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    Faculty of Associated Medical Sciences, Chiang Mai University
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  Submission Form for Full Board Review of Research Involving Human
         Faculty of Associated Medical Sciences, Chiang Mai University

 Part 1. General Information
	1. Protocol Title
     


	2. Name of Principal investigator
     
	Academic Title

     
	Workplace Tel.
     
E-mail address

     

	
	Dept, Faculty, 
     
	

	3. Advisor #

	Dept, Faculty, 
     
	Workplace Tel.
     
E-mail address

     

	4. Is this a post – graduate research study?


  No  Yes      

	If yes, is this a thesis/research for
  Bachelor’s


  Master’s

       Ph.D. (Date proposal approved)


	5. Study Summary (Objectives, design, methodology, data analysis)  
     

	6. Program/Research Proposal Period       Year(s)       Month(s)

	

	7. Funding source and budget approval 
     

	8. Is this a multi-site study        No
    Yes (fill in below)             

	Institute
	Approval
	A = Submitted, approval pending 

B = Approved (attach certificate of approval) 

C = Approval delayed due to insufficient information

D = Approval denied



	     
	DCBA
	

	     
	DCBA
	

	     
	DCBA
	

	     
	DCBA
	

	     
	DCBA
	

	     
	DCBA
	

	9. Do all co-investigators have signed the protocol? 


   Some     All (please attach document)

   In case, not all co-investigator have signed the protocol, please give the reason ..     


Part 2. Ethical Issues
	10. Study subjects will be:

       Healthy (Number=)

       Patient  (Number=)

       Other…
	Age range(

Gender
  Male only     Female only  
                   Male and female  

	
	Participant recruitment process
     

	
	Specify disease:  
     

	11. Does study include blood draws?


             No   Yes          
	If yes, specify time of draw, volume of blood to be collected, total number of draws and the reasons blood draw will be necessary      


	12. Does this study include vulnerable groups as research participants?
           No  Yes            
(e.g., children and minors, prisoners or detainees, pregnant women, fetuses, mentally incapacitated or schizophrenic patients, terminally ill patients, residents of welfare institutions)
	If yes, please provide justification and measures for special protection to minimize risks

     
In the case that the research participant resides in a welfare institution, please specify the name of the institution:      


	13. Is there a patient information sheet in this study? 
        Request waiver/alteration of informed     consent)  Yes               
      
	If requesting an exemption, specify why …     


	14.  Informed consent process
       Request waiver/alteration of informed consent) specify why……  Obtain written consent

	Is there a modification of informed consent?
         No  Yes                       

	
	Is there broad consent for the collection of biospecimens/data for future research use 

           N/A  No             Yes                  

	15. Please specify the potential risks and discomforts that subjects might incur as a direct result of participation in this study


	16. Please specify the procedures that will be implemented to limit or safeguard against the above-mentioned risks


	17.  If there is an incident of a research-related injury to participants, will sponsor and/or investigators provide medical care and compensation for the damage that cannot be recovered? 

        Provided by the sponsor as document attached 

        Not provided by the sponsor, but investigators will provide medical care as stated in the informed consent form 

        No treatment or compensation will be provided

	18. If this is a clinical trial, do you have any Data and Safety Monitoring Board (DSMB)?

  None  No, but development in process     Yes, provided by the sponsor  

	19. Do all study staff acknowledge and agree to conduct themselves according to the regulations governing human subjects research protection, such as Medical Council (no.5) 2001 sub-section 6 for human subject protection and patient rights, the declaration of Helsinki (revised 2008), and Faculty of Associated Medical Sciences regulations and guidelines for researchers
         Not sure  Some acknowledge and agree       All acknowledge and agree           

	20. Do the principle investigator(s) have any formal human subjects protection training?
        Ethical issues in human subjects protection  GCP (Good Clinical Practice)     
       
      (Please attach a certificate of training along with this form)
	Certificate of training (please attach)
Date issued ..... 
Date expired .. 

	21. Does this study have any effect on Thai or other local religion, tradition, culture, procedures that will or beliefs?

  No  Yes          
	21 a. If yes, describe the possible effects


	
	21 b. Describe the procedures that will be implemented to reduce or prevent these effects


	22. How would you keep participants’ information?  
        Hard copy   
        Keep files in computer
             Other..
	22 a. What is your system to keep the participants’ information safely from accessing by others?
     

	
	22 b.How long will you keep the participants’ information? 


	23. Will you publish the photograph of participants in publication?

    No
 Yes 
         
	23 a. If Yes: Would you cover the part of the body that can lead to participant’s identity?

       No: Please provide reasons …  Yes       

	
	23 b. Will you ask for informed consent if you need to publish the photographs of participants?
 Yes  (please provide evidence or document)   
 No : Please provide reasons .. 


Part 3. Study drug (clinical trial) 
	24. Does this study involve dispensing drugs to subjects?
      No
  Yes            
	24 a. If the drug(s) have Thai FDA Approval, specify  …
Document provided …     

	
	24 b. For drugs without FDA approval, please specify …
Generic Name …
Trade Name …
Country of Manufacture …         

	
	24 c. For drugs without FDA approval, please specify other countries where this study drug has been investigated and dispensed: ….     

	25. Does this study include 

  placebo?
     No  Yes            

	If Yes, reasons for placebo use is
  Absence of existing proven therapy.

  Proven therapy exists but its efficacy is uncertain

  Proven therapy exists but it produces serious adverse events to participants or participants can hardly tolerate side effects

  There is a significant placebo effect

  A study involves a minor condition and the patients who receive placebo will not be subject to any additional risk of serious or irreversible harm

  There are compelling and scientifically sound methodological reasons that its use is necessary to determine the efficacy or safety of a prophylactic, diagnostic or therapeutic method.

 Additional explanation for above reason …


Part 4. Genetics 
	26.Does this study related to? 
  storage specimens
  Long-term storage of genetic materials

  pharmacokinetics
  not related from above

	Specify the sample storage location, analyst, and person who responsible for the sample .. 



Part 5. Intellectual property rights and other issues 
	27.Are biological samples sent abroad?
           No  Yes          


	If yes, does the principal investigator have a Material Transfer Agreement (MTA)?
  No
If not, please specify the reason: ...   Yes  

	28. Conflict of Interest Related in this study:                  No
  Yes        
If yes, please specify:

  Is the owner of the product used in this study

  Has shares or returns in the company manufacturing the tools or substances used in this study

  Is a consultant for the company manufacturing the tools or substances used in this study

  Receives compensation for conducting research from the company manufacturing the substances used in this study

  Others (please specify): .... 

	29. We confirm that all information provided in this document is true and correct to the best of our knowledge. All investigators clearly understand all information relevant to this proposal and the full research protocol, and have attached the full research proposal/protocol and other relevant documents as noted above. We (I and the research team) will conduct this study in strict accordance to all ethical guidelines and regulations governing human subjects research

(Sign)



(     )


Principal investigator


   
Date      

(Sign) All Co-investigator(

(     )
(     )

(     )
(     )

(     )
(     )

(     )
(     )


	For authorized Person only

	
Reviewed by the Ethics Committee



Meeting No.: ........................................................... Date: ....................................................... 

Signature:........................................................



# In case the study is for student’s degree/training)


( Please specify age range, e.g., 3 months to 2 years, or 20 years and above, etc.


( Signature not necessary if they appear in the research proposal or if the study is multi-centered 
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