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Dear Janie Mandrusov:

We have reviewed your Section 510(k) premarket notification of intent to market the device referenced 
above and have determined the device is substantially equivalent (for the indications for use stated in the 
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance 
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 
premarket approval application (PMA). You may, therefore, market the device, subject to the general 
controls provisions of the Act. Although this letter refers to your product as a device, please be aware that 
some cleared products may instead be combination products. The 510(k) Premarket Notification Database 
located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination 
product submissions. The general controls provisions of the Act include requirements for annual registration, 
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. Please note:  CDRH does not evaluate information related to contract liability warranties. We 
remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 
subject to additional controls. Existing major regulations affecting your device can be found in the Code of 
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 
concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA 
has made a determination that your device complies with other requirements of the Act or any Federal 
statutes and regulations administered by other Federal agencies. You must comply with all the Act's 
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 
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801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for 
devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see 
https://www.fda.gov/CombinationProducts/GuidanceRegulatoryInformation/ucm597488.htm); good 
manufacturing practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820) 
for devices or current good manufacturing practices (21 CFR 4, Subpart A) for combination products; and, if 
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-
1050.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 
803), please go to http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm.

For comprehensive regulatory information about medical devices and radiation-emitting products, including 
information about labeling regulations, please see Device Advice 
(https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/) and CDRH Learn 
(http://www.fda.gov/Training/CDRHLearn). Additionally, you may contact the Division of Industry and 
Consumer Education (DICE) to ask a question about a specific regulatory topic. See the DICE website 
(http://www.fda.gov/DICE) for more information or contact DICE by email (DICE@fda.hhs.gov) or phone 
(1-800-638-2041 or 301-796-7100).

Sincerely,

for
Binita S. Ashar, M.D., M.B.A., F.A.C.S.
Director
Division of Surgical Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure 

Long H. 
Chen -S

Digitally signed by 
Long H. Chen -S 
Date: 2019.03.08 
08:37:56 -05'00'
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5 Indications for Use Statement
This section provides a copy of the Indications for Use Statement (Form FDA 3881). 
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Premarket Notification [510(k)] Summary 

Classification: Class II  

Classification No.: 21 CFR 888.1100 

Product Code: HRX 

Common Name: Arthroscopic Accessories 

Trade Name  

Predicate Device 

CORUS™ Spinal System 

DTRAX Spinal System (K180876) 

Submitter: 

FDA Registration No. 

Providence Medical Technology, Inc. 

3875 Hopyard Road, Suite 300 

Pleasanton, CA 94588, USA 

Tel:   415-923-9376 

Fax:  415-923-9377 

3009394448 

Contact Person:  Janie Mandrusov 

Date Summary Prepared: February 1, 2019 

PURPOSE OF SUBMISSION 

The purpose of this Special 510(k) submission is to modify the device trade name and device 
Instructions for Use.  The intended use, indications for use, and contraindications of the 
modified device, as described in the Instructions for Use, have not changed as a result of this 
modification. 

DEVICE DESCRIPTION 

The CORUS™ Spinal System is a set of surgical instruments indicated for performing 
posterior cervical fusion.  The instruments will be supplied sterile and single use only.  The 
system consists of Access Chisel, Access Chisel Handle, Decortication Trephine, Guide 
Tube, Decortication Rasp, Decortication Burr, Bone Graft Tamp and a Fork Mallet.  In 
combination, these instruments allow the user to access the posterior cervical spine to perform 
posterior cervical fusion by decortication of bone surfaces, including the posterior lateral mass 
and facet joints, combined with application of autograft or allograft.    

INDICATIONS FOR USE 

CORUS™ Spinal System is a set of instruments indicated to be used to perform posterior 
cervical fusion in patients with cervical degenerative disc disease. 
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SUMMARY OF SUBSTANTIAL EQUIVALENCE 

The CORUS Spinal System described and cleared in 510(k) number K180876 serves as the 
predicate device for this premarket notification. The CORUS™ Spinal System that is the 
subject of this Special 510(k) has the same technological characteristics and intended use as 
the device described and cleared in 510(k) number K180876. Furthermore, there have been 
no changes in design, intended use, indications for use statement, contraindications, 
operating principle, component materials, manufacturing processes, packaging, or 
sterilization method since FDA’s clearance of K180876.   

Therefore, the CORUS Spinal System remains substantially equivalent to the predicate device 
currently marketed under the Federal Food, Drug and Cosmetic Act. 

SUMMARY OF VERIFICATION AND VALIDATION ACTIVITIES 

There were no changes in the design, intended use, or risks associated with the product. 
Therefore, no verification or validation activities were required.   

Providence Medical Technology followed its established quality system and design control 
requirements in accordance with the Quality System Regulation (21 CFR 820) and  declares 
conformance to design controls and risk-based assessment procedures, including Hazard 
Analysis.  

CONCLUSION 

Based on all information in this Special 510(k), the CORUS Spinal System is substantially 
equivalent to the identified predicate device currently marketed under the Federal Food, Drug 
and Cosmetic Act. No new issues of safety or effectiveness are raised by the modifications.   
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