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Independent Consultant Name

	Elements
	Is Element Addressed?
	Comments

	
	Yes
	No
	N/A
	

	A.  Name of device.  Are the common or established name and trade name of the device provided? 
	
	
	
	

	 B.  Intended use.  Does the PI describe the intended use of the medical device for this study?  
	
	
	
	

	C.  Does the PI provide the following information about the medical device? 
	
	
	
	

	    1.  Category of the device according to Thai FDA
	
	
	
	

	    2.  Device manufacturer or distributor (source)
	
	
	
	

	    3.  Important device components, ingredients, properties and principle of operation
	
	
	
	

	    4.  Treatment schedule or regimen
	
	
	
	

	    5.  Operator’s manual
	
	
	
	

	    6.  Modifications to an approved device
	
	
	
	

	    7.  Whether the protocol involves a new intended use for the device
	
	
	
	

	  D.  Does the sponsor’s risk decision statement declare the device as nonsignificant risk, or significant risk?
	
	
	
	

	E. Does the REC concur or nonconcur with the sponsor’s 

determination of risk?  .
	
	
	
	

	 F.  Assurance that the study data will be retained for 2 years after the date that the investigation is terminated.
	
	
	
	

	G.  Does the PI provide summaries of prior laboratory, animal and clinical testing including:
	
	
	
	

	     1.  Summary of published information.
	
	
	
	

	     2.  Bibliography of publications relevant to the evaluation of the safety and/or effectiveness of the device.
	
	
	
	

	     3.  Summary of unpublished information relevant to the evaluation of the safety and/or effectiveness of the device.
	
	
	
	


*Thai FDA: 

1. Medical device that is required granting of licence, the sponsor/researcher must present    

    licence granted by S-G of the FDA to REC.

2. Medical device that is required submission of product characteristics or particulars to FDA, 

     the sponsor must present such document to REC.

3. General medical devices required only the Certificate of Free Sale approved by Thai 

    Ambassader.

Recommendation:


[  ] Approval 


[  ] Modification required 


[  ] Resubmission

[  ] Disapproval

Reason(s) for resubmiission : ________________________________________________________________

____________________________________________________________________________________
    

Reason(s) for disapproval :______________________________________________________________

____________________________________________________________________________________
…………………………………. Reviewer 

(………………………………….)

…………………………………..dd/mm/yy
Form version 04.0
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