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Project Title
(Thai): 
……………………………………………………………………………..……………..
 ……………………………………………………………………………..…………….
…………………………………………………………………………………….……… 

(English): 
……………………………………………………………………………………………
……………………………………………………………………………………….…..


…………………………………………………………………………………………..

Principal Investigator:        ……………………………………………………………………………………………

	No.
	Item
	Yes
	No
	N/A

	1.
	Title of the Study in Thai and English
	
	
	

	2.
	Research Proposal Version date
	
	
	

	3.
	Principal Investigator Name
	
	
	

	
	Faculty Staff 
	
	
	

	
	Student
	
	
	

	
	Other
	
	
	

	4.
	List name, affiliation and contact details of all investigators
	
	
	

	
	4.1  For Faculty staff and other
	
	
	

	
	4.2  For students
	
	
	

	5.
	Responsibility of PI
	
	
	

	6.
	Contact person
	
	
	

	7.
	Nature of the Study
	
	
	

	8.
	Number of collaborators
	
	
	

	9.
	Project summary in Thai and English
	
	
	

	10.
	Source(s) of funding/Sponsor(s) and budget
	
	
	

	11.
	Declare Conflict of Interest
	
	
	

	12.
	Background and rationale
	
	
	

	13.
	Objective(s) of the study
	
	
	

	14.
	Location of the study/Trial site
	
	
	

	15.
	Expected duration of the study 
	
	
	


	No.
	Item
	Yes
	No
	N/A

	  16.
	Research methodology 
	
	
	

	
	16.1    Describe in details of your study design, study procedures, implementation,    
monitoring, and research control
	
	
	

	
	16.1.1   A description of the trial treatment(s) and the dosage regimen of the         
 investigational product(s), and a description of the dosage form,        
 packaging, and labeling of the investigational product(s). Please 
 attach Investigator’s Brochure for consideration(if applicable)
	
	
	

	
	16.1.2   A specific statement of the primary endpoints and the secondary  

             endpoints, if any, to be measured during the trial is included
	
	
	

	
	16.1.3 The expected duration of subject participation, and a description of  
the sequence and duration of all trial periods, including follow-up,     if any
	
	
	

	
	 16.1.4   The treatment(s) to be administered, including the name(s) of all the  

              product(s), the dose(s), the dosing schedule(s), the route/mode(s) of  
 administration, and the treatment period(s), including the follow-up 
 period(s) for subjects for each investigational product treatment/trial  
 treatment group/arm of the trial
	
	
	

	
	 16.1.5   Medication(s)/treatment(s) permitted (including rescue medication)  
 and not permitted before and/or during the trial
	
	
	

	
	 16.1.6   Describe the procedures for monitoring subject compliance
	
	
	

	
	16.2   Draw a schematic diagram of study design, procedures and stages, step-by-
  step
	
	
	

	
	16.3   Data collection methodology, statistical analysis, and interim analysis
	
	
	

	
	16.4   Target population, age, and gender of the experimental and control groups
	
	
	

	
	16.5   Sample size calculation
	
	
	

	
	16.6   Reasons for using control group (if applicable)
	
	
	

	
	16.7   For a multicenter study, specify sample size at each study site
	
	
	

	
	16.8   Subject/Specimen selection criteria
	
	
	

	
	          16.8.1   Subject/specimen inclusion criteria
	
	
	

	
	          16.8.2   Subject/specimen exclusion criteria
	
	
	

	
	          16.8.3   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
	
	
	

	
	                       b)    The type and timing of the data to be collected for withdrawn  
                     subjects
	
	
	

	
	                       c)     Whether and how subjects are to be replaced
	
	
	

	
	                       d)     The follow-up for subjects withdrawn from investigational  
                     product treatment/trial treatment
	
	
	

	No.
	Item
	Yes
	No
	N/A

	
	16.9     Should the blood examination or biopsy required, specify volume, number, and frequency of sample collection(s)
	
	
	

	
	16.10   Explain briefly the methods of operation or biopsy (if applicable)
	
	
	

	
	16.11   Specify the radioisotopes and amount used in the study (if applicable)
	
	
	

	
	16.12   When using questionnaire(s) for research, please indicate interview timing and frequency. Attach a copy of questionnaire(s) for Ethics Committee’s consideration
	
	
	

	
	16.13   If biological samples shall be transferred to other institutions, please attach a   
   copy of Material transfer Agreement 
	
	
	

	17.
	Ethical considerations
	
	
	

	
	17.1     Significance of the study, and reason for using human subjects
	
	
	

	
	17.2     Benefits of the study
	
	
	

	
	17.3     Does the study involves vulnerable research participants? If yes, please   
specify and explain the special attention which will be placed to vulnerable research participants
	
	
	

	
	17.4     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.
	
	
	

	
	17.5     Informed Consent Form, Assent Form, and Participant Information Sheet
	
	
	

	
	17.6     Does the study involve biological specimen collection? If yes, also explain    
            how the investigator manages the left-over specimen
	
	
	

	
	17.7     Compensation for research participants
	
	
	

	
	17.8     Possible risks, including preventive and alleviative measures
	
	
	

	
	17.9     Clearly indicate person(s) responsible for payment for treatment of   
            complications and adverse effects
	
	
	

	
	17.10   Name(s) of responsible person(s) or doctor(s), and contact address(es) and   
            telephone number(s) for emergency use
	
	
	

	
	17.11   In the case of 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
	
	
	

	
	17.12   Describe the system for assuring confidentiality and the privacy of the    
   research participant
	
	
	

	18.
	Appendix 
	
	
	

	
	18.1     References (in proper format)
	
	
	

	
	18.2     Commitment and Signatures
	
	
	

	
	            18.2.1   Commitment from PI and Co-investigators
	
	
	

	
	            18.2.2   Signature of authorized person, or letter of permission from the             
            implementing institution
	
	
	

	
	            18.2.3   Signature of Department Head, or Thesis Advisor who approves   
                         conduct of the study
	
	
	


	No.
	Item
	Yes
	No
	N/A

	19.
	Submission package includes 
	
	
	

	
	19.1   1 copy of cover letter from Principal Investigator’s Department or Unit
	
	
	

	
	19.2   1 copy of Receipt of Submission Fee (exempt for FTM student’s    
          projects and projects funded by FTM Research Fund)
	
	
	

	
	19.3    12 copies of  Research Proposal Submission Form (FTM ECF-019-  RR) (one original copy + the rest of photocopies)
	
	
	

	
	19.4    1 copy of Research Proposal Submission Checklist for Principal Investigator (FTM ECF-006-RR)
	
	
	

	
	19.5    3 copies of  Full protocol or main protocol 
	
	
	

	
	19.6   3 copies of Thesis proposal (for student only)
	
	
	

	
	19.7   1 copy of Evaluation of the thesis/thematic paper proposal examination Form (GR33) or Result of a revision of the thesis/thematic paper proposal examination Form (GR37) (for student only)
	
	
	

	
	19.8   12 copies of Informed Consent Form, Informed Assent Form, and Participant      
           Information Sheet (if applicable)
	
	
	

	
	19.9    12 copies of Case Record Form    (if applicable)
	
	
	

	
	19.10  12 copies of Questionnaire, Advertisement, Recruitment materials   
   (if applicable)
	
	
	

	
	19.11  12 copies of Letter of permission from authorized person to use stored           
           specimen) for study using stored specimens) (one original copy + the rest       
           of photocopies)
	
	
	

	
	19.12  12 copies of Letter of permission from authorized person of the implementing institution (if the study is to be conducted outside FTM)
(one original copy + the rest of photocopies)
	
	
	

	
	19.13  12 copies of Material Transfer Agreement (if applicable)
	
	
	

	
	19.14  1 copy of Investigator’s Brochure   (if applicable) 
	
	
	

	
	19.15  1 copy of Curriculum vitae of all investigators/ or Thesis Committee  
  Members
	
	
	

	
	19.16  1 copy of Certificate of GCP Training, or Human and Subject Protection Training of PI and all Co-PI  
	
	
	

	
	19.17  1 copy of CD or diskette of all documents above
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