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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



Informed Consenting Process

Researcher/team responsibility:

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



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



Things to know and to do 

ICH-GCP        
CITI

Others

Online 
submission

Research 
type

Brief 
EC members



Must know

https://www.tm.mahidol.ac.th/research/client/EC_HumanPolicy.php

https://www.tm.mahidol.ac.th/research/client/EC_HumanPolicy.php












Proposal Preparation
for EC submission



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)

• Submission fee Form (Thai)

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












Section

035-01 
WITHOUT

human 

subject 

enrollment.

034-01 
enrollment 

WITHOUT 

specimen 

collection

033-01 
enrollment 

WITH 

specimen 

collection
PART A: PROJECT INFORMATION (A1-A12)

A10. PROJECT SUMMARY IN THAI AND ENGLISH

A10.1 Full protocol summary (not more than 1,000 
words per language)

• Rationale

• Objective

• Methodology

X X X

PART B: DETAILS OF THE STUDY 

B1. BACKGROUND AND RATIONALE

X X X

B2. STUDY OBJECTIVES X X X
B3. STUDY SITE(S) X X X
B4. STUDY TIMELINES: X X X



Section

035-01 

WITHOUT 

human 

subject 

enrollment

.

034-01 

enrollment 

WITHOUT 

specimen 

collection

033-01 

enrollment 

WITH 

specimen 

collection

B6. RESEARCH METHODOLOGY

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

X X X

B7. DATA AND SPECIMEN BANKING AND/OR 

SHARING

B7.1 Management of specimen/data archiving or 

left-over

B7.2 Specimen/data sharing plan

X Only data 

sharing 

plan

X



Section

035-01 

WITHOUT 

human 

subject 

enrollment

034-01 

enrollment 

WITHOUT 

specimen 

collection

033-01 

enrollment 

WITH 

specimen 

collection
C4. INFORMED CONSENT ISSUES

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:
 No, please provide reasons: 

C4.4 Responsible and contact persons

 Person(s) responsible for payment for 

treatment of complications and adverse effects

 Person(s) including doctor(s) and/or 
contact address(es) and telephone number(s) for 
emergency use

X X



Section

035-01 

WITHOUT 

human 

subject 

enrollment

034-01 

enrollment 

WITHOUT 

specimen 

collection

033-01 

enrollment 

WITH 

specimen 

collection

PART D: APPENDIX

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

X X X





















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



Informed Consenting Process

Researcher/team responsibility:

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





Final check!!! 

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

• Spelling check



Question!!


