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INSTRUCTIONS TO THE INVESTIGATOR: 
This is TMPSS ECF-035-02 for a study WITHOUT human subject enrollment. Use this Form to submit your research proposal to the Ethics Committee of the Faculty of Tropical Medicine’s for ethical clearance processing.

Please complete all parts (A, B, C, D) of the form in plain English or Thai, without acronyms. 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 is not applicable, mark NA.  
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

A1. 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: ……………
REFERENCE FULL PROTOCOL (OPTIONAL)

(for those submit with full protocol, please fill in the information that your submission is based on full protocol version number) 

…………………………………………………………………………………..…………………. 

RESEARCH PROPOSAL DATE: ……………………………………

A3. PRINCIPAL INVESTIGATOR NAME: ….................................................................................



(
Faculty 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.)

(  Other, specify …................................
· Research collaborator (such as MORU, SMRU) (Go to A4.1)

· External Staff (Please specify……………………………………………….….…....)
· External Student (Please specify………………………………………….….………)
.

A4.
 QUALIFICATION, AFFILIATION AND EXPERTISE OF INVESTIGATOR 

· If the PI is a collaborator (such a MORU, SMRU), the AI must be a member of the Faculty. The Head(s) of the PI and AI must also sign into the system

· Please insert role of Head of Department/ Center / Director of Hospital for Tropical Diseases

· If conduct the research in the Hospital for Tropical Diseases, Faculty of Tropical Medicine, Mahidol University, the authorization of Director of Hospital is required.

A4.1 For Faculty staff, Research collaborator and other 
	Position
	Name
	Affiliation
	Expertise
	E-mail address

	Principal Investigator (PI)
	
	
	
	

	Co-Principal Investigator (Co-PI) 
	
	
	
	

	Accountable Investigator (AI) (must be FTM Thai Staff) 
	
	
	
	

	Co-investigator (Co-I)
	
	
	
	

	Corresponding Administrator (CA) 
	
	
	
	

	Head of Department/Center 


	
	
	
	


(

A4.2 For students 

	Position
	Name
	Affiliation
	Expertise
	E-mail address

	Principal Investigator (PI) 
	
	
	
	

	Co-Principal Investigator (Co-PI) 
	
	
	
	

	Accountable Investigator (AI) 
	
	
	
	

	Advisor 
	
	
	
	

	Co-advisor 
	
	
	
	

	Corresponding Administrator (CA) 
	
	
	
	

	Head of Department/Center 
	
	
	
	


A5. DECLARE CONFLICT OF INTEREST 

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

	Name
	Conflict of Interest

	Name of Principal Investigator
	( Yes, Please specify…...................
	( No

	Name of Co-Principal Investigator (Co-PI)
	( Yes, Please specify…...................
	( No

	Name of Accountable Investigator (AI)
	( Yes, Please specify…...................
	( No

	Name of Co-investigator (Co-I)
	( Yes, Please specify…...................
	( No


A6. NUMBER OF YOUR ONGOING RESEARCH PROJECT(S) …………………
A7. NATURE OF THE STUDY-RETROSPECTIVE STUDY AND/OR NO-DIRECT CONTACT WITH HUMAN SUBJECTS  * (Check all that apply)
(
Study using stored specimens
(
Study using stored tissues
(
Study using stored fluids
(
Study using stored cells
(
Study using stored medical records
(
Other …………………………………………………….
A8. IS THE PROJECTS A SINGLE CENTER OR MULTI-CENTER?

(  SINGLE CENTER - single site

 Please specify the study sites …......................…………………………………………………………………….
(  SINGLE CENTER - multi sites 

 Please specify the study sites …......................…………………………………………………………………….
(  MULTI-CENTER
 Please specify the study sites ………………………………………………………………………………………………
A9. 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.)
A9.1 Full protocol summary (not more than 6,000 characters per language)
PROJECT SUMMARY IN THAI
Rationale: …………………………………………………………………………………………………………………………..
Objective: …………………………………………………………………………………………………………………………..
Methodology: ……………………………………………………………………………………………………………………
PROJECT SUMMARY IN ENGLISH
Rationale: …………………………………………………………………………………………………………………………..
Objective: …………………………………………………………………………………………………………………………..
Methodology: ……………………………………………………………………………………………………………………
A9.2 Part of study conducted by PI 
(  Whole Study 

(  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 5,000 characters per language).
Thai…………………………………………………………………………………………………………………………………………………..

…………………………………………………………………………………………………………………………………………………...........
English………………………………………………………………………………………………………………………………………………

…………………………………………………………………………………………………………………………………………………...........
A10.
RESOURCES / FACILITIES / BUDGET (Information required for review and consideration) 
A10.1 Funding amount 

(  Funded by: …………………………………... (Please state the name of the funding and funded year)
 Budget amount: ……………………………………………………………………………………………………….................
(  Expecting fund from: ………………………....... (Please state the name of the funding body and status of application)
Budget amount: …………………………………………………………………………………………………....................
A10.2 Source of funding (Check all that apply)  
(
Government (Domestic)  

( 
Government (Foreign)

( 
Private Company (Domestic)

( 
Private Company (Foreign)

(
International Organization  

( 
No Funding  

A10.3 Study site(s)

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

…………………………………………………………………………………………………

A10.4 Number of research staff ……………………
PART B: DETAILS OF THE STUDY (Describe only the responsibilities of the PI)
B1.
 BACKGROUND AND RATIONALE (upto 40,000 characters) 
(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 (upto 2,000 characters) 
(Describe your general and specific objective(s) or research goal(s) clearly and succinctly. State the hypotheses to be tested.) 

B3. STUDY TIMELINES:
B3.1
The duration of an individual participant’s participation in the study (upto 300 characters)
B3.2
The duration anticipated to enroll all study participants (upto 300 characters)
B3.3
The estimated duration for the investigators to complete this study (complete primary analyses) (upto 300 characters)
B4. STUDY DESIGN 

(Provide this information about your study design. Indicate if this is study is 1) retrospective, 
2) prospective or 3) both retrospective and prospective.). (Check all that apply)
(  Retrospective Review (To qualify as retrospective, the data or specimen must exist when the study is submitted to the IRB for initial review.) 

(  Prospective Review (If the data does or specimen not exist when the study is submitted to the IRB for initial review, it is defined as prospective.) 

(  Both: Retrospective and Prospective Review

DATE RANGE OF STORED SPECIMEN OR DATA TO BE USED IN THE STUDY (YYYY-MM-DD TO YYYY-MM-DD) :  *
………………………………………………
(If this is a retrospective review of medical records or use of stored specimen, the end date must be before the IRB submission date)

B5. STUDY POPULATION AND SAMPLE




B5.1 Target population (upto 2,500 characters) 

(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.)
B5.2 Subject selection criteria 

B5.2.1 Subject/specimen inclusion criteria (upto 10,000 characters) 
(Describe the criteria that define who will be included in your final study sample.)
B5.2.2 Subject/specimen exclusion criteria (upto 10,000 characters) 
(Describe the criteria that define who will be excluded in your final study sample.)
B6. SAMPLE SIZE CALCULATION  (upto 5,000 characters) 
(Describe and give the rationale for how the sample size was calculated.  Give reasons for using control group (if any))

(If this is a multi-center study for which you are the lead investigator, indicate the total number of participants to be accrued across all sites.)
B7. STUDY PROCEDURE (upto 10,000 character)
(Please insert schematic diagram here. The diagram showing steps in conducting your research. Diagram may start from obtaining approval for the study from Head of Institution/ Hospital/ Community, recruiting your research participants (eligible criteria), informed consent process from participants and continue until data analysis.)
B8. DATA COLLECTION PROCESS (upto 30,000 character) 
(Provide a complete description of the study procedures.

- How the data, stored specimen or medical records, will be identified.

- Who will identify data, stored specimen or medical records, to be reviewed.)

(The source records, including medical or educational records that will be used to collect data about participants. (Attach all surveys, scripts, and data collection forms.)
B9. DATA ANALYSIS (upto 20,000 characters) 
(Describe how the data will be analyzed at the final and, if any, interim analysis. Describe the data analysis plan, including any statistical procedures.  Provide a power analysis, if necessary.)

PART C: ETHICAL CONSIDERATION (describe only the responsibilities of the PI)
C1.
SIGNIFICANCE OF THE STUDY  (upto 5,000 characters) 
(Describe how this study is considered necessary, and reason why the study has to be carried out by using human subjects)
C2. BALANCE OF RISK AND BENEFIT 

C2.1 Risk of the study 
C2.1.1
List the reasonably foreseeable risks, discomforts, hazards, or inconveniences to the participants related the participants’ participation in the research including nature and degree of risks of possible injury, stress, discomforts, or invasion of privacy, and other side effects from all study procedures, drugs and devices (standard and experimental), interviews and questionnaires which may occur to the subject as a result of participating in the study.) (upto 5,000 characters)
C2.1.2
Indicate which procedures may have risks to the participants that are currently unforeseeable. (upto 3,000 characters)
C2.1.3
Describe risks to others who are not participants, e.g., risks to ethnic or cultural groups, risks to sexual partners of participants, etc. (upto 2,000 characters)
C2.2 Benefits of the study (upto 4,000 characters) 
(Describe the possible benefits of the study to both individual research participants and overall society, including the benefits to participants in this study after the project ends. Explain briefly or refer to a page number in the research proposal for further details) 

C3. DATA GOVERNANCE AND SPECIMEN MANAGEMENT

C3.1 Data Governance 
C3.1.1 Data Management (Quality assurance, Quality control) (upto 6,000 characters)

· What information will be included in that data?

· Where and how data will be stored?

· How long the data will be stored?

· Who (role on the study) will have access to the data?

· Who (role on the study) is responsible for receipt or transmission of the data?

C3.1.2 Confidentiality and Privacy 
Please indicate below how the PI will protect the privacy and confidentiality of the research participant(s) (check all that apply)
❏ Using a coding system to protect the personal information/ data of the research participants in the Clinical Record Form 
(Please specify steps that will be taken to the data confidentiality (e.g., training, authorization of access, password protection, encryption, physical controls, certificates of confidentiality, and separation of identifiers and data) during storage, use, and transmission)_____________________ (upto 2,000 characters)______________________
❏ Recording information by……………(Please specify the method you will use to record data, such as Photograph, VDO, Audio recorder, etc. and specify who has access to the information, the data retention period, and how the information will be disposed of after the storage period)_____________(upto 2,000 characters)___________________
❏ Other, please specify ________________(upto 2,000 characters)__________________
C3.1.3 Data Security / Back Up (upto 2,000 characters)
(Describe the steps that will be taken to maintain and secure the data)
C3.1.4 Data Transfer, Exchange and Migration process (upto 2,000 characters)
(How data will be transported?)
C3.1.5 Data Sharing Agreement (DSA) (upto 2,000 characters)
(Describe and/or attach data sharing plan according to the funding agency requirement)
C3.2 Specimen management

C3.2.1 Specimen management (Quality assurance, Quality control) (upto 6,000 characters)

· What information will be included in that data or associated with the specimens?

· Where and how specimens will be stored?

· How long the specimens will be stored?

· Who (role on the study) will have access to the specimens?

· Who (role on the study) is responsible for receipt or transmission of the specimens?

C3.2.2 Confidentiality and Privacy

Please indicate below how the PI will protect the privacy and confidentiality of the research participant(s) (check all that apply)
❏ Using a coding system to protect the personal information/ data of the research participants in the Clinical Record Form 

(Please specify steps that will be taken to the data confidentiality (e.g., training, authorization of access, password protection, encryption, physical controls, certificates of confidentiality, and separation of identifiers and data) during storage, use, and transmission)___________________(upto 2,000 characters)______________________
❏ Other, please specify)____________(upto 2,000 characters)___________________
C3.2.3 Retention / Destruction of specimen (upto 2,000 characters)
· If specimens will be kept after initial use, please specify the purpose for which they were stored. Provide the duration of storage, and plan for discarding the specimens after use. Always ask permission from the research participants to use their leftover specimens in writing.

· If specimens will be banked for future use, describe where the specimens will be stored, how long they will be stored, when they will be destroyed (if ever), how the specimens will be accessed, and who will have access to the specimens.

· List the data to be stored or associated with each specimen.

· Describe the procedures to release specimens, including: the process to request a release, approvals required for release, who can obtain specimens, and the data to be provided with specimens, including whether those data will be identifiable to others.

C3.2.4 Specimen transfer, Exchange and Migration process (upto 2,000 characters)
(How specimens will be transported?)
C3.2.5 Material Transfer Agreement (MTA) (upto 2,000 characters)
(Describe if biological samples shall be transferred to or received from other institutions, and please attach a copy of Material Transfer Agreement.)
PART D: APPENDIX
Appendix A:
REFERENCES (in proper format) (upto 50,000 characters) 
(Provide list of all references cited in the Submission Form using proper format, i.e. Vancouver style of referencing.)
Appendix B: SUBMISSION PACKAGE INCLUDES 

Submitted package includes the following attachment (Check all that apply)  

	
	Submitted Documents

	
	

	(
	Project checklist for funding and Project Self Assessment Form (for initial review only)

	(
	Receipt of Submission Fee

(Exempt for FTM student’s projects and projects funded by FTM Research Fund)

	(
	Full research protocol or main protocol

	(
	Thesis proposal (for student only)

	(
	Evaluation of the thesis/thematic paper proposal examination (GR33) (for student only)

	(
	Result of a revision of the thesis/thematic paper proposal examination (GR37) (for student only)

	(
	Participant Information Sheet

	(
	Informed Consent Form

	(
	Informed Assent Form

	(
	Informed Consent Form for Data Sharing/ Data and Leftover Specimen Storage from Current Study for Future Use

	(
	Case Record Form 

	(
	Questionnaire

	(
	Advertisement

	(
	Recruitment materials

	(
	Letter of permission from authorized person to use stored specimen 

	(
	Letter of permission from authorized person of the implementing institution 

	(
	Material Transfer Agreement (MTA)

	(
	Data Sharing Agreement (DSA)

	(
	Investigator’s Brochure 

	(
	Certificate of Biosafety Approval


Appendix C: COMMITMENT AND SIGNATURES

1) Commitment from PI and Co-investigators
1.1  We, the principal investigator and co-investigators listed and signed below, certify that we will adhere strictly to the information provided in the research proposal.
1.2  We will report to the Ethics Committee any changes or any serious adverse effects that may occur in this study.

1.3. We will notify research participants of any significant new findings developed during the course of the study that may affect them and influence their willingness to continue participation.

1.4. We will provide a progress report of the study annually, or as requested by the EC.

1.5  We hereby certify that we will start our study only after the certification of approval by Ethics Committee, Faculty of Tropical Medicine (FTM-EC), Mahidol University.

Signature of PI…………………………………………,  date………………………...


                         (…………………………………………)

Signature of Accountable Investigator ………………,  date………………………...
                       (…………………………………………)
Signature(s) of all Co-investigator(s)……………………………, date……………..…

                         (…………………………………………)

Signature(s) of Advisor and all Co-advisor(s) (for student)…………, date…………..





(…………………………………………) 

2) Signature of Head of Department/ Center




    …………………………………………,  date………………………..




   (…………………………………………)

3) Signature of Dean, Faculty of Tropical Medicine, Mahidol University




   …………………………………………,  date………………………..




   (…………………………………………)


4)  Signature of authorized person, and/or letter of permission from the implementing institution 





    …………………………………………,  date……………………………




    (…………………………………………)


          Position …………………………………………….

Version………… date………………(please specify)
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