

Questionnaire/Application 
Provide information about your device: (Copy this page and complete for EACH device to be listed)
Device Manufactured By:
Legal Name of Company:  


Street Address:     

City:  

State/Province/Region:  

Postal Code:  

Country:  

Telephone
   Fax:  

E-mail:
   Website URL:  

FDA Owner/Operator Number:
   FDA Registration Number:

(Leave blank if you were NOT previously registered)
(Leave blank if you were NOT previously registered)
Device Information:
1. List the common (usual) name of the device:  (For example: Sterile Irrigating Non-Dental Syringe or Adhesive Tape and
Bandages, Manual Toothbrush, etc.)

2. What is the intended use of your device:
3. Have you previously submitted a 510(k) submission to FDA:
    No
Yes, the 510(k) number is:  

4. Please provide the name, telephone number, and email address of the individual who will be the chief technical officer for this project:  (The chief technical officer must be an employee or consultant who possesses sufficient expertise to provide complete and accurate technical information concerning the device)
Name of Chief Technical Officer/Consultant:   

Telephone:  
   E-mail:  

5. A 510(k) Premarket Notification is a submission to FDA demonstrating that the device to be marketed is safe and effective by proving substantial equivalence to a legally marketed device in the U.S. that previously received 510(k) clearance.  The previously cleared device is known as a "predicate device." If possible, provide your predicate device and its 510(k) number:
Predicate Device: ___________________Predicate Device 510(k) number:  

6. Do you have a label for this product:
No
     Yes, (please fax or email an image of your label when submitting this form)
7. Have you conducted performance studies and possess substantial documentation on this product?  If so, please list the type of studies conducted: (For example: bench, animal, clinical, shelf life testing, etc.) 

            The performance test 、The durability test、substantial equivalence
8. This form was completed by:    
   Date:  

(Please print your name)
