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Part A: Project Information
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A1. Title of the Study in Thai and English
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A2. Research Proposal Version date

Type of submission

Initial review (first time submission)
Revision according to TMEC suggestions

Amendment /Revision Number ............

< 1 Y = a [ A ~ @
L?jﬂﬂaaamamwmumwLﬂ%ma ﬁ']ﬂl,ﬂ%ﬂ'liil%tﬁ%a INBYdaanN133uay

< € & . : : : ..
AFILSIN IRALEAN Initial review (first time submission)

® ¥ I A o v & A
WmLﬂ%msuf’ﬂwu,mﬂma%a‘lwumumﬂmzmmmﬂ LA 11/‘”,?5(5]1(]

Revision according to TMEC suggestion

&21% Amendment/Revision Number ... 9 IELaAMENITNAITY NS

() Y 1A o A U =2 LA o (~4 1 P=| P U
IUIILLAN LLG’IL&IEW]']L%%ﬂ']iv‘,ﬂvlﬂ‘izﬂlz‘ﬁ%ﬂ I'd'Jﬁ]ElL‘I/‘i%’J']ﬂ’JiNﬂ']T]J‘JfIJLLﬂ

a o Y . . o Aa |¢=|y91
Tﬂ‘sdﬂ’]i’mﬁl Tﬂﬁﬂ%i%l}l Revision Number mamuuﬂﬂma%aiwuumﬂ

Revision Number a39% 92A09a39N1 Revision Number ﬁﬂ‘mg‘ﬁ Footer

Padtana1Inluih (Version... Date...)

358535uM s uaudmSunenatazdIve 7

u



wahldo:l Univer‘sity wisdom of the Land

A3. Principal Investigator Name ...............

DFacuIty Staff (go to A4.1)

Student, ID.................. (Please check the following, and go to A4.2)
Research for Thesis Research for Thematic Paper
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Ph.D. (Trop. Med.) M.C.T.M. (T.P.)
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M.Sc. (School Health)
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A3. Principal Investigator Name ...............
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A4. List name, affiliation and contact details of

all investigators
A4.1 For Faculty staff and other

Name Position Contact address Email address
Pl
Co-investigator

Co-investigator
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A4. List name, affiliation and contact details of
all investigators

A4.2 For students

Name Position Contact address Email address

Pl
Advisor
Co-advisor
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AS. Responsibility of Pl

Whole study

Partial responsibility

I Gor LA o (V) cil v A o a\ 03/ -V
RINNIWLT %gpﬁ)wanmuwmiafuu,azmm%m‘smfmam‘s 193
& 1 aA o a p= | 1
\EAN Whole study L@ bisNIMNNIBANBHANTHNLIVIIEINVDY
'V 1 1 (~4 AaogAa o 1
protocol #an LL@IT&Jmuvgﬂﬂszmuma\l‘mﬁﬂm%aaﬂ L2
[~ U Y 1 = =] (~1
WLYaYa/AIa819ZININ (19121800 LNULENKE) 9nlseaing
NANAIVAN (control) / NANIANGNWHIYITHRY UAIFITDAA/
o I o = & 1 1 I U “ 1 )
A28819BIAMN 1UNINITIAILATIZHN DT NITABLB T LALEAN Partial

responsibility

a ao 9 [ 9y o
"l]ﬁ'EJ‘ﬁiillfﬂﬁ"ﬁ]ﬂiuﬂuﬁ1ﬂﬁﬂ1ﬁlfﬂ‘1ﬂmm3ﬁ’)"ﬂEJ 12



wahldo:l Univer‘sity wisdom of the Land

A6. Contact person
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A7. Nature of the Study

Biomedical/Clinical research Drug trial phase..........

Vaccine trial phase.......... Laboratory research

Bioequivalence/pharmacokinetic drug study

Retrospective study using stored specimens, tissues, fluids,

cells, or medical records

Social/ behavioral research Epidemiological research

Other, specify ...,
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A8. In regards to study site(s), is the project a single center

or multi-center?

Single center (within Thailand)

Multicenter (within Thailand)

Please specify the study sites ...l

Multicenter (International)

Please specify the study sites ...
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A9. Project summary in Thai and English

A9.1 Full protocol summary (not more than 1,000 words

per language)
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A9. Project summary in Thai and English

A9.2 Summary of study conducted by Pl (not more than 500

words per language)
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A10. Source(s) of funding/ Sponsor(s) and budget (Information

required for review and consideration)

Funded by: ... (Please also specify funded year)

Budget amount: ...

Expecting fund from: .....................

(State the name of the funding body and status of application)

Budget amount: ...
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A11. Declare Conflict of Interest
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Part B: Details of the Study
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B1. Background and rationale
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B2. Objective(s) of the study
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B3. Location of the study/ Trial site
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B4. Expected duration of the study
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BS. Research methodology

BS5.1 Describe in details of your study design, study

procedures, implementation, monitoring, and research control.
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BS. Research methodology

B5.1.1 019 B5.1.6 Wud 1 unLaed1wIy Clinical trial
research
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BS. Research methodology

B5.2 Draw a schematic diagram of study design,

procedures and stages, step-by-step.
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BS. Research methodology

B5.3 Data collection methodology, statistical analysis, and

interim analysis
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BS. Research methodology

B5.4 Target population, age, and gender of the

experimental and control groups
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BS5. Research methodology

B5.5 Sample size calculation
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BS5. Research methodology

B5.6 Reasons for using control group (if applicable)
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BS5. Research methodology

B5.7 For a multicenter study, specify sample size at each

study site
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BS. Research methodology

B5.8 Subject/Specimen selection criteria

B5.8.1 Subject/specimen inclusion criteria
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BS. Research methodology

B5.8 Subject/Specimen selection criteria
B5.8.2 Subject/specimen exclusion criteria
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BS5. Research methodology

B5.8 Subject/Specimen selection criteria

B5.8.3 Subject/specimen withdrawal/discontinuation
criteria (i.e. terminating investigational product treatment/trial
treatment) and procedures specifying:

(a) When and how to withdraw subjects from the trial/

investigational product treatment?
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wahldOI University wisdom of the Land
BS. Research methodology

B5.8 Subject/Specimen selection criteria

B5.8.3 Subject/specimen withdrawal/discontinuation
criteria (i.e. terminating investigational product treatment/trial
treatment) and procedures specifying:

(b) The type and timing of the data to be collected for

withdrawn subjects
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wahldo:l University wisdom of the Land
BS. Research methodology

B5.8 Subject/Specimen selection criteria

B5.8.3 Subject/specimen withdrawal/discontinuation
criteria (i.e. terminating investigational product treatment/trial
treatment) and procedures specifying:

(c) Whether or not the withdrawn subjects are

replaced and how?
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“\\._ Mahidol University wisdon of the Land
BS. Research methodology
B5.8 Subject/Specimen selection criteria
B5.8.3 Subject/specimen withdrawal/discontinuation

criteria (i.e. terminating investigational product treatment/trial
treatment) and procedures specifying:

(d) The follow-up for subjects withdrawn from

investigational product treatment/trial treatment
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wahldO]. University wisdom of the Land
BS5. Research methodology

B5.9 Should the biological specimens such as blood, urine,
sputum or biopsy required, specify volume, number, and

frequency of sample collection(s)
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wahldO]. Univer‘sity wisdom of the Land

BS. Research methodology

B5.10 Explain briefly the methods of operation or biopsy
(if applicable)
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wahldO]. Univer‘sity wisdom of the Land

BS. Research methodology

B5.11 Specify the radioisotopes and amount used in the

study (if applicable)
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wahldO]. Univer‘sity wisdom of the Land

BS. Research methodology

B5.12 When using questionnaire(s) for research, please
indicate interview timing and frequency. Attach a copy of

questionnaire(s) for Ethics Committee’s consideration
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wahldO]. University wisdom of the Land
BS. Research methodology

B5.13 If biological samples shall be transferred to or
received from other institutions, please attach a copy of

Material Transfer Agreement

= Y 1 = o o A LA o U = .
BINVTRNNITHIN0 89T IN N LU S9d 1D HIVLALADILAI LN Material
Transfer Agreement (MTA) lagly Template PAINKINYIFLNHAAR ¢
FaV0IlATINITIVY BHAVDIAIDLNTININ ﬁn"‘aﬁ'ﬂ/é’ﬁé"\%wmaaan'\ﬁu

waoﬁaé’émazé’%’u Tagluunluaaudadtibaainudis
THEIRVDINKIINYIRDNAAR LNDIENIVUAIWINLAT LANEIT MTA 20N
1 o (W a\ P~ | dl' YU A = p=| SM::' [ V-V
golddrnerwasn1sua L‘Wﬂi‘lﬂﬂﬁﬂ’liﬂﬂﬁia@Jﬂlﬂiﬂ&dﬂﬂ%&’lﬂﬂd%’m
c:::i LA o (~f 1 o o 1 = (~4 o a o = o
nyotnRvElndaIuAIE19TIN N A NHWNIT LR N ISR LIN

a ao 9 [ 9y o
"l]ﬁ'EJ‘ﬁiillfﬂﬁ"ﬁ]ﬂaluﬂuﬁ1ﬂﬁ‘]JWfJTU"ImLﬁ$Q’3"ﬂEJ 43



wahldo:l Univer‘sity wisdom of the Land

Part C: Ethical consideration



wahldo:l Univer‘sity wisdom of the Land

C1. Significance of the study, and reason for

using human subjects
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wahldo:l Univer‘sity wisdom of the Land

C2. Benefits of the study
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wahldO]. Univer‘sity wisdom of the Land

C3. Does the study involve vulnerable research
participants? If yes, please specify and explain the
special attention which will be placed to vulnerable
research participants.
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wahldO]. Univer‘sity wisdom of the Land

C4. Describe informed consent process/method of
Invitation the participants to participate in the research,
such as personal contact, referral from other(s),
brochure, and announcement, etc.
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wahldo:l University wisdom of the Land
C5. Informed Consent Form, Informed Assent Form,

and Participant Information Sheet

Age Informed Consent Form Informed Assent Form
Less than 7 years Parent signs ICF for permission -
7 to less than 13 years Parent signs ICF for permission Child signs IAF

13 to less than 18 years Child and parent sign the same ICF -

18 years and over Adult signs ICF -
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wahldO]. Univer‘sity wisdom of the Land

C6. Does the study involve biological specimen
collection? If yes, also explain how the investigator
manages the leftover specimen.
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C7. Compensation for research participants

Yes, please provide details: ..................

No, please provide reasons: ...............
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C8. Possible risks, including preventive and
alleviative measures
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C9. Clearly indicate person(s) responsible for
payment for treatment of complications and
adverse effects
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C10. Name(s) of responsible person(s) or
doctor(s), and contact address(es) and
telephone number(s) for emergency use
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C11. If conducting a “Study using Stored
Specimens” and/or a “Retrospective Study’,
when an informed consent form is not applicable,
the investigator must propose an explanation to
the Ethics Committee for approval.
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C12. Describe the system for assuring
confidentiality and the privacy of the research

participants
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Part D: Appendices
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Appendix A: References (in proper format)
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problems among travelers to Laos. J Travel Med. 2014;21(3):163-8.
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Appendix B: Commitment and Signatures

1) Commitment from Pl and Co-investigators
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Appendix B: Commitment and Signatures

2) Signature of authorized person, and/or attach a
letter of permission from the implementing institution
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Appendix B: Commitment and Signatures

3) Signature of Department Head who approves
conduct of the study
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