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510(k) Number (if known)
K173198

Device Name
Facet Screw Fixation System

Indications for Use (Describe)
The Facet Screw Fixation System is intended to stabilize the spine as an aid to fusion through bilateral immobilization of 
facet joints. The Facet Screw Fixation System is indicated for posterior surgical treatment with or without bone graft at 
single or multiple levels from C2 to S1 (inclusive). For transfacet fixation, the screws are inserted posteriorly through the 
superior side of the facet, across the facet joint, and into the pedicle. For translaminar facet fixation, the screws are 
inserted posteriorly through the lateral aspect of the spinous process, through the lamina, through the superior side of the 
facet, across the facet joint, and into the pedicle. The Facet Screw Fixation System is indicated for treatment for any or all 
of the following: 

Spondylolisthesis
Spondylolysis
Pseudoarthrosis or failed previous fusions which are symptomatic 
Degenerative Disc Disease (DDD) as defined by back pain of discogenic origin with degeneration of the disk confirmed 
by history and radiographic studies and/or degenerative disease of the facets with instability 
Trauma including spinal fractures and/or dislocations 

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”



Facet Screw Fixation System 

510(k) Summary 

Manufacturer: U & I Corporation 
20, Sandan-ro 76beon-gil(Rd), Uijeongbu-si, Gyeonggi-do, 
11781, Korea, 

Sponsor: U & I Corporation 
20, Sandan-ro 76beon-gil(Rd), Uijeongbu-si, Gyeonggi-do, 
11781, Korea, 

Sponsor Contact:    Yeon-Jung Choi, Regulatory Affairs Specialist 
+82 31 860 6838 
yjchoi@youic.com 

Date Prepared: December 26, 2017 

Device Name: Trade Name: Facet Screw Fixation System 

Classification Name:    Unclassified 

Common Name: System, Facet Screw Spinal Device 

Product Code: MRW 

Predicate Devices: NuVasiveTM TriadTM Facet Screw System (K020411) [Primary] 
Resolute Facet Screw System (K121551) 
DISCOVERY Facet Screw Fixation System(K012773) 

Description of Device: 

The Facet Screw Fixation System is manufactured by U&I Corporation. The Facet 
Screw Fixation System is a set of screws used for translaminar or transfacet fixation 
in the spine as an adjunct for fusion. The Facet Screw Fixation System consists of 
screws and washer. The screws are provided in two diameters and each diameter 
screw is provided in multiple lengths to accommodate the various anatomy of the 
spine. The washer is provided to help compression for bone fusion. The screw is 
cannulated to aid in placement via K-WIRE. All implant components are made of 
titanium alloy in accordance with ASTM F 136. The Facet Screw Fixation System is 
intended to provide immobilization and stabilization of the facet articular process to 
support fusion with minimal invasion. 
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Facet Screw Fixation System 

Indications For Use: 
The Facet Screw Fixation System is intended to stabilize the spine as an aid to 
fusion through bilateral immobilization of facet joints. The Facet Screw System is 
indicated for posterior surgical treatment with or without bone graft at single or 
multiple levels from C2 to S1 (inclusive). For transfacet fixation, the screws are 
inserted posteriorly through the superior side of the facet, across the facet joint, and 
into the pedicle. For translaminar facet fixation, the screws are inserted posteriorly 
through the lateral aspect of the spinous process, through the lamina, through the 
superior side of the facet, across the facet joint, and into the pedicle. The Facet 
Screw Fixation System is indicated for treatment for any or all of the following: 

 Spondylolisthesis
 Spondylolysis
 Pseudoarthrosis or failed previous fusions which are symptomatic
 Degenerative Disk Disease (DDD) as defined by back pain of discogenic

origin with degeneration of disk confirmed by history and radiographic studies
and/or degenerative disease of the facets with instability

 Trauma including spinal fractures and/or dislocations.

Substantial Equivalence: 
Facet Screw Fixation System is substantially equivalent to Resolute Facet Screw 
System (K121551), NuVasiveTM TriadTM  Facet Screw System (K020411) and 
DISCOVERY Facet Screw Fixation System (K012773) in design, material, 
mechanical performance, function and intended use. The primary predicate device is 
the NuVasiveTM TriadTM Facet Screw System, and the others are additional predicate 
devices. 

The  mechanical  performance  of  the  Facet  Screw  Fixation  System 
demonstrated substantial equivalence to predicate devices. 

1. Comparison Technological Characteristics

The  predicate  and  proposed  devices  have  the  similar  intended  use  and  basic 
fundamental scientific technology and share the following similarities; 

 The similar indications for use
 Similar design features
 Incorporate the same materials
 The equivalent mechanical performance
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Facet Screw Fixation System 

2. Performance Testing

The Facet Screw Fixation System was tested in a non clinical setting (bench testing) 
to assess that to no new safety and efficiency issues were raised with this device. 
Performance testing verifies performance of the Facet Screw Fixation System is 
substantially equivalent to predicate devices. 

The following tests were performed: 
(1) Static torsion test according to ASTM F543-13 
(2) Driving torque test according to ASTM F543-13 
(3) Static pullout test according to ASTM F543-13 
(4) Static bending test according to ASTM F2193-14 
(5) Dynamic bending test according to ASTM F2193-14 

3. Conclusion

The data and information provided in this submission support the conclusion that the 
Facet Screw Fixation System is substantially equivalent to predicate devices with 
respect to indications for use and technological characteristics. 
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