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Dear Emeric OBIN: 

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 
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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 

801 and Part 809); 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/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-

combination-products); 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 https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-

mdr-how-report-medical-device-problems. 

 

For comprehensive regulatory information about medical devices and radiation-emitting products, including 

information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-

devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn 

(https://www.fda.gov/training-and-continuing-education/cdrh-learn). 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 (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-

assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE 

by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100). 

 

Sincerely, 

 

 

 

 

Colin Kejing Chen, Ph.D. 

Acting Assistant Director  

DHT4A: Division of General Surgery Devices  

OHT4: Office of Surgical and Infection Control Devices 

Office of Product Evaluation and Quality  

Center for Devices and Radiological Health 
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 510(k) SUMMARY  

1) Applicant Name:  

E-SWIN  

Rue des Côtes d’Orval,  

ZA de la Pévôté  

78550 Houdan, France  

Tel: +33 1 34 87 06 49  

Fax: 01 70 248 123  

2) Contact Person:  

Emeric OBIN, Regulatory Affairs Manager  

Rue des Côtes d’Orval,  

ZA de la Pévôté  

78550 Houdan, France  

Tel: +33 1 30 46 37 65  

Fax: 01 70 248 123  

Mail: emeric.o@esw-vision.com  

3) Date Prepared: 

June 11, 2020  

4) Trade Name:  

E>EYE C  

 

5) Regulatory Information 

Classification Name: Laser surgical instrument for use in general and plastic surgery and in 

dermatology  

Product Code: ONF  

Class: Class II  

Regulation Number: 21 CFR 878.4810  



 

 
 

K200616  

2/4 

E-SWIN – SAS au capital de 195.000 euros - RCS Versailles 501 515 423 
Rue des Côtes d’Orval, ZA de la Prévôté, 78550 Houdan- FRANCE 

tel  : 01 34 87 06 49  

Panel: General & Plastic Surgery  

Predicate Devices: Lumenis M22 System (K170060) , DEKA LUXEA LAZUR Pulsed Light 

Handpiece (K192539)  

Indications for Use: The complete phrasing of the indications for use statement is provided in 

the formal Indications for Use Statement (FDA Form 3881).  

6) Intended use: 

The E>Eye is a prescription device intended for the treatment of rosacea.  

7) Device Description: 

The E>Eye C is an intense pulsed light system composed of a base housing the electric and 

electronics sub-assemblies, and a handheld piece “applicator” connected to the base by a cord. 

The applicator contains the source of optical radiation.  
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8) Technological Characteristics and Substantial Equivalence: 
The intended use and indications for use of the E>EYE C are the same as the selected predicate 

devices. In addition, the same technological characteristics and principles of operation apply for 

the E>EYE C and the predicate device.  

 

 
 

Minor differences can be found in spot size, wavelength and energy density. Those differences 

do not raise additional safety or effectiveness questions.  

The E>EYE C has the same indications for use, same technology, comparable pulse duration as 

its predicates.  
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9) PERFORMANCE DATA  
The following performance data were provided in support of the substantial equivalence 

determination:  

 

NON-CLINICAL 
 
Electrical safety and electromagnetic compatibility  

(EMC) Electrical safety and EMC testing were conducted on the E>EYE C, composed of its base 

and its applicator/handpiece. The system complies with the IEC 60601-1, IEC 60601-2-57 

standards for safety and the IEC 60601-1-2 standard for EMC.  

 

Usability 

Usability testing has been conducted, and the E>EYE C complies with IEC 60601-1-6. 

 

Photobiological safety 

Safety testing has been conducted, and the E>EYE C complies with IEC 62471. 

 

 

Software Verification and Validation  

Software verification and validation testing were conducted and documentation was provided 

as recommended by FDA’s Guidance for Industry and FDA Staff, “Guidance for the Content of 

Premarket Submissions for Software Contained in Medical Devices.”  

The software for this device was considered as a “moderate” level of concern, since a failure or 

latent flaw in the software could not directly result in serious injury or death to the patient or 

operator.  

Clinical Data 
None.  

10) Conclusions:  
The E>EYE C was found to perform as well as its predicate, to be as safe and effective for its 

intended use as its predicate, and is substantially equivalent to its predicate device without 

raising any new safety and/or effectiveness issues. 


