




SECTION 4. INDICATIONS FOR USE STATEMENT

510(k) Number (if known):  _________________  

Device Name: EndoVac® Apical Negative Pressure Irrigation System

Indications for Use: 

The EndoVac® system is intended for the delivery and evacuation of endodontic irrigation 
solutions during root canal procedures. 

Prescription Use X      AND/OR                   Over-The-Counter Use       
            (Part 21 CFR 801 Subpart D)     (21 CFR 801 Subpart C)   

(PLEASE DO NOT WRITE BELOW THIS LINE—CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE) 

AND/OR      AND/OR      
            (Part 21 CFR 801 Subpart D)     (21 CFR 801 Subpart C)               (Part 21 CFR 801 Subpart D)     (21 CFR 801 Subpart C)   

(PLEASE DO NOT WRITE BELOW THIS LINE(PLEASE DO NOT WRITE BELOW THIS LINE

Concurrence of CDRH, Office of Device Evaluation (ODE) Concurrence of CDRH, Office of Device Evaluation (ODE) 

tem is intended for the delivery and evacuation of endodontictem is intended for the delivery and evacuation of endodontic
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SECTION 5.  510(k) SUMMARY 
 

 
EndoVac® Apical Negative Pressure Irrigation System 

 
 
1.   Submitter Information: 
  Sybron Dental Specialties 
  1717 W. Collins Ave. 
  Orange CA, 92687 
 
  Contact Person:  Courtney Clark 
  Telephone Number: 714-516-7426 
  Fax Number:  714-516-7472 
  Date Prepared:  17 March 2014 
 
2. Device Name:  

 Proprietary Name:  EndoVac® Negative Pressure Irrigation System 
 Classification Name:             Handpiece, air-powered, root canal irrigation 
 Regulation Description: Dental handpiece and accessories 
 CFR Number:  872.4200 
 Device Class:  Class I reserved 
 Product Code:  NYL 

 
3. Predicate Device: 

 EndoVac® Apical Negative Pressure Irrigation System is substantially equivalent to the 
legally marketed device RinsEndo, manufactured by Air Techniques, K052271 cleared 
on May 26, 2006, product code NYL. 

 
4. Description of Device: 

The EndoVac® System is intended for the delivery and evacuation of endodontic 
irrigation solutions during root canal procedures. EndoVac® Apical Negative Pressure 
Irrigation System is used in root canal therapy and is comprised of four main 
components. The Multi-Port Adapter is used to connect the Master Delivery Tip to the 
dental office Hi-Vac system. The Master Delivery Tip provides a constant flow of 
irrigant that lowers the risk of overflow due to continuous suction. Additional tips include 
the MacroCannula which is used to remove coarse debris after instrumentation, and the 
MicroCannula which features microscopic evacuation holes allowing the irrigant to flow 
to the apical termination.  
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5. Statement of Intended Use: 
 The EndoVac® System is intended for the delivery and evacuation of endodontic 

irrigation solutions during root canal procedures.  
 
6. Description of Safety and Substantial Equivalence: 
 Technological Characteristics 
 The EndoVac® System is intended for the delivery and evacuation of endodontic 

irrigation solutions during root canal procedures.  EndoVac® Apical Negative Pressure 
Irrigation System presents a method to effectively irrigate during root canal treatments. 
Unlike positive pressure systems which use a cannula or side-port needles to deliver 
irrigants to the canal, the EndoVac® is a negative pressure system that draws fluid 
apically by way of vacuum suction. Because the system utilizes negative pressure 
irrigation, irrigants are suctioned from the pulp chamber, apically, to the apical 
termination and then away into the office Hi-Vac system. The EndoVac® Apical 
Negative Pressure Irrigation System is comprised of a Multi-Port Adapter which attaches 
to the dental Hi-Vac system, the Master Delivery Tip which allows for simultaneous 
irrigation and evacuation, the MacroCannula which removes coarse debris left in the 
canal from instrumentation, and the MicroCannula which removes microscopic debris at 
the apical 1 mm via 12 microscopic, laser-drilled holes, each 100 µm in diameter. Other 
accessories include handpiece and finger-piece attachments, evacuation tubing and 
syringes.  

 
EndoVac® Apical Negative Pressure Irrigation System is substantially equivalent to the 
legally marketed RinsEndo dental handpiece manufactured by Airtechniques, Inc. 
(K052271). The RinsEndo uses a turbine driven dental handpiece to provide 
hydrodynamic rinsing and flushing of root canals, but has the same intended use as the 
proposed EndoVac® Apical Negative Pressure Irrigation System. A comparison of the 
proposed and predicate devices is provided in Table 1.  

 
 
Table 1: Comparison of Proposed and Predicate Devices 
 
Device Name Proposed EndoVac® System Predicate RinsEndo (K052271) 
FDA Product 
Code 

NYL; Handpiece, air-powered, 
root canal irrigation 

NYL; Handpiece, air-powered, 
root canal irrigation 

Classification Class I reserved Class I reserved 
Manufacturer SybronEndo 

1332 South Lone Hill Avenue 
Glendora CA, 91740 

Air Techniques, Incorporated 
70 Cantiague Rock Road 

Hicksville, New York 11801 
Method of 
aspiration 

Suction through tubing attached 
to dental office Hi-Vac 

Air-driven piston that creates 
flushing action for rinsing root 
canals; attached to dental office 

Hi-Vac 
Attached to dental 
handpiece 

No Yes 
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Indications for use The EndoVac® system is 
intended for the delivery and 

evacuation of endodontic 
irrigation solutions during root 

canal procedures. 

The RinsEndo is used for root 
canal irrigation/disinfection. 

Single use 
disposable cannula 
(tips) 

Yes Yes 

Biocompatibility Complies with ISO 10993 
standards 

Complies with ISO 10993 
standards 

Sterilization Autoclavable Master Delivery 
Tip, Multi-Port Adapter, 

Handpiece and Finger-Piece 

Autoclavable handpiece 
 

 
Non-Clinical Performance Data. 
The performance of  EndoVac® Apical Negative Pressure Irrigation System has been 
verified utilizing the following standards: 

 ISO 10993-1 Biological Evaluation of Medical Devices - Evaluation and Testing 
 ISO 10993-5:2009 Biological evaluation of medical devices -- Tests for in vitro 

cytotoxicity 
 ISO 10993-10 Biological evaluation of medical devices -- Tests for irritation and 

skin sensitization 
 AAMI TIR 12: 2010 Designing, Testing and Labeling Reusable Medical Devices 

for Reprocessing in Health Care Facilities: A Guide for Manufacturers 
 ANSI/AAMI ST:79:2010 Comprehensive guide to steam sterilization and sterility 

assurance in health care facilities 
 AAMI TIR 39:2009 Guidance on selecting microbial challenge and inoculation 

sites for sterilization validation of medical devices 
 ISO 17665-1:2006 Sterilization of health care products – Moist Heat – Part 1: 

Requirements for the development, validation and routine control of a sterilization 
process for medical devices 

 Internal method for autoclave life testing of reusable products 
 
Clinical Performance Data.  
SybronEndo has not performed human clinical evaluations for EndoVac® Apical 
Negative Pressure Irrigation System. A summary of published literature has been 
included in order to support the safety and efficacy of the device. 
 
Conclusion as to Substantial Equivalence 
The similarities in design, function, safety and intended use of EndoVac® Apical 
Negative Pressure Irrigation System with the legally marketed device RinsEndo dental 
handpiece (K052271) provide evidence that these devices are substantially equivalent. 
The data provided in this submission support the substantial equivalence of the 
EndoVac® Apical Negative Pressure Irrigation System to the predicate, RinsEndo dental 
handpiece (K052271). 
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