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                FDA Medical Device Questionnaire
   QNET LLC  Phone 763-441-0899
   P.O. Box 527 Fax 763-441-0898
   Elk River, MN 55330 E-mail: [email protected]
   www.CE-Mark.com
   Instructions
   QNET LLC needs certain information from you in order to prepare a
   proposal for services. This form is meant to help us identify your
   needs.
   Please telephone or email if you have any questions.
   All Information provided will be treated as confidential according to
   the signed confidentiality agreement in place.
   I. General Information
   Company Name:
    
   Website address:
    
   Contact Name:
    
   Contact Title/Position
    
   Street Address:
    
   Telephone Number:
    
   Mailing Address:
    
   Fax Number :
    
   City, State, Zip/Postal Code:
    
   E-Mail:
    
   Country:
    
   EIN (Tax ID Number) or Dun & Bradstreet Number
    
   How long in business
    
   Establishment Registration Number:
    
   Full Time Employees (Approximate Number):
    
   Part Time Employees (Approximate Number):
    
   Brief Description of the activities the Company is engaged in:
    
   Does your Company currently sell any devices on the US market? Yes No
   If Yes, list device(s) Name, Class and brief description:
    
   Does Your Company hold any active 510(k)s or PMAs for products on the
   US Market?
   Yes No
   II. Device Information
   Device Name:
    __________________________________________________________________
   Common Name for this type of device:
    
   List each country where the device is currently sold and how it is
   classified there
   Country: 
   Classification: 
   Country: 
   Classification: 
   Country: 
   Classification: 
   Country: 
   Classification: 
   Country: 
   Classification: 
   Is your device sold over the internet? Yes No
   If Yes, describe what controls are in place to prevent the product
   from being shipped to a
   US address:  
   List primary indication(s) needed for the US Market:
    
   List any secondary indication(s) desired for the US Market:
    
   Do you have any idea about how your device might be classified in the
   US?
    
   Are you aware of any devices similar to yours on the US Market? Yes No
   If Yes, list device and manufacturer name:
    
   Is your device sterile? Yes No
   Is your device an In Vitro Diagnostic? Yes No
   Does your device use electrical power? Yes No
   Does your device contain software? Yes No
   Does your device contain any pharmaceutical agents? Yes No
   Does your device contain any substances of animal origin? Yes No
   Does Your device contain any substances of human origin? Yes No
   Is your device intended for use with other products? Yes No
   List any subcontractors involved with the device and the service they
   provide:
   1. Subcontractor name and address:
    
   Service provided:
    
   2. Subcontractor name and address:
    
   Service Provided:
    
   3. Subcontractor name and address:
    
   Service Provided:
    
   Device documentation language (design control, manufacturing records,
   test reports, risk analysis, etc.):
    
   III. Quality System Information
   What year did your company establish a formal quality management
   system?
    
   List any standards that your quality management system conforms to:
    
   Is your quality management system certified by a third party? Yes No
   If Yes, please list what certifications you have and who is your
   registrar:
    
   Quality management system language:
    
   IV. Other Useful Information
    
   Please provide device labeling, if available, in English along with
   the completed questionnaire.
   Email this completed form to QNET using the following procedure: Go to
   ‘FILE’, ‘SEND to’, ‘Mail Recipient (as attachment)’,
   TO:[email protected]
   3
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