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510(k) COVER LETTER 

 
 
December 18, 2013 
 
 
 
Food and Drug Administration 
Office of Device Evaluation 
Document Mail Center (WO66-G609) 
10903 New Hampshire Avenue 
Silver Springs, MD  20993-0002 
 
 
REF:  Traditional 510(k) Notification 

 DEKA SmartXide2  Laser 
 

Dear Sir/Madam, 

 

According to Section 510(k) of the Federal Food, Drug, and Cosmetic Act, as amended (ACT), El. En. 
S.p.A. (El. En.) proposes to introduce into interstate commerce for commercial distribution a device 
described herein intended for human use and hereby reports to the Food and Drug Administration as 
required by law.  This premarket notification report is being submitted in duplicate with a separate cover 
letter. 
 
The following information on the device is provided in accordance with subpart E, 21 CFR Part 807. 
 

a) DEVICE NAME 
 
TRADE NAME DEKA SmartXide2  

 
 

COMMON NAME Laser for Surgery and Dermatology 
 
 

CLASSIFICATION NAME Laser Surgical Instrument for use in 
General and Plastic Surgery and in 
Dermatology 
 

b) ESTABLISHMENT REGISTRATION NUMBER 
 

El.En.’s  Establishment Registration Number is 3001431138. 
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c) DEVICE CLASSIFICATION 
 

This device has been classified under Section 513 of the ACT as a Class II (Performance 
Standards) device (21 CFR 878.4810 Laser Surgical Instrument for use in General and 
Plastic Surgery and in Dermatology) by the General Surgery Device Branch of the Division 
of General and Restorative Devices. 

 
d) PERFORMANCE STANDARDS 

 
El.En. believes that there have been no performance standards promulgated for this device.  
However, as a laser product, this device is required to conform and does conform with the 
Laser Performance Standard (21 CFR 1040). 

 
e) LABELING 

 
Labeling and Directions for Use. The proposed Operator's manual includes labeling, 
specifications, clinical indications, and directions for use. See Exhibit A. 
 
Advertisements.  Not available at this time. 

 
f) SUBSTANTIAL EQUIVALENCE 

 
The DEKA SmartXide2 Laser is substantially equivalent to the DEKA SmartXide2 Laser 
System and Delivery Accessories, manufactured by El.En. and cleared for commercial 
distribution by the FDA on February 1, 2013 under 510(k) notification No. K113504. The 
510(k) device, DEKA SmartXide2 Laser, is a modification of the predicate device by 
removing the two diode lasers. It only has the CO2 laser with the power of 60Watts. The 
delivery system for both devices is an articulate arm attached with a scanner and handpieces. 
In addition to the micromanipulator that provides the delivery of the beam at various angle,  
the proposed device has an side firing hand piece to accomplish the same beam delivery but 
with ease for user-friendlyness. In addition, the DEKA SmartXide2 is also substantially 
equivalent to the Cynosure Affirm CO2 Laser, K081424 for the Scanning Unit indicated for 
use for the ablative skin resurfacing. All the other indications for use for the three devices are  
the same. There were no prior submissions for the currently modified DEKA SmartXide2 Laser. 
 
Exhibit B contains the information for the predicate devices, the DEKA SmartXide2 Laser 
System and Delivery Accessories, K113504 and The Cynosure Affirm CO2 Laser, K081424. 
 
A table of comparative features for the devices illustrating their similarities and differences is 
given in Exhibit C. 
 
It is clearly demonstrated that the DEKA SmartXide2 Laser is substantially equivalent to the 
two predicate devices. 
. 

 
The Truthful and Accurate Statements required by 21 CFR 807.87(k) is attached as Exhibit D. 
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EXHIBIT A - LABELING 
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The SmartXide2 proposed Operator’s manual is attached as Attachment A, and the 
Micromanipulator proposed Operator’s Manual is attached as Attachment B. 
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EXHIBIT B - PREDICATE DEVICE INFORMATION 
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EXHIBIT C - TABLE OF COMPARATIVE FEATURES 
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TABLE OF COMPARATIVE FEATURES 

 

 Proposed 510(k) Device Predicate Device 

510(k) K113504 

Predicate Device 

510(k) K081424 

Manufacturer El En S.p.A. El En S.p.A. Cynosure, Inc. 

Trade Name DEKA SmartXide2 Laser DEKA SmartXide2 Laser  Cynosure Affirm CO2 Laser 

Indications Indicated for  incision, 
excision, ablation, 
vaporization and coagulation 
of body soft tissues in medical 
specialties including aesthetic 
(dermatology and plastic 
surgery), podiatry, 
otolaryngology (ENT), 
gynaecology, neurosurgery, 
orthopaedics, general and 
thorasic surgery (including 
open and endoscopic), dental 
and oral surgery and 
genitourinary surgery. The 
use with the scanning unit is 
indicated for ablative skin 
resurfacing.  

Indicated for  incision, 
excision, ablation, 
vaporization and coagulation 
of body soft tissues in medical 
specialties including aesthetic 
(dermatology and plastic 
surgery), podiatry, 
otolaryngology (ENT), 
gynaecology, neurosurgery, 
orthopaedics, general and 
thorasic surgery (including 
open and endoscopic), dental 
and oral surgery and 
genitourinary surgery. 

(Other indications specific for 
the Diode Laser) 

The Affirm CO2 laser with 
SmartScan scanner is 
indicated for incision, 
excision, ablation, 
vaporization and coagulation 
of body soft tissue including 
intraoral tissues, in medical 
specialties including aesthetic 
(dermatology and plastic 
surgery), otolaryngology 
(ENT), gynaecology, 
neurosurgery, dental and oral 
surgery and genitourinary 
surgery. The use with the 
scanning unit is indicated for 
ablative skin resurfacing. 

Device Type CO2 Laser CO2 Laser, (and Diode 
Lasers) 

CO2 Laser 

Wavelength 
(nm) 

10600 10600 (and Diode -940 and 
980) 

10600 

Max. Power 

Watts 
 

60 60, 80 60 

Spot Size 

(mm) 

0.125 to 1.5 0.125 to 1.5 0.2 to 0.4 

Pulse Width 
(ms) 

0.04 to 1.5 + CW 0.04 to 1.5 + CW 0.2 – 800 + CW 
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Rep. Rate 

 

Continuous, single, and repeat 
pulses (5 to 100 Hz) 

Continuous, single, and repeat 
pulses (5 to 100 Hz) 

Continuous, single, and repeat 
pulses (5 to 100 Hz) 

Aiming 
Beam 

Wavelength,  

635 nm 635 nm 635 nm 

Aiming 
Beam Power, 

max 

5 mW 5 mW 3 mW 

Laser 
Delivery 

Articulated Arm Articulated Arm Articulated Arm 

Beam 
Delivery 

Handpiece 

Handpieces or scanner with 
optional micromanipulator

or, side firing handpiece 

Handpieces or scanner with 
optional micromanipulator  

Handpieces or scanner 
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EXHIBIT D - TRUTHFUL AND ACCURATE STATEMENT 
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EXHIBIT E - 510(k) SUMMARY 

 
 
 

Records processed under FOIA Request # 2015-4016; Released by CDRH on 09-29-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

25 
 

510(K) Summary 
Submitter: El.En. S.p.A. 

Via Baldanzese, 17 
50041 Calenzano (FI), Italy

Contact: Paolo Peruzzi 
Regulatory Affairs Manager 
Phone: +39-055-882-6807 
Email: p.peruzzi@elen.it 

Date Summary Prepared: December 18, 2013 

Device Trade Name: DEKA SmartXide2 Laser System 

Common Name: Medical Laser System 

Classification Name: Instrument, Surgical, Powered, Laser 
79-GEX 
21 CFR 878.4810 

Equivalent Device: DEKA SmartXide2 Laser System (K113504) and Cynosure Affirm 
CO2 Laser (K081424) 

Device Description: DEKA SmartXide2  is a laser with a wavelength of 10600 nm having a 
maximal power of 60 Watts. The laser energy is delivered to the 
treatment area via an articulated arm and a delivery accessory 
connected to its distal end.  

Laser activation is by footswitch.  Overall weight of the laser is 95 Kg, 
and the size is 210 x 59 x 56 cm (H x W x D). 

Electrical  requirement is 100-120 Vac 15A, 50-60 Hz, single phase.   

Intended Use: The SmartXide2 laser is indicated for  incision, excision, ablation, 
vaporization and coagulation of body soft tissues in medical 
specialties including aesthetic (dermatology and plastic surgery), 
podiatry, otolaryngology (ENT), gynaecology, neurosurgery, 
orthopaedics, general and thorasic surgery (including open and 
endoscopic), dental and oral surgery and genitourinary surgery. The 
use with the scanning unit is indicated for ablative skin resurfacing.  

Comparison: The SmartXide2 laser has the same indications for use, the same 
principle of operation, the same wavelength and the same  pulse 
energy range as the predicate devices. 

Nonclinical Performance Data: none 

Clinical Performance Data: none 

Conclusion: The SmartXide2  laser is a safe and effective device for the intended 
uses 

Additional Information: none 
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EXHIBIT F - INDICATIONS FOR USE STATEMENT 
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Indications for Use 
 

510(k) Number (if known):  ___________________ 
 
Device Name:    DEKA SmartXide2 Laser System 
 
Indications For Use:    
 
It is idicated for  incision, excision, ablation, vaporization and coagulation of body soft tissues in 
medical specialties including aesthetic (dermatology and plastic surgery), podiatry, otolaryngology 
(ENT), gynaecology, neurosurgery, orthopaedics, general and thorasic surgery (including open and 
endoscopic), dental and oral surgery and genitourinary surgery.  The use with the scanning unit is 
indicated for ablative skin resurfacing.  
 
 
 
 
 
 
 
 
 
 
 
Prescription Use  √                          OR  Over-The-Counter Use  
(Part 21 CFR 801 Subpart D) (Part 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) 
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EXHIBIT G - TRADITIONAL 510(K) RTA ACCEPTANCE CHECKLIST 
SUMMARY  
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Traditional 510(k) RTA Acceptance Checklist Summary 
 
Preliminary Questions: 
1. YES. The proposed device is a device per section 201(h) of the Food, Drug and Cosmetic Act (FD&C). 
2. YES. The 510(k) submission for the proposed device is appropriate for CDRH Office of Device 
Evaluation. 
3. There is no Request for Designation (RFD) submitted for the proposed device. 
4. YES. The proposed device is substantially equivalent to a legally commercialized medical device, thus 

eligible for a 510(k) submission. 

5. NO. There is no pending PMA for this proposed device. 

6. NO. The DEKA SmartXide2 Laser is NOT the subject of an Application Integrity Police (Alp). 

 
Organizational Elements: 

a) YES. A table of contents is included in the submission. 

b) YES. Each section of the submission is labeled. 

c) YES. Pages are numbered throughout the submission. 

d) YES. The 510(k) is identified as a 'Traditional' submission in both the cover letter and page 1 of the 

submission. 

A. Administrative Questions: 
1. YES. All content in this submission is in English. 
2. YES. The submission cover letter identifies the proposed device trade name, common name, device 

classification and device panel. 
3. YES. The submission contains the Indication for Use Statement with Rx designated. See Exhibit F. 
4. YES. Submission contains a 510(k) Summary. See Exhibit E. 
5. YES. The submission contains a signed Truth and Accuracy Statement. See Exhibit D. 
6. 'N/A' The submission does NOT contain a Class III Summary and Certification because the proposed 

device is substantially equivalent to a legally commercialized class II medical device, thus is itself a 
class II device. 

7. 'N/A' Submission does NOT contain clinical data. 
8. 'N/A' The submission does NOT reference any national or international standard. 
9. YES. The cover letter states that 'There were no prior submissions for the currently modified DEKA 

SmartXide2 Laser. The submission does NOT identify Prior Submissions for the device because there 
are no prior submissions for the subject device. 

 
B. Device Description: 
10. 'N/A'  Regarding Device Description, there are no device-specific regulations and/or device-

specific guidance applicable to the DEKA SmartXide2. 

11. YES. Device descriptive information is included in the 510(k) Summary. See Exhibit E. 
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12. 'N/A' The submission does NOT contain engineering drawings, schematics, illustrations, figures of 
the device. The rationale is because the proposed device is substantially unchanged from the (DEKA 
SmartXide2 Laser) predicate device. 

13. YES. The device is intended to be marketed with multiple components (Micromanipulator scanner 
and side firing handpiece).  

 
C. Substantial Equivalence Discussion: 
14. YES. Predicate devices have been identified by 510(k) number and trade name in the Substantial 

Equivalence section (Section (f) of the submission letter) and the 510(k) Summary (Exhibit 
E). 

15. YES. The submission includes a comparative table of device features that includes Indications for 
Use and the Technology including features, materials, and principles of operation. (See Exhibit C). 

16. 'N/A' The submission does NOT include why any differences between the proposed device and 
predicate device does NOT render the device NSE. The proposed device technology is unchanged 
from the predicate device and there is no difference between the proposed device and predicate with 
respect to 'intended use'.  

 
D. Proposed Labeling: 
17. YES. Submission does include proposed labels and labeling that include description of the device, 

its intended use, and IFU. See Exhibit A, Attachments A and B. 

18. YES. Proposed labeling includes the 'prescription use statement' in the IFU. See Exhibit A. 

19.  YES. The proposed IFU includes the name and place of business of the manufacturer and the 

device common name. See exhibit A. 

20. 'N/A' Regarding labeling, there are NO device-specific regulations, device-specific guidance, or 

special controls documents for the device 

21. 'N/A' The proposed device is NOT an in vitro diagnostic device and labeling requirements of 21 CFR 
809.10 do NOT apply. 

 
E. Sterilization: The proposed device is provided non-sterile but sterilized by the end user. 
 
 
F. Shelf Life: 
26. 'N/A' The proposed device is NOT provided sterile. 
27. 'N/A' The proposed device is NOT provided sterile. 
28. ‘N/A’  The submission does NOT include a summary of methods used to establish that the proposed 

device performance is not adversely affected by aging. The proposed device is substantially unchanged 
from the predicate device. Therefore, the proposed device performance will remain the same as the 
predicate device. 

 
G. Biocompatibility: There are direct patient-contacting components in the proposed device. See the IFU. 
29. YES. The submission does include a list of patient contacting device components. In the IFU, the 

components that contact the patient are discussed and illustrated. See Exhibit A. 
30. YES. The submission does identify contact classification of patient-contacting device components.  

31. YES. The submission does include biocompatibility assessment of patient-contacting components and a 
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statement that biocompatibility testing is not needed with a rationale . See Exhibit I 
 

H. Software: The proposed device DOES contain software. 
32. ‘N/A’. The Software used in the device is substantially the same as the predicate and the  Level 
of Concern is the same. 

33. ‘N/A’. The submission does NOT include the software documentation. The Software used in the 
device is substantially the same as the predicate. 

 
I. EMC and Electrical Safety: The proposed device DOES require EMC and Electrical Safety evaluation. 

 34. ‘N/A’. The submission does NOT include the evaluation of electrical safety for the device. The 
proposed device is substantially unchanged from the predicate device. The information has been 
submitted to the FDA during the predicate device 510(k) review.  

35. ‘N/A’. The submission does NOT include an evaluation of electromagnetic compatibility (EMC) 
for the device. The proposed device is substantially unchanged from the predicate device. The 
information has been submitted to the FDA during the predicate device 510(k) review. 

 
J. Performance Data-General: 

36. 'N/A' The submission does NOT include performance data. 

37. 'N/A' Regarding proposed device performance data, there are no device-specific regulations, 
device-specific guidance, or special controls document. 

38. 'N/A' No reference literature is included in this submission. 
39. 'N/A' No non-clinical studies are included in this submission. 

K. In Vitro Diagnostic Devices Performance Characteristics: The proposed device IS NOT an in vitro 
diagnostic device. Items 40 & 41 are N/A. 

CHECK LIST COMPLETE. 
 
 

 

 

Records processed under FOIA Request # 2015-4016; Released by CDRH on 09-29-2015

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



 

32 
 

 

 

EXHIBIT H - MEDICAL DEVICE USER FEE COVER SHEET 
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EXHIBIT I - BIOCOMPATIBILITY 
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ATTACHMENT A 

 
 

PROPOSED SMARTXIDE2 OPERATOR’S MANUAL 
 

104 PAGES 
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RESPONSE FROM EL.EN. TO K133895 RTA CHECKLIST 

 

 

 

 

Item 1 of RTA Checklist 

Response from El.En.: 

 

 

 

 

Item 2 of RTA Checklist 

Response from El.En.: 

 

 

Attachments:  

 

Attachment A: Standards Data Report IEC 60601-1, IEC 60601-1-2 
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ITEM 1 – DEVICE DESCRIPTION 

 

 

 

FDA Question Q1  (from FDA email dated May 28, 2014) 

 

El.En. Answer to Q1 – August 4, 2014 
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ITEM 3 – SOFTWARE 

 

 

FDA Question Q.3 (from FDA email dated May 28, 2014) 

 

 

El.En. Answer to Q3 – August 4, 2014 
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ITEM 4 – SCANNING PARAMETERS FOR ABLATIVE SKIN RESURFACING 

 

 

FDA Question Q.4  (from FDA email dated May 28, 2014) 

 

 

El.En. Answer to Q4 – August 4, 2014 
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ITEM 6 – TREATMENT GUIDELINES 

 

 

 

FDA Question Q.6 (from FDA email dated May 28, 2014) 

 

El.En. Answer to Q6 – August 4, 2014 
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