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Important Information for Ethics Committees

Proposal: enough information for the EC committees
to determine if the study is

* Well designed
* Risk/benefit can be determined

PIS: enough information for participants to
determine risk/benefit before making decision to
volunteer for the study

Mahidol Vivax Research Unit, Faculty of Tropical Medicine, Mahidol University
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Informed Consenting Process

Researcher/team responsibility:

Choose the proper process to inform the potential
participants for the study

Mahidol Vivax Research Unit, Faculty of Tropical Medicine, Mahidol University
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EC consideration for ICP

Committees have the authority to require that information to
be given to study participants is

* meaningful and protects their rights and welfare.

* is worded comprehensibly and appropriately, and uses
standardized language or format in particular parts of the
consent forms

Adams et al. BMC Medical Ethics (2017) 18:50

Mahidol Vivax Research Unit, Faculty of Tropical Medicine, Mahidol University
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Things to know and to do

ICH-GCP
CITI
Others
Research
type Online
submission
Brief
EC members

Mahidol Vivax Research Unit, Faculty of Tropical Medicine, Mahidol University
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https://www.tm.mahidol.ac.th/research/client/EC HumanPolicy.php

¢ . % Mahidol University T <0
& Faculty of Tropical Medicine €ES5Carc

About ~ Funding ~ Research Integrity & Compliance Media~ Research Innovation Tropmed Conference

Office of Research Services v

Human Research Protection

Home Office of Research Integrity and Compliance Human Research Protection

Online EC Submission (Tropmed Protocol Submission System: TMPSS)

1. www.tropmedec,org
2. Introduction Video
3. User Guide
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https://www.tm.mahidol.ac.th/research/client/EC_HumanPolicy.php

Mahidol University EE 1
Faculty of Tropical Medicine €sScarcil

About - Funding - Research Integrity & Compliance - Media ~ Fesearch Innovation Tropmed Conference

Office of Research Services -

The Office of Research Integrity and Compliance Committee fosters a research environment that
promates respect for the rights and welfare of individuals recruited for, or participating in, research
conducted by, or under the ausplces of, FTM. ORIC supports the FTM Ethlcs Commlttee (FTM-EC), to
ensure that human-subject research at FTM |s appropriate and conforms to the relevant laws &
regulations, and to facilitate excellence in research involving human subjects.

Human Research

Protection

Annodncement +

FTM and its researchers have responsibilities towards all human research participants., These include
ensuring their well-being, maintaining thelr confidentiality, and managing their data effectively.

Human Ethics

EC Commilttee The EC Is responslible for ensuring research conforms to the highest ethical standards. The EC ensures
that research involving human participants is designed for maximum research benefit and minimum risk
EC Review Process of harm, and that research participants are fully informed.

The FTM-EC follows the guidelines of the Office of Human Research Protection (OHRF) and other national

Requirements
All FTM research (by staff, students or other individuals/organizations affiliated with the Faculty) Involving
human participants must be reviewed and approved by the EC before the research can be conducted. No

study should commence until ethical approval has been given in writing. The EC does not provide
retrospective reviews.

Accreditatlon/Recognitions

Activities

Mahidol Vivax Research Unit, Faculty of Tropical Medicine, Mahidol l;VJnIVers‘Hg
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About - Funding - Research Inteqgrity & Compliance - Media - Research Innovation Tropmed Conference

Office of Research Services -

Activities
I M '
Training -
EC Training

EC Training

CITI User Manual Flow new
CITI User Manual new

MU Multicenter Research  +

CITI Pragram
CITI User Manual new / CITI Program

CITI User Manual Flow new

References [ Links

EC Meeting Schedule )
MU Multicenter Research +

References / Links

EC Meeting Schedule ‘

Mahidol Vivax Research Unit, Faculty of Tropical Medicine, Mahidol University
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About - Funding - Research Integrity & Compllance - Media -~ Research Innovation Tropmed Conferance

Office of Research Services -

Agrecent; Oata snaring
Agreement

Submission Forms

Accreditation/Recognitions

You can download all EC forms here. If you are unsure of which forms yvour project requires, or need

Activities further Information about the review process, please contact us on tmectropmed@mahidol.ac.th or come
see us at our offlce on the 4th floor, 60th Annlversary of Hls Majesty the King's Accesslon to the Throne
Tralning + Bullding.

» Cover Letter to The Dean
= Enaglish (25/04/2021)

= Thal (25/04/2021)

MU Multicenter Research +

References f Links
= Cover Letter for Initial Submission

EC Meeting Schedule * English (1/04/2021)
« Thai update (1/04/2021

]
4

Mahidol Vivax Research Unit, Faculty of Tropical Medicine, Mahidol University
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About - Funding = Research Integrity & Compliance - Media - Research Innovation Tropmed Conference

Office of Research Services =

« Submission Forms
« Research Proposal/Protocol Submlsslon Form
o Research Proposal Submission Form for a study invelving human subject enrollment WITH
specimen collection (FTM ECF-033-01)
o Research Proposal Submission Form for a study inveolving human subject enrollment
WITHOUT specimen collection (FTM ECF-034-01)
o Research Proposal Submisslon Form for a study WITHOUT human subject enroliment (FTM
ECF-035-01)
« Participant Information Sheet (FTM ECF-020-06) EM | TH y18/11/2020)
Informed Consent Form (FTM ECF-021-08) EN | TH r18/11/2020)
Informed Assent Form (FTM ECF-022-06) EN | TH (18/11/2020)
- Informed Consent Form for Data Sharlng/ Data and Leftover Specimen Storage from Current Study
for Future Use (FTM ECF-03B-00) EN | TH r18/11/2020)
« Submission fee Form (Thai)

-

Mahidol Vivax Research Unit, Faculty of Tropical Medicine, Mahidol University
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About ~ Funding ~ Research Integrity & Compliance ~ Media ~ Research Innovation Tropmed Conference

Office of Research Services «

& InTormed CONsent FOTm (FTM ECF-UZ1-U8) EN | TH (158/11/2020)

« Informed Assent Form (FTM ECF-022-06) EN | TH (18/11/2020)

« Informed Consent Form for Data Sharing/ Data and Leftover Specimen Storage from Current Study
for Future Use (FTM ECF-038-00) EN | TH (18/11/2020)

» Submission fee Form (Thai)

¢ Other Forms

e Response to FTM-EC comment template (21/07/2021)

» SAE Report Form (FTM ECF-014-04) update (25/03/2021)

e AE Report Form (12/03/2021)

¢ Protocol Non-compliance (12/03/2021)

* Request for Protocol Amendment Form (FTM ECF-023-04)

* Progress Report Form and CEA extension request form (FTM ECF-008-06) update (12/03/2021)
e Notification of Study Closure (FTM ECF-010-04) update (12/03/2021)

e Request for Fast-track Review Form (FTM ECF-025-02)
» Request for Exemption Form (FTM ECF-026-02)
e Request for Photocopy

* Post-approval Requlrements
» Post-approval Requirements (Eng)

Mahidol Vivax Research Unit, Faculty of Tropical Medicine, Mahidol University
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Proposal and related documents

* Research Proposal/Protocol Submission Form

— Research Proposal Submission Form for enrollment WITH specimen
collection (FTM ECF-033-01)

— Research Proposal Submission Form for enrollment WITHOUT specimen
collection (FTM ECF-034-01)

— Research Proposal Submission Form for a study WITHOUT human
subject enrollment (FTM ECF-035-01)

* Participant Information Sheet (FTM ECF-020-06) EN | TH (18/11/2020)
* Informed Consent Form (FTM ECF-021-08) EN | TH (18/11/2020)
* Informed Assent Form (FTM ECF-022-06) EN | TH (18/11/2020)

* Informed Consent Form for Data Sharing/ Data and Leftover Specimen
Storage from Current Study for Future Use (FTM ECF-038-
00) EN | TH (18/11/2020)

e Submission fee Form (Thai)

Mahidol Vivax Research Unit, Faculty of Tropical Medicine, Mahidol University


https://www.tm.mahidol.ac.th/research/Ethics/human/Form/ECF-033-01.doc
https://www.tm.mahidol.ac.th/research/Ethics/human/Form/ECF-034-01.doc
https://www.tm.mahidol.ac.th/research/Ethics/human/Form/ECF-035-01.doc
https://www.tm.mahidol.ac.th/research/Ethics/human/Form/ECF-020-06_EN.doc
https://www.tm.mahidol.ac.th/research/Ethics/human/Form/ECF-020-06_TH.doc
https://www.tm.mahidol.ac.th/research/Ethics/human/Form/ECF-021-08_EN.doc
https://www.tm.mahidol.ac.th/research/Ethics/human/Form/ECF-021-08_TH.doc
https://www.tm.mahidol.ac.th/research/Ethics/human/Form/ECF-022-06_EN.doc
https://www.tm.mahidol.ac.th/research/Ethics/human/Form/ECF-022-06_TH.doc
https://www.tm.mahidol.ac.th/research/Ethics/human/Form/ECF-038-00_EN.doc
https://www.tm.mahidol.ac.th/research/Ethics/human/Form/ECF-038-00_TH.doc
https://www.tm.mahidol.ac.th/research/Ethics/human/Form/Submission%20fee.pdf
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Research Proposal Submission Form
for a study involving human subject enrollment WITH
specimen collection

Document No.: FTM ECF-033-01 Page 1 of 11

INSTRUCTIONS TO THE INVESTIGATOR:

Please double check that you have the most recent version of the form by downloading form
directly from TMEC Homepage http://www.tm.mahidol.ac.th/research/client/EC_Download.php
This 1s Form FTM-ECF-033-01 for a study involving human subject enrollment WITH
specimen collection. Use this Form to submit your research proposal to the Ethics Committee of
the Faculty of Tropical Medicime’s for ethical clearance processing.

Please complete all parts (A, B, C, D) of the form 1n plain English or Thai, without acronym:s.
Some guidelines to help you complete the form are in italics. Depending on the nature of what you
are doing, some sections may not be applicable to your research. If a section 1s not applicable,
mark NA.

The font size should not be less than 12, Times New Roman. Page limit 1s 50 pages - if above, the
FC review duration will be more than 1 month
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As you are writing the protocol, remove all instructions in italics (including these) so that
they are not contained in the final version.

PART A: PROJECT INFORMATION .

Al. TITLE OF THE STUDY IN THAI AND ENGLISH

(Title of the study, study identifving 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: ... ...
Type of submission [ Initial review (first time submission)

[0 Revision according to TMEC suggestions No. ........_.
O Amendment No. ......

A3. PRINCIPAL INVESTIGATOR NAME: ... ..o
O Faculty Staff (Go to A4.1)

O Student,ID.................. ... (Please check the following, and go to A4.2)
[0 Research for Thesis [0 Research for Thematic Paper
O M.Sc. (Trop. Med.) O M.CTM.
O Ph.D. (Trop. Med.) O M.CTM. (TP)
O Ph.D. (Clin. Trop. Med.) [0 Other, specify ...............

(Please specify, and go to A4.1)

Version




Ma h | d q A4. LIST NAME, AFFILIATION AND CONTACT DETAILS OF ALL INVESTIGATORS
: A4.1 For Faculty staff and other
Univers y B

ax Research Unit

Wisdom of the La Name Position Contact address E-mail address

Principal Investigator

Accountable Investigator
(FTM Thai Staft)

Co-nvestigator

Co-mvestigator

A4 .2 For students

Name Position Contact address E-mail address

Principal Investigator

Accountable Investigator
(Student/Advisor)
Advisor

Co-advisor

Co-advisor

AS. RESPONSIBILITY OF PI
O Whole study

[0 Partial responsibility
A6. NUMBER OF YOUR ONGOING RESEARCH PROJECT(S)
A7. CONTACT PERSON

(Give name, title, address, and contact details of the responsible investigator, or person who is
taking administrative responsibility for this study and can be contacted during the entire study.)



A8. NATURE OF THE STUDY-RETROSPECTIVE STUDY AND/OR NO-DIRECT

CONTACT WITH HUMAN SUBJECTS @ ‘ ‘ :
O Study using stored specimens, N 4l Mahidol Vivax Research Unit

O Study using stored tissues,
O Study using stored fluids,
O Study using stored cells
O Study using stored medical records
O Others

A8. NATURE OF THE STUDY NOT INVOLVE SPECIMEN COLLECTION
[0 Intervention without specimen collection

O Social/ behavioral research

I Prospective epidemiological research

A8.NATURE OF THE STUDY- STUDY INVOLVING SPECIMEN COLLECTION
[J Clinical trial phase.../ Intervention study
O Bioequivalence/ pharmacokinetic drug study
O Prospective epidemiological research
O Laboratory study

A9. 1S THE PROJECTS A SINGLE CENTER OR MULTI-CENTER?
O Single center
O Multicenter (within Thailand)
Please specify the study sites ...... ...

O Multicenter (International)

Please specify the study sites ... gersity



_

A10. PROJECT SUMMARY IN THAI AND ENGLISH

(In Thai language, we prefer the lay language because the Ethics Committee compose of
scientific and non-scientific Members, please describe clearly for easy understanding.)
A10.1 Full protocol summary (not more than 1,000 words per language)

e Rationale

e Objective

e Methodology

A10.2 Part of study conducted by PI
[0 Whole Study

[J Part of the Study

(If check “Part of study”, please describe your role and the part of the study for which you
are responsible. (not more than 500 words per language))

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

O Fundedby: ... (Please also specify funded year)
Budget amount: ... .. ...

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

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

Mah| Budget amount: ...



035-01 034-01 033-01
WITHOUT enrollment | enrollment
Section human WITHOUT WITH
subject specimen | specimen
enrollment. collection collection

PART A: PROJECT INFORMATION (A1-A12) X X X

A10. PROJECT SUMMARY IN THAI AND ENGLISH

A10.1 Full protocol summary (not more than 1,000

words per language)

e Rationale

e Objective

e Methodology

PART B: DETAILS OF THE STUDY X X X

B1. BACKGROUND AND RATIONALE

B2. STUDY OBIJECTIVES X X X

B3. STUDY SITE(S) X X X

B4. STUDY TIMELINES: X X X

Mahidol Vivax Research Unit, Faculty of Tropical Medicine, Mahidol University




035-01 034-01 033-01
WITHOUT | enroliment | enroliment
: human | WITHOUT WITH
Section : . :
subject | specimen | specimen
enrollment | collection | collection
B6. RESEARCH METHODOLOGY X X X
B6.1 Details of study design
B6.2 Details of procedures for specimen/data
collection
B6.3 Schematic diagram of study design,
procedures and stages, step-by-step
B6.4 Specimen and data management
B6.5 Data analysis
B7. DATA AND SPECIMEN BANKING AND/OR X Only data X
SHARING sharing
B7.1 Management of specimen/data archiving or plan
left-over
B7.2 Specimen/data sharing lan... . . oo ot — —




035-01 034-01 033-01
WITHOUT | enrollment | enrollment
Section human | WITHOUT WITH
subject | specimen | specimen
enrollment | collection | collection
C4. INFORMED CONSENT ISSUES X X

C4.1. Informed consent process

For Non-Thai Speaking Participants, indicate what
language(s) other than Thai are understood by prospective
participants or representatives.)

C4.2 Informed consent documentation
C4.3 Compensation for research participants

[ Yes, please provide details:
0 No, please provide reasons:
C4.4 Responsible and contact persons
[0 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
emergency use

Mahidol Vivax Research Unit, Faculty of Tropical Medicine, Mahidol University




035-01 034-01 033-01
WITHOUT | enroliment | enroliment
Section human | WITHOUT WITH
subject | specimen | specimen
enrollment | collection | collection
PART D: APPENDIX X X X

APPENDIX A: REFERENCES (in proper format)
(Provide list of all references cited in the
Submission Form using proper format, i.e.
Vancouver style of referencing.)

APPENDIX B: COMMITMENT AND SIGNATURES

Mahidol Vivax Research Unit, Faculty of Tropical Medicine, Mahidol University
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Get all EC’s approval

v

Invite local residents to participate

]

l

Agree

Il

l

Not Agree

Provide Study Information & Informed Consent

|

Assign Study Number

Household Mapping‘gmd Numbering the

population in the study
!

|

Finger Pricking (250 ul or 5 drops)

IfT>375°C

& Temperature Checking
&Volunteer Information Taken

Blood collection 3 times during Aug-Oct,
Dec-Feb and Apr-Jun for finger-pricked
blood sample and Malaria Risk Behavior

Assessment

P

RDT for malaria

or had history of fever in the past 2 days

A4

Refer to malaria clinic




B5.2 Draw a schematic diagram of study design, procedures and stages, step-by-step.

Receive Permission from Director of hospitals/Head of malaria clinics
before blood collection is initiated

|

Patients: Male and female (non-pregnant), >18 year NO
blood smear positive for P. vivax ————

|

Invite to participate, Study information is provided
Inform consenting process is initiated

YES l

Complete inform consenting process; Check if NO
Systolic BP 290 mmHg, Temp =39°C, Hb =28.5 mg/dl .

YES l

Pre-counseling for blood borne pathogen checking
Collect 20 ml of Venous blood

~ N

NO

mogecraxXm

Blood processing further for 15 min rest to observe for adverse

a) mosquito feeding to produce effect after phlebotomy
sporozoites

b) screen for blood borne pathogens Patients receive 300 THEB and leave

c) screen for vector borne pathogens study team

d) molecular genetic analysis of P.

vivax l

Treatment provided by MoPH staff

|

Patients meet the nurse/public health staff for post-
counseling on 7-14 days after blood collection and receive
the blood test results. If blood is positive for any tested
disease the nurse/public health staff will help contacting the
hospital for proper treatment.
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Submission No. TMEC ....................
FTM-ECF-020-06 (TH)
PAMIBIIIGPTIFINM I VY

(Participant Information Sheet)
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Mahidol Vivax Research Unit, Faculty of Tropical Medicine, Mahidol University
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Important Information for Ethics Committees

Proposal: enough information for the EC committees
to determine if the study is

* Well desighed
* Risk/benefit can be determined

PIS: enough information for participants to
determine risk/benefit before making decision to
volunteer for the study

Mahidol Vivax Research Unit, Faculty of Tropical Medicine, Mahidol University
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Informed Consenting Process

Researcher/team responsibility:

Choose the proper process to inform the potential
participants for the study

Mahidol Vivax Research Unit, Faculty of Tropical Medicine, Mahidol University
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Table 3 ICP elements raised by FTM-EC by different study types

Concerns about informed consent process  Clinical (IND) Other clinical Laboratory (Basic Science) Social/Behavioral/Epidemiology
study study study study
N=11 N=17 N =22 N=13
n % n % N % n %
Purpose of the study 1 9.1 1 59 Bl 18.2 4 308
Duration of the study 0 00 2 11.8 0 0.0 0 0.0
Procedure for study activities 10 90.9 12 70.6 12 54.5 8 616
[Potential risk/discomfort 6 54.6 7 41.2 7 31.8 6 46.2]
Method for minimizing risk 2 182 0 0.0 0 0.0 2 154
Potential benefit 0 00 0 0.0 4 18.2 3 231
Concern about vulnerable status 5 455 5 294 10 455 5 385
Voluntary participation 1 9.1 2 11.8 6 273 4 308
Right to withdraw from study 3 273 1 59 6 273 3 231
Concern about confidentiality 5 455 2 11.8 A 18.2 2 154
Coverage of cost (if any) 1 9.1 3 17.7 6 273 0 0.0
Justification for compensation 7 63.6 5 294 8 364 6 462
Contact name/telephone for emergency 4 364 7 41.2 3 136 2 154
Notifiable body for protocol non-compliance 1 9.1 1 6.3 1 46 1 7.7

Adams et al. BMC Medical Ethics (2017) 18:50

Mahidol Vivax Research Unit, Faculty of Tropical Medicine, Mahidol University
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Final check!!!

* Synchronous of the documents ( Proposal,
PIS, ICF, etc.)

* Spelling check

Mahidol Vivax Research Unit, Faculty of Tropical Medicine, Mahidol University
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Question!!
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