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wahldo:l Univer‘sity wisdom of the Land

Part A: Project Information



wahldo:l. University wisdom of the Land

A1. Title of the Study in Thai and English
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wahldO]. Univer‘sity wisdom of the Land

A1. Title of the Study in Thai and English
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wahldO]. University wisdom of the Land
A2. Research Proposal Version date

Type of submission Initial review (first time submission)

Revision according to TMEC suggestions

Amendment /Revision Number ............
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wahldO]. University wisdom of the Land
A2. Research Proposal Version date

Type of submission Initial review (first time submission)

Revision according to TMEC suggestions

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

DO l& Version number / Date ﬂaﬂtaﬂﬂﬂiﬂﬂ§%
AdsliamenITuNIINITON
W3¢ Version number / Date 9¢NURYINGY
lw Certificate of Ethical Approval A2l
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wahldo:l Univer‘sity wisdom of the Land

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

I:IFacuIty Staff (go to A4.1)

Student, ID.................. (Please check the following, and go to A4.2)
Research for Thesis Research for Thematic Paper
M.Sc. (Trop. Med.) M.C.T.M.
Ph.D. (Trop. Med.) M.C.T.M. (T.P.)
Ph.D. (Clin. Trop. Med.) M.Sc. (B.H.I.)
M.Sc. (School Health)

Other (please specify,and goto A4.1) ........cceriiriiiiiiiiiiceee e
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wahldo:l. University wisdom of the Land

A3. Principal Investigator Name ...............
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wahldO]. University wisdom of the Land
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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wahldO]. Univer‘sity wisdom of the Land

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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wahldO]. Univer‘sity wisdom of the Land

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

A4.2 For students
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wahldo:l University wisdom of the Land
AS. Responsibility of Pl

Whole study

Partial responsibility
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wahldo:l Univer‘sity wisdom of the Land

A6. Contact person
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wahldOI University wisdom of the Land
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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Mahidol Univer‘sity Wisdom of the Land
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 ...l
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Mahidol Univer‘sity Wisdom of the Land
A8. In regards to study site(s), is the project a single center

or multi-center?
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wahldO]. University wisdom of the Land
A9. Project summary in Thai and English

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

per language)

danunajdniaunaadavalassmaivenime lnguaznisasney
1 = 1 Aa o o 1 A 1 ~<
LARENIBINAMNL LaILN 1,000 A1 UNARLBNAAITILNANININNIVDY
{ o 1 A v @ 6 A o anAa o ;
Twinwingland s nglszasdaen13I98 sxiisulniw 49
a o 1 1 1 (] o
A3aUAaXILLULNIIY NaxlszEInIN@NE VayanastiuaTiINg
a 6 aa A a 6 = 1 VW
AL ARDAIWBANAN LT LN13ILATIEHA HafiaaIezlasunas
AMNEIATUVDIITBIVLB W

Twn1s@anundsdnsaunandauaslason1side Ao NIz ULdNE1ID19D Y

— 20

938555UN5398 I UANEIMTVANLNTTUNITIFITULALUNIVY



wahldo:l University wisdom of the Land
A9. Project summary in Thai and English

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

per language)
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wahldo:l University wisdom of the Land
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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wahldo:l. University wisdom of the Land
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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wahldo:l Univer‘sity wisdom of the Land
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: ...

izq%aﬁaﬁuatg%mﬁﬁ' LLRZINBIWBLIWN LA 3L NITABU AR

WINBLITUINMINIITMIVINWAAINS M3z [wtas Expecting
fund from .... WIDNIIMIBLIUNLAWBVD TUNITARLIA I
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wahldo:l Univer‘sity wisdom of the Land
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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WINBLITUINMINIITMIVINWAAINS M3z [wtas Expecting
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wahldO]. Univer‘sity wisdom of the Land

A11. Declare Conflict of Interest
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wahldo:l Univer‘sity wisdom of the Land

Part B: Details of the Study



wahldO]. University wisdom of the Land

B1. Background and rationale
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wahldo:l. University wisdom of the Land

B1. Background and rationale

-y W (~4 36 VRN~
DO ° L2gwlAnIzsy asdUIzL@wh 2 ALK

o) Q/ { &
%1 HazaNEIANNADININ LT

<

Y
= |

7
1 dl U
* ldanarsarvdelagly format Ngneas

29

938555UN5398 I UANEIMTUANLNTTUNITIFITULALUNIVY



wahldO]. University wisdom of the Land
B2. Obijective(s) of the study
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wahldo:l. University wisdom of the Land

B3. Location of the study / Trial site

U 1 a o o a ~ (~f
° Glﬁizi_cl")’lﬂ’li')ﬁ)ﬂﬂ’ll,%%ﬂ’ﬁﬂelﬂ wInLdwnis
ANBWBNITWHANFEDTIWNIVDIATHEY ZADINIARNIY
v @ o & o Y A& @
acvgtymelmmvlﬂmfmﬂmnmeaaamuﬂ%%mﬂ
(maﬂéf%’umsmg AN KINHNITAIHINYDILNVD
a0 b Appendix B)

(~1 (W) 1 q [ a\ 6 -
°* LNUAIBYIINLA LAIFEILUATIVILATIZHN L6

338555UM5I8 I UANFINTVAVLNTTUNITISEFITULALIINIVY 31



wahldo:l University wisdom of the Land
B4. Expected duration of the study

o
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Mahidol Univer‘sity Wisdom of the Land
BS. Research methodology
B5.1 Describe in details of your study design, study

procedures, implementation, monitoring, and research contral.
‘lﬁ’a%mﬂazhaaztﬁ AT study design LT L‘iﬁj% cross sectional #38a case-
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wahldO]. University wisdom of the Land
BS5. Research methodology
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research
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wahldO]. University wisdom of the Land
BS. Research methodology

B5.2 Draw a schematic diagram of study design,

procedures and stages, step-by-step.
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wahldo:l University wisdom of the Land
BS. Research methodology

B5.3 Data collection methodology, statistical analysis, and

interim analysis
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wahldO]. University wisdom of the Land
BS5. Research methodology

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

experimental and control groups
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wahldO]. University wisdom of the Land
BS5. Research methodology

B5.5 Sample size calculation
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wahldO]. University wisdom of the Land
BS5. Research methodology

B5.6 Reasons for using control group (if applicable)
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wahldo:l University wisdom of the Land
BS5. Research methodology

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

study site

{ a o © . o
Twnsdbnlasen1999u1iw Multi-center study ‘lﬁszqmuqu
DIFIANATVDILARZHNIBN VY
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wahldO]. University wisdom of the Land
BS5. Research methodology

B5.8 Subject/Specimen selection criteria

B5.8.1 Subject/specimen inclusion criteria
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wahldO]. University wisdom of the Land
BS5. Research methodology

B5.8 Subject/Specimen selection criteria

B5.8.1 Subject/specimen inclusion criteria

1‘ a o A 1

v DO HIn ﬂiﬂﬂ’]i’Jﬁ)ﬂ&JﬂQ&Jﬂ’Jﬂ@!&J
{Jﬁﬁ'ﬂﬁaﬂtﬁﬂ% inclusion criteria 284
NANAIUANAIY
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wahldo:l University wisdom of the Land
BS. Research methodology

B5.8 Subject/Specimen selection criteria
B5.8.2 Subject/specimen exclusion criteria
Y éd o v < ' < @
Glmzqmms‘nvm'ﬂwﬂ% 9 b laigasaridnaranasias b
a ¥ o VY 1 = % v %
lasenisivula lagnalduad azliidiswluansameasesdnauny

6 v 1 U 6 U 1 (-9 v =
LW NARALYN LDW mmm'fnﬂmLmszqﬂmmaumamaaaqu

1 = 1 1 6 o | = U 1
5291219 18 - 45 1 1519 L gnInnanaanaa Na181asn
18 1l w3axnna1 45 1 ua IBdananwaeninlian 9 1
Talgn1sat1398lasen15298 Laas9 18w lﬁﬁuﬁﬁazquﬁﬂtﬁﬂ

1 o (W) (~f VP o
LI WAVFIFNAIVDILATINTS Lﬂ%gadmaznﬁmmumaﬂm
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wahldO]. University wisdom of the Land
BS5. Research methodology

B5.8 Subject/Specimen selection criteria

B5.8.2 Subject/specimen exclusion criteria

DO mﬂfmamﬁﬁ'ﬂﬁﬂ@:umuqu
Bﬁ{ﬂﬁaﬂtﬁ ¢Jbh exclusion criteria 284
néuﬂaquﬁdﬂ

1 (3] U (W) . .
X| DON'T Iadtmﬂusl%aﬂﬂmzmsam'lunu inclusion

criteria
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wahldo:l University wisdom of the Land
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?

sl‘waﬁm21'3'1mfaﬂmnaﬂna%mmaa\lmaaﬂmﬂmﬂw‘l%nsm
Talathe uazezsuiwnisagelsiananasiassgi ww i
aaﬂmﬂfmamﬂa21Lwalﬂiumﬁﬂmm&lmmm% NEATL
w%mﬁmeﬁ‘%ﬁ'ﬂLmﬂaﬂamﬂmwmwﬂaaﬂnﬂwaommawmag
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wahldOI University wisdom of the Land
BS. Research methodology

B5.8 Subject/Specimen selection criteria

BS5.8.3 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

Y I o I o W A & Y o ~
11&38:1(!'3’]%8:1(]’]921’]01‘5ﬂﬂ°1]6§mnLﬂ‘iJvLﬂLLa'J‘.’lla\‘l D1F1HNAIN

na%é’hlgﬂna%mﬂfma N13298
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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:

(c) Whether or not the withdrawn subjects are

replaced and how?

GlﬁszqiwzﬁmsﬂﬂLm%mmaaffﬂsﬁna%é’hlgﬂna%aanmn

Tas9n15798%50 L)
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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:

(d) The follow-up for subjects withdrawn from

investigational product treatment/trial treatment

Glﬁizqiwzﬁmsaﬂmadmwﬂaaﬂﬁ“ﬂ*ﬂaammaaﬁ'mnauﬁ'a/
a o = 1 1 d' Gol a o
Qﬂnamnﬂfmammwwsavlad 2819 15 lagianiziiNattwnisIe

1 (-9 (-9 a (-9 6
ﬁmmaa\lﬂﬂﬁsumlwamnmmnmam
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wahldo:l 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)

A A A (= o I = 1 dl
‘lummnumsmumamammw LW Ladn ﬂaa'nz LN

v U/

A A PE Y, a o & ~
Q"D"ing “IDDULND 11&531!1]3&'\@]3 VIWINAII LLASAITNNOY I

(3 W I
NItNUGAIEI ﬁ'&ﬂ
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BS5. Research methodology

B5.10 Explain briefly the methods of operation or biopsy
(if applicable)

‘l%mmmdmsmﬂ%uma THasu1eI5answLibatuwlaa gty
2w Taglas aswnisnie
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BS5. Research methodology

BS5.11 Specify the radioisotopes and amount used in the

study (if applicable)

TnIMNANIT LTI VTANNWANTNIIF lilsaszyzin wazilsanm
il

lA39N159 LABIKIBAIININTMIDIN Biosafety Committee

[y
e
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BS5. 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

A A A 'y Y T &
TwnsnAn1s LUV LD IN wa‘lwszquﬂmmuaauma\l
iszinnle self-administered %38 interview a2dN15MaY

d”q' o? o? d'i U 1 U (W U
NUUFDUDINRAATI AFIRWEI 9 LBLIAIWIBNT LA WIDNND LA

LWL ULULEDUDTNN IR AMENITNNITY NI
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BS5. Research methodology

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

Material Transfer Agreement

~ 1 (> 1 | G o A A o b — .
BN NITaIN0819T A N L dIda11Twd HI98TABILAILA Material
Transfer Agreement (MTA) Taaly Template YAINKINYIFLNHAAA Ty
BauaIlaIIN1TIVY BTHAVDIADLINTININ ﬁﬂ%ﬁ'ﬂlé’ﬁé’lmwaaamﬂ%

<& o Y " @ & A
VDINIHFILALEHTL Taalaunlaaaudasibonindn
THEINVDINTEIINYIRUNREAR LNDIENIVYRIWINUA LONE1T MTA N
1 o [V a = d; Y A a A 9/:!' b
g9 ldd1vnawadnisuf ma"l%aamsum%sagﬂimsuuauwmﬂaamu
AAd ™o & I o o 1 (4 o A @ = @
nyasfieeludgTuAaE19BIN N ARZANRIBNNT LA NS LALIN T

53

938555UN15398 TUANE NS UAMLNTTUNITISFITULALUNIVY



Part C: Ethical consideration
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C1. Significance of the study, and reason for

using human subjects

b
P

v 1 a o d”d 0 - 1 = Y o
‘Iﬁizlcll’a’]ﬂ’]‘i’aﬁlﬂﬂ‘id%adﬂ’a’ladﬁ’] zyamals u,azm@ﬂmamaam

115298 LAt
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C2. Benefits of the study

U 1 a o < d”d c 1 A €A A
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1 W) 1 6 q
LN181ENAT lATINTS uazagigldlwa9na1e i Uselaniin
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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.

Glclﬁiuﬂ')'lﬂ'l?')%ﬂﬂ%\‘i‘ﬁ B'lﬁ'lﬁ&ﬂiﬂtﬂ%ﬂﬁ&lﬂﬂ%ﬂﬂﬂ (vulnerable
participants) wiola

. p=e) PP 1 o Y 1 v A =] 1A
Vulnerable subject idnansg Eljﬂl&lﬁ'l&l'liﬂiﬂz \lNﬁ'l&l'lﬁ'ﬂﬂﬂﬁ%leVﬁavl&l&l
A v A 'V 1 ([~ a v o @
Bﬁﬁzsl%ﬂ'lﬁﬂﬂﬁ%sl%ﬁ?ﬂﬂﬁlaﬂ LD LA %ﬂtﬂflel' é‘lﬁﬂﬁﬂﬂﬂfy?f'] NN

1 Y 1A 1 P U [~ Y

%%ﬂ@‘&l%aﬂ BEINN‘YIB%JJB']WE] %JJEJWEIW L wah

a o az/;:: a A & 1 1 U v 1 1 = |
BINNTIINVYUNINIANIANAIN Lﬂ%ﬂquaa%maﬂ ?laslﬁig‘i.‘!'l'lﬂ'l%l;@liﬂadﬂ'li

1 { [~ a A [~ 1 A o 1 g 1
281915 inallwnisdnilasansuazarnailwadnfuasargrdainInanth 15w

o A Y 6 [~ U
ﬂ'lﬁ'?laﬂ'lﬂ%ﬂa&l%'lﬂﬁqulﬂ'l? (Assent) L a1h
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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.

U A a aﬂ U dl YU Y X (W) og.fcxd
THas U185 N 15N N IR LD DB IEN AT SINTTIIDNIT LWNS
o v VR VI a o (~f YRV V)
FNBINIFIFNATLAITIIaLA9N15I98 lasTludtnaiwuazls

ﬁ’aa&awaafﬂwmﬁ%l,l,fimmaai'm ASEUIBNIIAINAIRAN LAt

wiolws
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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.

DO ° JanliiEwAIN WHO (by whom),
HOW, WHERE & WHEN
* unulangIsHIBUTTMABTYBINIR
wdwaranasinsadlasinis
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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 -

TALRULaNE13BUIIHIIN3INIDY (Participant Information Sheet) Lan&13
H18a3LA19I891%798 (Informed Consent Form LLag/¥3a Informed Assent
Form — aa1519219unisznay) s liamenssanisy #orsan laagias
© 6 o @ a Aa o
d1313aa1tliuan Template laanniulodwasdrbnanwuInisnisioy
P Y vV o =) a o U
wald@IIaun W lninuysunaaslasinisie la
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C6. Does the study involve biological specimen
collection? If yes, also explain how the investigator
manages the leftover specimen.

Tuwur9ass Tas9an153980199:8@208198IN N (LA LENKE NIa D 9)
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Na18a8d19 13 01920y aztAuag1sls tiu w1 la

Y o o 1a VI ~4 (W) 1 = A = V]
VAFILNG DI VHNAID12 LN DB AN IALALAIDL 19T INTNNLRR D 1L
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C7. Compensation for research participants

Yes, please provide detalls: ..................

No, please provide reasons. ...............

= 1 1 U 1 Y = "~ 4\' p=|
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C8. Possible risks, including preventive and
alleviative measures

U 1 Q dl U 1 = ai U Y
T%szqaﬂaﬂaﬂamﬂsﬂLwﬂsfaadfﬂ‘saﬂ'lsazadﬂ'J'laJLasaaﬂﬂmma
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C9. Clearly indicate person(s) responsible for
payment for treatment of complications and
adverse effects

dll QJdI w A 1 UV | d' =\ ;3} (W)
‘szqﬁag«lﬂ%‘suwm%aum‘lm'\zlm)zmmwumﬂms‘mmmms
= e a <&
TaiNglseasantNadw
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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

A = 1 L 6 6 A v A U A

‘58:1(!‘.’56 ‘nag Ltaztﬂa{[ﬂiﬂWﬂ‘ﬂax‘lLLWﬂEl%‘iagljlﬂﬂ')?.ladﬂ
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21FIANATAINITNAAAD LARINNANTURNLRW (AITLLN

Insanniona)
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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.

a QW 1 U o 1 = A P |
AINLATINITIVYVDINIW LB G208 19BINNNLHADDIN
a o d' = -V a a =] (~f
TAs9N15298 % K8 LANIIINIIBLINITIBINT WS aLdlw
ANSANHILLUSDWAAI B LNFINITORILDNFEITAD WL DNV DY
DIFIFNAINIUEAI LG IANIWLD 8BS UILIMNIW®LASUAID LN

= 09: 1 P | U U 1
BAINNHBNE19 L3 K30 lATUBKAININNLAT lAN1DE

Untlandola
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C12. Describe the system for assuring
confidentiality and the privacy of the research

participants

a 1 1 [~ 1 'Y )
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Part D: Appendices

939555UN15398 TUANE NS UANLNTTUNITISOFITULALUNIVY

68



Appendix A: References (in proper format)

Y a A YY X I Y, ~6 ¥ o @
izqmnmsmaaamuwlmmmal%‘lumuﬁm gﬂuuuw‘lﬁmmu
a\ =\ 6 -
N1591929IN1IMNLEITASAB Vancouver style of referencing

U P~ | U = | U a\

A1L8an k% Name-Date system 1%L329L9N&1391999910 A — Z
U P~ | U VU A

AL aan 1% Numeral system bAl3891aNAITANNANIYLAY

Piyaphanee W, Kittitrakul C, Lawpoolsri S, Tangkanakul W,
Sa-Ngiamsak N, Nasok P, et al. Incidence and spectrum of health

problems among travelers to Laos. J Travel Med. 2014;21(3):163-8.

38555UM5I08 I UANFINTVANLNTTUNTIETITULALINIVY 69



Appendix A: References (in proper format)

DO * lof format Nignaas wuulawuuRiL
ARAANILANETS
] ) . . .
* Lana1sNa19l2Lil in-text citation
Y . &
aada1ng lu Appendix A
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Appendix B: Commitment and Signatures

1) Commitment from Pl and Co-investigators

1 Y < xY A a v
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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

(~f a o :::' o P=N ¢ -V -y
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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

X

DON’'T

v Y

719 session #19tUa LB

(~f o a A 2
WML BNITANURBNITHD NFDIWND
= U YU ]
NIARNDRBIUIAUAY TR g

“Permission letter attached” Wwan
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Appendix B: Commitment and Signatures

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

VY o v = LA (% (W v "\ c:' (W
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