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Do | need Ethics Approval?
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Get Started
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Research Integrity & Compliance

Human Research Protection |

1l Animal Research Protection

Biosafety and Biosecurity
Conflict of Interest
Research Misconduct
Collaborative Research
Education and Training
MU Palicies of Good Gavernance
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About ~ Funding ~ Rassarch Integrity & Compllance - Tropmed Conferunce Office of Research Services Cantact Us

Human Research

Protuction Do I need Ethics Approval?

1f your project involves human subjects, you require athics commitzes aporoval, This is to ensure the
safety of the subjects, of Information, and ethical treatment of thase
invalved in your research. There ane two panels, one for clinical studies, and ane for nan-chnical
{blomedical and observational) studies, and there are three routes to EC approval, full bosrd review,

Human Ethics

EC Committes
expedited review, and exemption from review, To leam more about each route, please chick the links
EC Raview Drocess Baiow,

Submission Guidelines Process Full Board Expedited Review  Exemplion Review Post-Review
disgiram Raviuw
S0P/ Subméssian Porma
Process diagram
Accreditation/Recagnitions

Activities

Submission of research proposal
Training ‘
MU Multicenter Research  + Hotify Pl Administrative Staff

Rafarances / Links

Check documents

EC Meeting Schedule | ]

Documents incomplete Do:unlxllm complee
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Types of Ethical Review

(Decision made by EC chair person)

- Minimal risk

- Does not include
identifiers

- Topic not sensitive

- Non-vulnerable
subjects

TMHG

Expedited

- Minimal risk

- May include identifiers

- Non- or Mild-sensitive
topic

- May include vulnerable
population

Full Board

- More than minimal
risk

- Involve procedures
that require
additional
safeguards

saranathaw@mahidolac.th

e STATIDOL,
UNIV 'R‘»IT:

Submission Forms

Mahidol University

Faculty of icine

Research

1. Cover Letter
2. Research Proposal submission form

3. Research Proposal submission
e T PP S checklist

* Suberauisn Porma

4. Research Proposal

5. Participant Information Sheet (if
applicable)

. Informed Consent Form (if applicable)

. Informed Assent Form (if applicable)
. Submission fee Form

© 00 N O

. Request for Exemption Form (if
applicable)
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Research Proposal Submission Form

Document No.: FTM ECF-035-00

Page1of 7

RESEARCH PROPOSAL SUBMISSION FORM
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Identify your study

e STAHTDOT.
UNTERIEY

@trospective Study and/or \

No-direct Contact With
Human Subjects
O Study using stored
specimens,
O Study using stored

tissues, \

O Laboratory study

Study Involving Specimen Collection
O Clinical trial phase.../ Intervention study
O Bioequivalence/ pharmacokinetic drug study
O Prospective epidemiological research

~

J

O Study using stored
fluids,

O Study using stored cells

O Study using stored

medical records O Social/ behavioral research

\_ L

Study Not Involve Specimen Collection
O Intervention without specimen collection

O Prospective epidemiological research

J
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Read the Instruction!

* iden submission form Imunzaumsmsdnuiveusn

o TddeyalunndemonniunnIneniensingy fdhle'ld
a0

o windemomlalifedestuandse Wldn “liferdes”
wse “Not applicable”

o fivasmaunth 50 wih font Times New Roman,
font size lirfesnn12
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Information needed

* PART A: Project Information
* PART B: Details of the Study

* PART C: Ethical Consideration
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PART A: Project Information

Al. TITLE OF THE STUDY IN THAI AND ENGLISH

(Title of the study, study identifying number and date, if any. This title will be recorded on EC
database and used in all correspondence in relation to this study.)

A2. RESEARCH PROPOSAL VERSION DATE: ...........ccooiiiiii,
Type of submission [ Initial review (first time submission)
O Revision according to TMEC suggestions No. ............
O Amendment No. ............
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0
PART A: Project Information

A3. PRINCIPAL INVESTIGATOR NAME:
Faculty Staff (Go to A4.1)
Student, ID....................... (Please check the following, and go to A4.2)

O

O

O Research for Thesis O Research for Thematic Paper
O

O

O

M.Sc. (Trop. Med.) O m.cTtm.

Ph.D. (Trop. Med.) O M.C.TM. (T.P)

Ph.D. (Clin. Trop. Med.) O Other, specify ...............
Oother ..., (Please specify, and go to A4.1)
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saranathlaw@mahidolac.th

0
PART A: Project Information

A4. LIST NAME, AFFILIATION AND CONTACT DETAILS OF ALL

INVESTIGATORS
A4.2 For students
Name Position Contact address E-mail address
Principal Investigator Your department
Advisor
Co-advisor
Co-advisor
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0
PART A: Project Information

A8. IS THE PROJECTS A SINGLE CENTER OR MULTI-CENTER?

O Single center
O Multicenter (within Thailand)
Please specify the Study SIeS .........cuiieiiniiii s
O Multicenter (International)
Please specify the study sites leferent investigators in diffe..rent

centers

A9. PROJECT SUMMARY IN THAI AND ENGLISH
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PART A: Project Information

A10. SOURCE(S) OF FUNDING/ SPONSOR(S) AND BUDGET (Information
required for review and consideration)

O Funded by: Faculty of Tropical Medicine....... (Please also specify funded year)
Budget amount: .........ouiuiei e

O Expecting fund from: .....................
(State the name of the funding body and status of application)

All. DECLARE CONFLICT OF INTEREST

(If PI or Co-PI have Conflict of Interest with the Institution/Company
funding this project, please describe who has the conflict, with what
institution and how.)

PI and Co-PI have no Conflict of Interest.
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PART B: Details of the Study

B1. BACKGROUND AND RATIONALE

(Provide a general statement of the problem area, with a focus on a specific
research problem, to be followed by the rationale or justification of your study.
What research question(s) this activity is designed to answer. Describe why you are

undertaking this study and why this study is needed, also include proper in-text
citation.)

B2. STUDY OBJECTIVES

(Describe your general and specific objective(s) or research goal(s) clearly and
succinctly. State the hypotheses to be tested.)

B3. STUDY SITE(S)

(Indicate where the samples or data collection will take place and where they are
sent for further investigation.)

TMHG
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PART B: Details of the Study

B4. STUDY TIMELINES:
Describe:
The duration of an individual participant’s participation in the study.
The duration anticipated to enroll all study participants.
The estimated duration for the investigators to complete this study
(complete primary analyses).

Timeline should be feasible and flexible:

“One year after EC approval”

A qre M and 2 2 Wi d oq A oany a
“nanaedms liwaovdlimnizeiza s lumsisumsive win lnnulmmzﬁmﬁﬂﬂgi_lm“lﬂ%a
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PART B: Details of the Study

BS. STUDY POPULATION AND SAMPLE
B5.1 Target population
(Describe characteristics of the target population and samples regarding, for examples, age, and gender of the study.
Describe by study groups, for examples, experimental and control groups)
szannsuhmnovesmsanini ae dihoiiens IReumdu ergdaud 18 T fidunsumsinuluTsmeina
B5.2 Subject selection criteria

(Describe how individuals will be screened for eligibility.) vziimsfadenauiiimumsieldodials

B5.2.1 Subject inclusion criteria

B5.2.2 Subject exclusion criteria

B5.4 Recruitment Methods

a Ao A v P N
'i]m"lfmu“]ﬂuﬂifJﬂﬂm?Jﬂﬂut"lﬂi’mﬂﬁ’h]ﬂvlﬂf)&lﬂ15
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PART B: Details of the Study

BS5.3 Sample size calculation
- Consider based on primary objectives

- Provide references or rationale of choosing each parameter in sample
size calculation
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B5.5 Sample size calculation

Sample Size Estimation: The sample size will be calculated using the following formula:

_ z:/z p(l-p)

P
In 2008, the prevalence of Anxiety and depression in adult at Jigme Dorji Wangchuk National
Reffereal Hospital (JDWNRRH) Thimphu, Bhutan, was reported at 29.3% with depression and
19.2% with anxiety disorder (3). The study conducted for the prevalence in Mullana, Ambala,

India had shown 29.9% adolescents have evidence of depression (8).

Prevalence among adolescent is unknown in Bhutan because no former study has done in
country for anxiety and depression in adolescent, therefore, in this study the estimated anxiety and
depression prevalence in Bhutan adolescent is assumed at 30% or p=0.3
d = acceptable error in estimating prevalence = 0.05
a = probability of type I error = 0.05 (2-sided),

z =196
0.025

_zipp(- ) (L96)°(0.3X07)
" d* - (0.05)° g s

The sample size in this study is added 10% dropout to 323 to the actual study

population. Thus in this study, approximately 350 participants will be selected from six selected

NI

PART B: Details of the Study e

B6. RESEARCH METHODOLOGY

B6.1 Details of study design

B6.2 Details of procedures for data collection,

B6.3 Schematic diagram of study design, procedures and stages, step-by-step.
B6.4 Data management

B6.5 Data analysis

{ e { e
TMHU saranathaw@mahidolac.th TMHU saranathaw@mahidolac.th
e SIAHIDOL
UNIV
| Data Confidentiality
B6.3 Schematic diagram of study design, procedures and stages, step-by-step
B6.4 Data management
Flow chart of the study
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Submit to the Ethic v ldamelulnsamsdseuas liamnsamou Toatuavilsesidinug
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vosdidnsanlnsams 1 Yeyafiaunsaszydiyanala gy Fe fied Sudou
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Data Confidentiality

Participants’ privacy and confidentiality will be strictly protected. Personal information
collected in the research work will be kept as numerical codes which will be recorded and stored.

The results of this study will be presented in the overview of subjects that do not identify an
individual,

saranathJaw@mahidol ac.th

PART C: Ethical Consideration

C1. SIGNIFICANCE OF THE STUDY

(Describe how this study is considered necessary, and reason why the
study has to be carried out by using human subjects.)

saranathJaw@mahidol ac.th

PART C: Ethical Consideration

C2. BALANCE OF RISK AND BENEFIT

C2.1 Risk and of the study

TR — TRy . o .

3dnoada Timnele mamsgndumuel wieney - fihswAteamnsangamsaeumouiie venausia0enn

HIUAIUN msaveIdnasanm Tavez ifinansznulag g 185y
91NM3500UAIIN TATINS

vs 2 a ¥ a a X o dyye A A o A P v

$dndu fisevth vse Aaorsnanldiunsmzden - mamzdenvzduiums InenennadiFuamy meld

o A oo e y
wasgvumsilasae fiisulasimsiiezveld
W 15 winaaunzdeaive Iinile i lulinadhadios

nﬁﬂuwzi"uinnmmmﬁaﬂ

nathaRganneisenns e 185Ul Tnsems - fims observe wadl intervention

(Adverse effect from the intervention) - gishia3seannsnvensusioenanmsiseldaasana
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PART C: Ethical Consideration

C3. CONSIDERATION FOR VULNERABLE RESEARCH PARTICIPANTS

Check whether your study involves any of the following
vulnerable research participants.

Prisoners

Pregnant women

Mentally ill person

Cancer or terminally ill patients
Neonates/infants/children (aged <18)

HIV/AIDS patients

Institutionalized persons e.g. military, students, etc.
Others (please

SPECIEY ).t

Ooooooooo
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PART C: Ethical Consideration

C4. INFORMED CONSENT ISSUES
C4.1. Informed consent process

a e o o . . vo s au a v s au

Aufivazduiiumsvemigueen Tavains laondid13made nazmiedunasevesdidrsmisennau
TaviufitorzimsmlztholsznduiusinoasyTasems Biuwundihouen uaz vinuarivealsameina

s v P P a 1 gao 2 o < v 3 4 o Ao o
nymaniaiou Taedauludislasimsannsodanedive tazdivevzdug Iidoyanertuauisenas e
a o Y Y 1 aw 3 ' = v 9 E v a 9
gugen Tagasins laondithiauTasaimsiteTagez linaeduiisawedmivdauluthsmwasaimsTumsdagulud
s Tasams
P . . S Y da oy

msduiunsvemuven Tasaiing lovzdutiums ludesiitludiud luusundihouenveslsanenna

nymaniivaiou
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PART C: Ethical Consideration

C4.2 Informed consent documentation

Age

Informed Consent/ Assent
Form

Participant Information
Sheet

Less than 7 years

ICF for Parent permission

For parents

7 years to less thanl3
years

ICF for Parent permission
IAF for young child

For parents and young
children

13 years to less than 18
years

Same ICF for Child and Parent

For parents and children

18 years and over
(Adult)

ICF for Adult

For adult
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PART C: Ethical Consideration

C4.3 Compensation for research participants

O Yes, please provide details: 300 1 rilovasea1AUN1LAz M FoNAIAMTTINNT2H
Y p

O No, please provide FeaSOMS: .. ....ueuuiuiteineit it e e e e e e eenes

C4.4 Responsible and contact persons
O Person(s) responsible for payment for treatment of complications and adverse effects

O Person(s) including doctor(s) and/or contact address(es) and telephone number(s) for

CITICTZEIICY USC. e evnetteeteteenetteete et ee e e et e e eaa et e ettt et e et ea e e e et e eaeereneaneaes
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