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Behavioral Sciences, Social Sciences, and Humanities



	Review Type:  Exemption or    Expedited Review     Full board (for the committee)



Please fill in this form and provide the necessary documents that apply. 

	Part 1 : Protocol Identification

	Protocol Code____________________________________________

	1.1
	Protocol title (Thai)



	1.2
	Protocol title (English)



	1.3
	Sponsor/Source of Research funding
1) ( No

2) ( Yes

  - Type of research support   

 ( Research funding    ( Tools / Equipment / Biological / Other
         - Funding source/sponsor

(   Government ……………………………………………………   (   Foreign Organization/ NGO ……………………

(   Private …………………………………………………...   (   Others......……………....……………

	1.4
	Sponsor contact phone/fax (Thailand) 
Tel.……………………………………….    
E-mail………………………..…………………………………………………………….

	1.5
	Research project type
  ( Thesis / Dissertation              ( Research

	Part 2: Investigator's profile Fill in all researcher’s names (if any)

	2.1
	Name of Advisors (English). ……………………………………………………………………………………………
Name of Principal Investigator (English) …………………………………………………………………………
Name of Co-Researcher # 1 (English) ........................................................................................


	2.2
	Degree / Specialty 


	2.3
	Institutional Affiliation


	2.4
	Investigator contact phone/fax (Thailand) 
Tel ……………………………………………………………..   e-mail ………………………………………………………….

	2.5
	How many other research projects are still open under your responsibility? …………………….

	2.6
	How many co-investigators and research staff do you have for this project? …………………….

	Part 3: Research Protocol

	3.1
	Research Design (Multiple Choice)

	
	( Qualitative                                           

     ( Phenomenology Research                              ( Grounded Theory Research                     

     ( Biographical Research                                    ( Case Study Research                                       
     ( Ethnography/ Anthropological Research            

( Other …………………………………………………

	
	( Quantitative                 

     ( Descriptive Research                                       ( Correlation Research

     ( Quasi-Experimental and Experimental Research  ( Systematic Review   

     (   Survey                                                         ( Other …………………………………………………                 

	
	( Action Research/ Participatory Action Research

	
	( Other …………………………………………………

	3.2
	Methods involved the following (Multiple Choice)

	
	(
	Questionnaire                                                (
interview

	
	(
	In-depth interview                                          (
Focus Group

	
	(
	Observation                                                   (
Other (specify)…………………………………

	3.3
	Expected duration of the project......….…...…months (Start until end of project)
* If the research takes more than 1 year, the researcher must renew the accreditation 30 days before the accreditation document received expires. Except for the exemption 

	3.4
	Investigation site

	
	(
	Single (please describe) …………………...................................................

................................................................................................................................................................

	
	(
	National multi-site/multi-center (please describe)…………………...................................................
................................................................................................................................................................

	
	(
	International multi-site/multi-center (please describe) City in southwestern China (Kunming)


	3.5
	Has this protocol been reviewed by another ethics committee prior to this submission?        
( Yes          No

	Part 4: Subjects and Recruitment

	
	(  No data obtained directly from human            (If no, please pass through part 5)
(  Data obtained directly from human             (Please fill in all relevant checklist)

	4.1
	Are the volunteers in your research project in a vulnerable group?     
( No              
( Yes Does this protocol include the following subjects? (Multiple Choice)

	
	
	( Neonates/infants/children, aged <18

	
	
	( Pregnant women

	
	
	( Elderly

	
	
	( Cancer or terminally ill subjects

	
	
	( HIV/AIDS patients

	
	
	( Mentally ill subjects / Dementia patients

	
	
	( Disabled person

	
	
	( Beggar

	
	
	( Foreign workers

	
	
	( Drug addict

	
	
	( Prisoners

	
	
	( Prostitute

	
	
	( Institutionalized e.g., orphanage 

	
	
	( Illiterate subjects or Minorities e.g., hill tribes

	
	
	( Subordinate e.g., students, employees, soldiers

	
	
	( Other, specify…………….…………………………………………………………………………………

	4.2
	Methods used to recruit subjects

	
	(
	Personal contact in the community

	
	(
	Contact via telephone or post

	
	(
	Advertising e.g., posters, flyers, mass media (website included)

	
	(
	Other ……………………………………………………………………

	4.3
	Was the consent of the volunteers requested?
(  No informed consent applied   
(  Informed consent applied

	4.4

	The person who obtained informed consent
(   Principal/Co-Investigators
(   Research staff
(Other, specify: ………………………………………………………………………………………..

	4.5
	Time when informed consent was obtained

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

	4.6
	Place where informed consent was obtained

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

	4.7
	Expected number of subjects …………………………………………………

	4.8
	Subject payment/incentives
(  No   (  Yes (Other, specify) ...................................................................

	4.9
	Compensation for injury / lost
(   No   (  Yes (Other, specify) ...................................................................

	4.10
	Methods for recording personal data of research participants
(  No personal data of research participants was recorded.
( Use the code instead of the name and personal information of the research participant.
( Data is recorded as 
              ( Electronic file (USB, or CD)            
              ( Photo/ Still Image
              ( Video/animation                                      
              ( Record sound
( Other, specify ......................................................................................................

	4.11
	Practical methods used in research to protect the confidentiality of subjects or the community.
( No personal data of research participants was recorded.
( Use the code instead of the name and personal information of the research participant.
( Store information in a safe place which other persons cannot access the information
( Other, specify ......................................................................................................

	Part 5 : Application Document( just one copy) Please mark ( in the checklist box ( of the application form below  

	
	Application Form
	
	For Staff
	Note

	5.1*
	Submission form: AF 01-03_2 

(Behavioral Sciences, Social Sciences, and Humanities) 
	(
	
	

	5.2*
	Full Protocol (English or Thai)
	(
	
	

	5.3*
	 Thesis proposal approval document       
	(
	
	Only in the case of students

	5.4*
	Principal Investigator’s CV
	(
	
	

	5.5*
	Documents or materials used in volunteer recruiting methods, such as Public relations through various media or other relevant information documents.
	(
	
	

	5.6*
	Information sheet for research participant (AF04-04) 
	(
	
	

	5.7*
	Informed Consent Form (AF05-04/AF06-04)
	(
	
	

	5.8*
	Questionnaire/Interview form/CRF
	(
	
	

	5.9*
	Self-Assessment Form for PI
	(
	
	

	5.10*
	Training certificate: research ethics, GCP, and other related 
If in Clinical trails, PI must have GCP Training certificate
	(
	
	

	5.11*
	Conflict of interest and funding form 
	(
	
	

	5.12*
	Letter requesting permission to collect data
	(
	
	

	5.13*
	Letter of acceptance letter for data collection
	(
	
	

	5.14*
	IRB Checklist
	(
	
	

	5.15
	Certificate of Free Sale in the country of manufacture (Certificate of Free Sale). In the case of using products imported from abroad, confirmation documents from the manufacturer (if any) are required.
	(
	
	

	5.16
	Researcher's Manual (Investigator brochure) (If you have a research team, a research manual is required)
	(
	
	

	5.17
	Budget (if any)
	(
	
	

	5.18
	Certificate of review from other RECs (if any)
	
	
	

	5.19
	(CD Rom, Thumb Drive, Flash Drive)
	
	
	

	5.20
	Others, specify...................................................................................
	(
	
	


The * sign indicates that it is necessary
Note: For some research projects, the researcher may be required to submit other documents.
……………………..................…………………………………………………………………………………………………………………………

Contract Terms
1. I and the researcher team signed in this document will be conducted the research in accordance with the research approved by the Human Research Ethics Committee of Dhurakij 
Pundit University. I and the research team have obtained the informed consent of the research subjects in accordance with the ethical guidelines for human research. as specified in the research project proposal form the dignity, rights, and welfare of the research participants will be respected.
2. If there is necessary to amend the research proposal, I will inform the Human Research Ethics Committee to ask for approval before starting the operation. If the adjustment of the research affects the participants, I will inform the modification and obtain the informed consent of participants in the research.
3. I will report any adverse or unpredictable events during the study, according to the rules of the Human Research Ethics Committee within the prescribed period. And I will correct any adverse events that occur during the research. 
4. I and the research team have full potential and understand the research procedures in all phases and has the capacity to resolve problems or adverse events that may occur during the research to ensure the safety and well-being of research participants.
5. After finishing the research, I will summarize the operation and report the closure of the project. If the research takes more than 1 year, I will report the progress of the research, and apply for re-approval of the research project before the accreditation documents expired. 
I hereby certify that the above statements are true, and I clearly understand the meaning in all respects.
	Researcher Signature ……………........................…...….................................
                               (……………………………………………………………………………)
                             Date ..............................................................................
This research project has already been approved by the Advisor / Agency
Signature.......................................................................
         (…………………………………………………………)
Supervisor/ Dean/ Director/....................................................
                                                              Date .............................................................



Please select the Certificate issuing type (Only 1 type)   
( Thai version                      ( English version
[image: image1.jpg]---------------------------------------------------------------------------------------------------------------------------------------
For researcher
	Proposal No....................../....................
Please refer to the number above when contacting to Dhurakij Pundit University Human Research Ethics Committee (DPUHREC). 
Tel.  02 9547300 Ext: 128, 632  Email: dpuhrec@dpu.ac.th 




- If there is necessary to amend the research proposal, the researcher must inform the Ethics committee for approval before starting the operation. If the adjustment of the research affects the participants, the researcher must inform the modification and obtain the informed consent of participants in the research every time.





- The researcher must inform the adverse events/ unpredictable events that occur during the research, according to the rules of the Human Research Ethics Committee within the prescribed period and correct any adverse events that occur during the research.   





- If the research takes more than 1 year, the researcher must apply for re-approval the research project 30 days before the accreditation documents expired. Except the exemption. 





- After finishing, the research must summarize the operation and report the closure of 


the project.
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