available cell lines. Tufaafunns
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Research protocols that can be exempted from ethical review of the REC are mandatorily
required to be under the following criteria:

1. Education researches that are conducted in accredited educational institutes and related to
regular processes of education, and studies of new strategies in education administration
according to the policy of the institutions, e.g., researches on adjustment of teaching methods
for school and university students of the entire class which may be done through comparison
of scores or a study of efficiency of school and university students of the entire class in particular
subject regarding the teaching method of the syllabus that has been adjusted, for syllabus
evaluation or assurance of educational quality.

2. Applied research protocols on educational evaluation of cognitive, diagnostic, aptitude,
achievement, survey on generalized public opinions, interviews or behavior observation of a
specific group of people; the research protocols are exempted from ethical review under the

following conditions:

2.1 Data collection process and the data are not related to any private information or not
personally identifiable.

2.2 No part of the protocol leads to criminalization of or civil litigation against any subject or
insecurity of job or carrier of a person.

2.3 Any research that is conducted specifically to a public group or candidates running for public

offices, the research protocol is not exempted from ethical review.

3. Research on known results which are non-specific and non-identifiable to any person such as a
retrospective study of the ten years cumulative pathological findings of biopsied kidney
specimens.

4. Research related to micro-organisms that are cultured in laboratory or on micro-organisms that
have been isolated from samples which are not related to any identifiable personal identity.

5. The research is related to the study of commercially available cell lines in the laboratory.

6. Research on policies, strategies which are commissioned under the approval of the institutes to
search for new alternatives of organization reengineering, development of efficiency in work to
achieve certain international standard that are not related to any identifiable personal data, and
not against any rule of law.

7. Research on flavor, quality of food and consumer satisfaction in general, given that
the food sample is safe and conformed to the standard of the Office of Food and Drug
Administration.

8. Case Report
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The Research Ethics Committee of Nakhon Phanom University

Certificate of Exemption
The Research Ethics Committee of Nakhon Phanom University has exempted the following
study which is to be carried out in compliance with the International guidelines for human research
protection as Declaration of Helsinki, The Belmont Report, CIOMS Guideline, International Conference
on Harmonization in Good Clinical Practice (ICH-GCP) and 45CFR 46.101(b)

Study title D

Study code D s

Principal investigator: ...

Study center D

Document reviewed : 1. Submission form version ............. dated ..o
2. Full protocol/proposal version ............. dated ..o
3. Participant information sheet version ............. dated ..o
4. Informed consent form version ............. dated ..o
5. Data record form version ............. dated ..o
6. Curriculum Vitae
T e, (Others).....ccoeueunnne.

Chairperson
Date of Exemption D s Date of Expiration : ...

Address: Research and Development Institute, Nakhon Phanom University, 167 moo 7, BanNurnsa-
ard, Naratkhwai , Amphoe Muang Nakhon Phanom, Nakhon Phanom, 48000

Tel. 042-587291 Fax. 042-587290

Note No continuing review required
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The Research Ethics Committee of Nakhon Phanom University

Certificate of Approval
The Research Ethics Committee of Nakhon Phanom University has approved the following
study which is to be carried out in compliance with the International guidelines for human research
protection as Declaration of Helsinki, The Belmont Report, CIOMS Guideline and International

Conference on Harmonization in Good Clinical Practice (ICH-GCP)

Study title D s
Study code D
Principal investigator: .................
Study center D s
Review method : Expedited/Full board
Continuing report : At least once annually or submit the final report if finished/ Every 6
months/...
Document reviewed : 1. Submission form version ............. dated ..o,
2. Full protocol/proposal version ............. dated ..o
3. Participant information sheet version ............. dated ...cccoveennn.
4. Informed consent form version ............. dated ..o
5. Data record form version ............. dated ...ccccevennne.
6. Curriculum Vitae
7o e, (Others).....cceveeuenan
SIGNATUIE e
(s )
Chairperson
Date of approval H U

Approval expire date : ...

Address: Research and Development Institute, Nakhon Phanom University, 167 moo 7, BanNurnsa-
ard, Naratkhwai , Amphoe Muang Nakhon Phanom, Nakhon Phanom, 48000

Tel. 042-587291 Fax. 042-587290

Approval is granted subject to the following conditions: (see back of this certificate)
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All approved investigators must comply with the following conditions:

7. Strictly conduct the research as required by the protocol;

8. Use only the information sheet, consent form (and recruitment materials, if any), interview
outlines and/ or questionnaires bearing the REC’ s seal of approval and return one copy of such
documents of the first subject recruited to the REC for the record;

9. Report to the REC Board any serious adverse event or any changes in the research activity,
according to the Standard Operating Procedures;

10.Provide reports to the REC concerning the progress of the research upon the specified period of
time or when requested;

11.If the study cannot be finished within the expiry date of the approval certificate, the investigator
is obliged to reapply for approval at least one month before the date of expiration;

12.Complete and submit the final report form to the REC, as soon as possible after the completeness

of research.

* A list of the REC members (names and positions) present at the meeting of the REC on the date
of approval of this study has been attached. All approved documents will be forwarded to the

principal investigator






