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Uttaradit Rajabhat University LUUUsZIEULASINSIFBUUUEALIY
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Principal Investigators: SchooVInstitute:
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Research Ethics Committee (Reviewer Assessment Form)
Protocol Protocol Title:
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Principal Investigators: SchooVInstitute:
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O 2nd O Full board review
O 34
TuNENANTUN1TIY ungIdedalasaniside | nsaniiulasensive
(muiszylulasenisive) Tinnuenssunis [ &slailéisa
O Saluuduneday
O suiduiasaguuda

'
a

1Asen153dgaziENalunslan1enalasun1siusaInAMznsIUN15a3esTIuN133d Tuaywd

UANINYIAYIIVANYATANE

L Tunsdifissylulassnsidon SuiiBudiiiunside ifalunounisiuses Inamniivssauiugide

kY

Wielszymsanndunsiiuneis Wuansdnvadnes

'
[

] Tunsdififvdngmun Tassmsidelasuduiiunisluue Inadesamsisofugisosiomn




AF 03-07/3.0

No

Items for review:

A: widngay I: lawinnzau NA: laiinendag

NA

Comment

A Research Protocol

1| Folasensise Title

2 ﬁﬂJWLLazLMQNa Background / Rationale

3 Umqﬂizam‘ Objectives

4 NUNIUITIUNTIU Literature reviews

5 | LUULKNUNITITY Study design

6 | Utzvng / ﬂa;méhasm Population/Sample
7 | awndesns Sample size consideration

8 | namdmw Inclusion criteria

9 | tnamdmesn Exclusion criteria
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No Items for review: NA Comment
A: wianzay I Tiwinnzaa NA: ldiiendas

10 | namaeussnanmsIve Withdrawal criteria

11 | 38allun15398 Research methodology

12 ﬂ’]iLL‘lJlx‘iﬂEjam%ﬂ’ﬁEjlu Grouping or randomization

13 ﬂajumUﬂm w3egmaen Control arm or placebo

14 mmﬁuazﬂ%mm N19L312L800 Frequency and

volume of blood drawn

15 | msmnugua/idafana Monitoring/follow-up

16 | myianan1s@ne Outcome measurement

17 | ad@SiAsnzn Statistical analysis
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No

Items for review:

A: widngay I: lawinnzau NA: laiinendag

NA

Comment

B. Vulnerability

1 | M39mnqu Vulnerable subject
[ Cognitive / communication UARGRUIA
Auaansalunsdndula wseddymilunisdoans
' = Y o ¥ o B - ¥
wu win guaelsraues mlieanauy viselyniw
N8I
[] Institutional uaAak v1ndaszlunisdadula
wszanegnelnguiansenisunases LU s
wnaun Wnlny
] Deferral unpaylumisalunisdany i glae
YDIUNNRITY UNITEUVBIBINTLUNTTY
[] Medical yapantduUI8s18Ws9 LU U598y
Gl
[J Economic yanay 31alan1alun1siv1iienis
UINTEUAIN
[] Social yapanignuusen Anfuludsas i nay
YIRNUT AULTTOU
2 | msUnUasnuAsoaLisLfs
Additional safeguard for vulnerable subject
C Risk and Benefit to Participant
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No Iltems for review: NA Comment
A: winnzau |: laiwnnzan NA: ldiReatas
1 ANULEBIN9NY Physical risk
2 | anudsansdnla Psychological risk
3 mwm?{mmué’qumu Social/community risk
4 | pMsanAUEss Minimizing the risk
5 | Uselovulnensineeaaias Direct benefit
6 | Uszlovunadinuuazyuyu Benefit to
society/community
7 | Usgloyumemstiiuesnadnug

D Related Documents

wuutufinveya Case Record Form (CRF)

BLUUERUDIN Questionnaire
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No Iltems for review: NA Comment
A: winnzaa | liminnzay NA: Bidieadas
3 | Tusths wnuitu Wameslawan Brochures,
advertising poster
4 | Unsuszandnenanalas/muziienanaing
5| u g gy S S T . Y

F. Informed Consent and Consent Process
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Y 9
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No Items for review: NA Comment
A: wianzay |: laminnzay NA: ldinegadag

7. | sUuwuunsiae

8. | TUMBUNITIVULALTZHZIANYNTIUNITIVY

9. | mudsawazanuluaznINauIgaINNISEISINAIT
39y

10. | Uselenunannnaginduainnisuisiunisivg

11. | madendu mnluadaslawisiunisiae

12. | @&nslunisaausiannlasinisivg

13, ‘UESIEJ‘?M%%E]aQﬁE\JIL“lJ’]i’Jlm’]i"j":]JEJE]WI@’%IUVifﬁLﬂ%‘i]
AuN15398 (anx)

14. | ASNWIANUSULAZUDI 1NALUNITTNEIAUAUVDY
Y9UA

Y

15. | APBULNUNISNSINNITIVY

16. | MlYA1eNRRNTINNITIENDITUNAYEY

17. | WUINNNSQUASNEILAYNLAIYALYEY NIATIELUTIN
AFILATU DURTIENIBNANTENUIINAITHUITIU
ANS39Y

18. | MI9E0uANIAIUEUYDUINTIUANTIVY

19. | NILUIUNNTVOAMUBULDL (consent process)
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A: widngay I: lawinnzau NA: laiinendag

NA

Comment

L) svomwiduse
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Opinion / Suggestion

1A59n15298 (Research protocol) :

na1slaya uazvaANdULaN NTEUIUNTTVBANEULEN (Informed consent and consent process):

wnansiieadas (Related documents) i wuudiudindoya wuusauaiu Tawan Wudy

©

[ Y

39y {39839% (Investigator):

e
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RG]

1A59n15798 (Research proposal)

L] wungau Appropriate
] lusmngas Inappropriate

[ fsusediulula Undetermined

anudndulunsfinenguanaidilinssaunauaziusizung (Vulnerable subject) wagn1sunilag

ALATDAUNULAY

L] wungau Appropriate
] lusnza Inappropriate

[ Feuszdiulale Undetermined

LPNESUaYAKALYAANLTITIUNTIIRY (Information sheet)

[ ] wingan Appropriate
] lusmnza Inappropriate

[ Feusediulale Undetermined

NT2UAUNTITVDIAIUBULBU (Consent process)

[ ] wungau Appropriate
] lusmngas Inappropriate

[ Fesedivlalle Undetermined

lan&a15au e MtNedas
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L] wungau Appropriate
] lusngan Inappropriate

[ fsusediulula Undetermined

) EJLLaSQ"J 8994 (Investigator and co-investigator)

|| wungau Appropriate
] lsmnza Inappropriate

[ Feusudiulala Undetermined

A5 UALNELAZHUINIINITAANTSHAUS TevUN UGaU (Conflict of interest)

L] winzan Appropriate
[ lawianzay Inappropriate

[ Fesediulale Undetermined

ansaluAuLasaazUselev (Risk and benefit ratio)

[ ] wunzau Appropriate
[ luwianzay Inappropriate

[ Fesediulale Undetermined

SAUAULEYY Risk Categories

[] category 1: flanudesluinnninmnudesdnues (research not involving greater than
minimal risk)
[] category 2: fianudsannniianudsndnues undvsslovunesieiaainslaons

(research involving greater than minimal risk but presenting the prospect of direct

benefit to the individual subjects)
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[] category 3: nMsiseiRsvesiuaruEsannnUnduaslilauansdeUsslovuneenanasing
Tnenssluowian wdiaudullafiagieugdenduidesenuiaunfvionnzvadsaves
oranasinslulufugasaudu 9 la
(Research involving greater than minimal risk and no prospect of direct benefit to
individual subjects, Seriskbut likely to yield generalizable knowledge about the subject's
disorder or condition)

[] category 4: mﬁﬁaﬁﬁﬂ’aEJwﬁqﬁmm3aﬂqmﬁ1§ﬁﬂamaﬁ%L{fﬂa, Usaifu wle Ussim
Jonaeussiitnansnunoguamuieatadnmaruntuogiidvsdin

(Research not otherwise approvable which presents an opportunity to understand,

prevent, or alleviate a serious problem affecting the health or welfare of children)

dgunan1snunau (Reviewer’s Decision)

Full Board Review Expedited Review
[l U943 (approval) [ ] U594 (approval)
] Yudsemnlufiesuses [ Yudgaunlufiesuses
(approval with some correction) (approval with some correction)
] Minor ] Minor
] Major 1 Major
[ Jsudgeunty wasdianfinsoniva T J¥udgaunte wazdiniansanlng
(major modification and resubmission) (major modification and resubmission)
] luuses (disapproval) [ luuses (disapproval)

AN5895189UANUAIIMLNVBINISIFY

L] n 3 1heu
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Uttaradit Rajabhat University

Research Ethics Committee

WUUUSEIUFMTUNTTUNTSEUNUYUYY

(Layperson Assessment Form)

SUELATINS: YBIATINTTIVY:

ya o Y] v o

KAdunan: 9

NITUNITENUNIL: "] Expedited review FUN:
| Full board review

fl. LPNEISVUIILAZVIANNTUYDN NTZUIUNTVDAINTULDY

A: wmianzad |: lalwinngay NA: laingldag

No I | NA Comment
1. | veyaszyrndumsideuaznisindulannsumside
Julumeanuataslaveseaasias
2. | SBnewmmanaza A ReIn1sIde daau wilale
e
o shludeieuised fusslovuesisls
3. @mauﬂ’aﬁumﬂﬁ'mmmL?Tﬁ'wmﬁé?aLLazﬁﬂu’JuéLGJﬁ"m
339
O \WyUUTILNTTUU
o ludndunesiinamdnoonvioinumnsust
4. | Yaquszasavoansive Faeu wlalase
5. | seyduneumsufiidvesenanatasuurogluniside

O NINTIUAS 9 NMTFUABU N130185U N15IAE
S a o 3 !
@90 (USUNa I1UIUATY d995290%19)

O 528¥LI81bUNISYINANTTY SLULLIAINDY
LUUEDUNY INUIUASINUNTLULLIRNNINUA TN
UMY

Y

O YuppuNsUHURM aseiunseylulaseiniside
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COE No. ...
URU-REC No. ....cccueueuee

Uttaradit Rajabhat University Research Ethics Committee
27 Injaimee Rd. Ta-it Subdistrict, Uttaradit Rajabhat University, Uttaradit 53000,
Thailand, Tel 66 55416601-20

Certificate of Exemption
The Uttaradit Rajabhat University Research Ethics Committee, Uttaradit, Thailand, 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

Principal Investigator:

Study Center

Co-Investigator

Study Center

Document Reviewed :

SIgN At e N At . I e
( )
Chairperson

Uttaradit Rajabhat University Research Ethics Committee

Date of Exemption
Note 1. No progress review required

2. Submit notification of final report when the study finished
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COA No. ..cccvueuee
URU-REC No..............

Uttaradit Rajabhat University Research Ethics Committee
27 Injaimee Rd. Ta-it Subdistrict, Uttaradit Rajabhat University, Uttaradit 53000,
Thailand, Tel 66 55416601-20

Certificate of Approval
The Uttaradit Rajabhat University Regional Research Ethics Committee, Uttaradit,
Thailand, 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

Principal Investigator:

Study Center

Co-Investigator

Study Center
Review Method : Expedited
Continuing Report  : At least once annually or submit the final report if finished.

Document Reviewed :

SICNALUMERE . . ...................... SN N S .
( )

Chairperson

Uttaradit Rajabhat University Research Ethics Committee

Date of Approval
Approval Expire Date

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:

1.
2.

Strictly conduct the research as required by the protocol,

Use only the information sheet, consent form (and recruitment materials, if any),
interview outlines and/or questionnaires bearing URU-REC seal of approval
Report to URU-REC any serious adverse event or any changes in the research
activity, according to the standard operating procedures;

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

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

Complete and submit the final report form to the URU-REC, as soon as possible

after the completeness of research.

* A list of the URU - REC members (names and positions) present at the meeting of URU -

REC on the date of approval of this study has been attached (per requested). All approved

documents will be forwarded to the principal investigator
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COA No. ...
URU-REC No..............

Uttaradit Rajabhat University Research Ethics Committee
27 Injaimee Rd. Ta-it Sub district, Uttaradit Rajabhat University,
Uttaradit 53000, Thailand, Tel 66 55416601-20

Certificate of Approval
Uttaradit Rajabhat University | Research Ethics Committee, Uttaradit, Thailand, 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

Principal Investigator:

Study Center

Co- Investigator

Study Center
Review Method : Full board

Continuing Report  : At least once annually or submit the final report if finished. / Every 6 months.

/ Every 3 months.

Document Reviewed :

SIGNAtUIE: ...
( )
Chairperson

Uttaradit Rajabhat Research Ethics Committee

Date of Approval
Approval Expire Date

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:

1.
2.

Strictly conduct the research as required by the protocol;
Use only the information sheet, consent form (and recruitment materials, if any), interview
outlines and/or questionnaires bearing URU-REC seal of approval; and return one copy of

such documents of the first subject recruited to the URU-REC for the record:;.

Report to URU-REC any serious adverse event or any changes in the research activity
according to the standard operating procedures;

Provide reports to URU-REC concerning the progress of the research upon the specified
period of time or when requested,;

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

Complete and submit the final report form to the URU-REC, as soon as possible after the

completeness of research.

* A list of the URU-REC members (names and positions) present at the meeting of URU-REC

on the date of approval of this study has been attached (per requested). All approved

documents will be forwarded to the principal investigator.






