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5 10(k) Summary JUL I1o2014

This 5 10O(k) s ummary is prepared in accordance with 21 CFR 807.92.

Date Prepared: December 5, 2013

Manufacturer: Philips Medical Systems Nederland B.V.
Veenpluls 4-6
5684 PC Best
The Netherlands
Establishment Registration Number: 3003768277

Contact Person: Ruojuan Zhang
Regulatory Affairs Manager
Phone:±3 1631685825
Fax: +31 40 2769100
E-mail: IL~i(uan.zhan&Tnhlips).coml

Device Name: Veradius

Classification: Classification Name: Interventional, Fluoroscopic X-Ray System

Classification Regulation: 21 CFRS92. 1650

Classification Panel: Radiology

Device Class: Class 11

Primary product code: OWB

Secondary product code OXO

Predicate Device Trade Name: Veradius

Manufacturer: Philips Medical Systems Nederland B.

5 10O(k) Clearance: K090590 (March 16, 2009)

Classification Regulation: 21 CER, Part 892.1650

Classification Name: Interventional Fluoroscopic X-Ray System

Classification Panel: Radiology

Device Class: Class 11

Product Code: OWB; JAA

Device description: The proposed Veradius RI.2 is a counterbalanced C-arm with a thin flat detector
x-ray system. The system consists of two main component parts: the C-arm stand
(comprising X-ray generator and X-ray tube. Flat Detector and the X-ray control
user interface) and the mobile viewing station (comprising the image processor,
monitors, user interface for image/patient handling and optionally an integrated
workstation).
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Indications for Use: The proposed Veradius RI1.2 device is intended to be used and operated by:
adequately trained, qualified, and authorized health care professionals such as
physicians, Surgeons, cardiologists, radiologists, anid radiographers, who have
full understanding of the safety information and emergency procedures as well as
the capabilities and functions of the device.
The device is used for radiological guidance and visualization during diagnostic.
interventional. and surgical procedures on all patients except neonates (birth to I
month), within the limits of the device. The device is to be used in healthcare
facilities both inside and outside the operating room, in sterile as well as non-
sterile environments, in a variety of procedures.
Applications
" Orthopedic
* Neuro
* Abdominal
* Vascular
* Thoracic
" Cardiac

The proposed Philips Veradius RI1.2 has identical indications to the
Currently marketed and predicate Veradius Mobile C-arm X-ray
system (Veradiuls RI. I ).I

Technology: The technology used in the development of the major components of the
proposed Veradius 111.2 which includes X-ray generator, X-ray tube housing
assembly, Image detection system and beam limiting device is identical to the
currently marketed and predicate Veradius RI 1I . The changes being proposed
in this submission for the proposed Veradius RI1.2. when compared to the
currently marketed and predicate Veradius R1.1, are as follows:

* New C-arc geometry
* Wireless LAN connection (without Support of DI-CP)
* New Flat Detector(model: Pixium 2630Sv)
* Additional display of dose information on Mobile Viewing Station
* DICOM Structured Dose Reporting

Based on the information provided in this premarket notification, the Veradins
RI1.2 is considered substantially equivalent to the currently marketed and
predicate devices in terms of:

* Indications for use;
* Basic Design Features;
* Fundamental scientific technology;
* Operating Principle and control mechanism.

Non-clinical Non-clinical performance testing has been performed on the proposed Veradius
Performance Data: R1I.2 and demonstrates compliance with International and FDA-recognized

consensus standards and FDA guidance document.

* IEC 6060 1-2-43 (2010)
" I EC 60601-2-28 (20 10)
* ISO 14971 (2007
* ISO 62304 (2006)
* FDA Otuidance document entitled. "Guidance for the Premarket
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Submissions/or Software Contained in Medical Devices " issued
May 11, 2005.

* FDA Guidance document entitled, "Guidance for the Submission of
51 0(k) 'sfbr Solid State X-ray Imaging Devices " issued August 6, 1999

* FDA Guidance 'Radio Frequency Wireless Technology in Medical
Devices' issued August 14, 2013

Additionally. verification and validation tests have been performed to address
intended use. the technical claims, requirement specifications, image quality and
the risk management results.
The test results demonstrate that the proposed Veradius Rl.2

* Complies with the afbrementioned international and FDA-recognized
consensus

* Meets the acceptance criteria and is adequate for its intended use.
* Image Quality is equal to the predicate.

Therefore, the proposed Veradius RI.2 is substantially equivalent to the
currently marketed and predicate device (K090590, March 16, 2009) in terms of
safety and effectiveness.

Clinical The subject of this premarket submission, the Veradius RI1.2 did not require
Performance Data: clinical studies to support substantial equivalence.

Conclusion: The proposed Veradius 111.2 are substantially equivalent to the currently
marketed and predicate Veradius Mobile X-Ray system with regards to

* Indications for use;
* Basic Design Features;
* Fundamental scientific technology;
* Operating Principle and control mechanism.
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July 10. 2014
Philips Medical Systems Nederland B3V
%/ Dr. Ruojuan Zhang
Regulatory Affairs Manager
Vecapluis 4-6
Best 5684 PC
THE NI5IHLERLAND

Re: K133819
Trade/Device Name: Veradius
Regulation Number: 21 CUR 892.1650
Regulation Name: lImage-intensified fluoroscopic x-ray systemn
Regulatory Class: 11
Product Code: JAA, 0W13
Dated: April 3. 2014
Received: April 7, 2014

Dear Dr. Zhang:

We have reviewed Your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined (lhe device is substantially equivalent (fbr the indications
for use stated in the enclosure) to legally mnarketed predicate devices mlarketed 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 thec provisions of the Federal Food, Drug.
and Cosmetic Act (Act) that (1o not require approval of a premaruket approval application (PMA).
You may. therefore, market the device, snctto the general controls provisions of the Act. The
general controls provisions o I'the Act Inc I tde reQtIi renieils Jor antiutalI registration, listing of
devices, good man tifactU ring practie. klbeling, and proh iitions against in i srandcing and
adulteration. Please note: C DRH- does not eva1luate inflormation 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 11 (Special Controls) or class Hll (PMA),
it may be subject to additional controls, Existinlg Major r-egutions affecting your device can be
Found in the Code of ederal Regulations, 'Title 2 1, 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 ofa 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. btit not li mited to: registration and listing (2 1
CFR Part 807); labeling (2 1 CUR Part 801 ): medical device reporting (reporting ofimedical
devic-related adverse events) (21 CU:R 803): good nianulacluring practice reqtiiremernts as set
forth in the quality systems (QS) reglaktion (2 1 CIFR Pairt 820): and if applicable, the electronic
product radiation control provisions (Sections 53 1 -542 of the Act): 211 CU:R 1000-1050.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Industry and Consumer Education at its toll-free number (800) 638 2041
or (301) 796-7100 or at its Internet address
http://www.fda.gov[MedicalDevices/ResourcesforYou/lndustrv/defau lt.htm. 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
htto)://www.fda.pov/Medical Devices/Safetv/Re~ortaProblem/default.htm for the CDRH 's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (30 1)
796-7100 or at its Internet address
hn2p://www.fda.gov/MedicalDevices/ResourcesforYou/industrv/default.him.

Sincerely yours,

for
Janine M. Morris
Director
Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



510(k) Number (if known)
K 133819

Device Name
Veradius

Indications for Use (Describe)
The Veradius device is intended to be used and operated by: adequately trained. qualified, and authorized health care
professionals such as physicians, surgeons, cardiologists, radiologists, and radiographers. who have full understanding of
the safety information and emergency procedures as well as the capabilities and functions of the device.
The device is used for radiological guidance and visualization during diagnostic. interventional. and surgical procedures
on all patients except neonates (birth to I month), within the limits of the device. The device is to be used in health care
facilities both inside and outside the operating room, in sterile as well as nonsterile environments, in a variety of
procedures.

Applications
* Orthopedic
* Neuro
" Abdominal
tVascular
* Thoracic
" Cardiac

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

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

PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

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
PRA Staff@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.'
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