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CONFIDENTIAL   i 

February 6, 2014 
 
Center for Devices and Radiological Health 
Food and Drug Administration 
Document Mail Center (W066-G609) 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 
 
Re: Quantel Medical OPTIMIS FUSION Family 

Traditional Premarket Notification 510(k) 
 
Ladies and Gentlemen: 
 
In accordance with Section 510(k) of the Federal Food, Drug and Cosmetic Act (“FDC Act”), 
Quantel Medical (“Quantel” or the “company”) is submitting the attached traditional premarket 
notification (“510(k) notification”) for the OPTIMIS FUSION Family.  
 
The QUANTEL MEDICAL OPTIMIS FUSION FAMILY is a family of ophthalmic surgical 
lasers designed for performing photodisruption of ocular tissue using laser energy emitted by a 
Nd:YAG  laser  including discission of the posterior capsule of the eye (posterior capsulotomy), 
discission of the pupillary membranes (pupillary membranectomy), and iridotomy/iridectomy; 
and selective laser trabeculoplasty. Three versions of the product are included in the family: 
Optimis Fusion YAG, Optimis Fusion SLT and Optimis Fusion YAG/SLT.  
 
The OPTIMIS FUSION FAMILY Lasers are Class II devices, classified as laser instruments, 
surgical, powered with product code GEX under 21 CFR 878.4810, and laser, ophthalmic with 
product code HQF under 21 CFR 886.4390. As explained in more detail in the attached 510(k) 
notification, the OPTIMIS FUSION FAMILY is substantially equivalent to the Lumenis Selecta 
Family of Ophthalmic Laser Systems (K081704) (the “predicate device”) that FDA has already 
cleared.  
 
Quantel Medical is located at: 
 11 rue Bois Joli 
 CS 4015 
 63808 Cournon d’Auvergne - Cedex 
 FRANCE 
 
The contact person for this submission is: 
 Maureen O’Connell 
 O’Connell Regulatory Consultants, Inc. 
 5 Timber Lane 

 North Reading, MA 01864 
 Telephone: 978-207-1245 
 Fax: 978-824-2541  
   Email: Maureen@oconnellregulatory.com 
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CONFIDENTIAL   ii 

In accordance with the Medical Device User Fee and Modernization Act of 2002 (MDUFMA), 
Quantel has submitted the required application fee of electronically. A copy of the 
User Fee Cover Sheet is provided with the attached premarket notification.  
 
There have been no prior regulatory submissions for the OPTIMIS FUSION FAMILY.  
 
This 510(k) is provided in duplicate with one paper and one electronic copy. The electronic copy 
is an exact duplicate of the paper copy. Please contact Maureen O’Connell at (978) 207-1245 or 
maureen@oconnellregulatory.com or Patrick Quero at +33-4-73-745-732 or quero@quantel-
medical.fr with any questions regarding this submission. 
 
Sincerely, 
 
 
 
Patrick Quero 
Quality Director & Regulatory Affairs 
 
Cc: Maureen O’Connell 
 

(b)(4) 
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The following information is provided as required by 21 C.F.R. 807.87 (2003) for Quantel 
Medical’s OPTIMIS FUSION FAMILY 510(k) premarket notification. 

 
I. NAME OF DEVICE 

 
Trade Name: OPTIMIS FUSION Family of Ophthalmic 

Laser Systems, Delivery Device and 
Accessories consisting of: 

OPTIMIS FUSION SLT/YAG Ophthalmic 
Laser System 

OPTIMIS FUSION YAG Ophthalmic Laser 
System 

OPTIMIS FUSION SLT Ophthalmic Laser 
System 

Common Names:  Ophthalmic Laser System 

 
Classification Name: Laser Instruments, Surgical, Powered and Laser, 

Ophthalmic 
 
 

II. ESTABLISHMENT REGISTRATION NUMBER 
 

Manufacturer:  9680671  

 

III. DEVICE CLASSIFICATION/FDA REVIEWING BRANCH 
 

The General Surgery Branch has classified Laser Instruments, Surgical, Powered as Class 
II devices pursuant to 21 C.F.R. §878.4810. The Ophthalmic Branch has classified Lasers, 
Ophthalmic as Class II devices pursuant to 21 C.F.R. §886.4390. 

 

IV. PERFORMANCE STANDARDS 
 

We have reviewed the requirements of Sections 513 and 514 of the Act and are not aware 
of any requirements of either section applicable to this device. No performance standards 
or special controls have been developed under Section 514 of the FDC Act for Laser 
Instruments, Surgical, Powered or Lasers, Ophthalmic. No special controls apply. 

Consistent with FDA’s guidance document entitled “Use of Standards in Substantial 
Equivalence Determinations” (March 12, 2000), Quantel has included this statement that 
the OPTIMIS FUSION FAMILY complies with the following recognized consensus 
standards demonstrating compliance with these standards:  
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IEC 60601-1, Medical Electrical Equipment-Part 1: General Requirements for 
Safety, 2005 
 
IEC 60601-1-2, Medical Electrical Equipment-Part 1: General Requirements for 
Safety 2; Collateral Standard: Electromagnetic Compatibility-Requirements and 
Tests; 2007 
 
IEC 60601-1-4, Medical Electrical Equipment-Part 1: General Requirements for 
Safety; 4. Collateral Standard: Programmable Electrical Medical Systems; 2000 
 
IEC 60825-1, Safety of laser products - Part 1: Equipment classification and 
requirements; 2007  
 
ISO 14971, Medical Devices-Application of Risk Management to Medical 
Devices; 2012 
 
IEC 60601-2-22, Medical Electrical Equipment-Part 2-22: Particular 
Requirements for Basic Safety and Essential Performance of Surgical, Cosmetic, 
Therapeutic and Diagnostic Laser Equipment; 2007 
 

 
The completed FDA Forms 3654 and the complete test reports can be found in the 
following Appendices: 

 
Standard FDA Form 3654 Test Report 

IEC 60601-1 Appendix 1.1 Appendix 1.2 
IEC 60601-1-2 Appendix 2.1 Appendix 2.2 
IEC 60601-1-4 Appendix 3.1 Appendix 3.2 
IEC 60601-2-22 Appendix 4.1 Appendix 4.2 
IEC 60825-1 Appendix 5.1 Appendix 5.2 
ISO 14971 Appendix 6.1 Appendix 6.2 

 
 

The device also complies with European Medical Directive 93/42/EEC + Amendment 
2007/47/EEC and the US Federal Performance Standards 21 CFR 1002.10 Requirements 
(21 CFR 1040.10 and 21CFR 1040.11 for Class IV Laser Products with permissible 
deviations defined in Laser Notice 50, dated July 26, 2001), Part 1010.2 and 1010.3,Part 
820 – Quality System Regulation, and have passed ISO 9001 and 13485 System 
Certification. 

 

V. PROPOSED LABELING 

A copy of the draft User’s Manual can be found in Appendix 7. Information regarding 
system labels is provided in the Chapter II of the User’s Manual and is reproduced below.  
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VI. DEVICE DESCRIPTION 

Introduction 
 
The Family of OPTIMIS FUSION Ophthalmic Lasers, Delivery Device and Accessories 
consists of the following models: 
 
1) OPTIMIS FUSION YAG – a Nd: YAG Laser providing-switched laser pulses at a 

wavelength of 1064 nm for use in photodisruption of ocular tissue (posterior 
capsulotomy, pupillary membranectomy, iridotomy/iridectomy). The 1064 nm 
treatment beam delivers 4 ns, 0.3 -10mJ adjustable and selectable single, double or 
triple pulse of energy. It is conditioned through beam shaping optics to generate a 
photodisruption micro pulse of plasma at a precision adjustable location relative to the 
visual focal plane (located at slit lamp center of rotation) and along the slit lamp 
objective lens axis. A twin aiming beam is also focused by the slit lamp objective to a 
converging 10 µm spot located at the focal point of the lens. The focal point of 
photodisruption is adjustable 150µm in the posterior direction and -150µm in the 
anterior direction by the physician relative to this convergence of the twin aiming 
beams. 
 

2) OPTIMIS FUSION SLT - a Nd: YAG Laser providing Q-switched frequency doubled 
pulses at a wavelength of 532 nm for use in Selective Laser Trabeculoplasty. The 
treatment beam delivers a 4 nsec, 0.3, 2mJ adjustable single pulse of energy. The 
aiming and treatment beams are coaxial with each other and focussed by the slit lamp 
objective to a 400µm spot at the focal point of the lens. 
 

3) OPTIMIS FUSION YAG/SLT - a Nd: YAG Laser providing Q-switched laser pulses at 
a wavelength of 1064 nm for use in photodisruption or Q-switched frequency doubled 
pulses at a wavelength of 532 nm for use in Selective Laser Trabeculoplasty, depending 
upon the mode selected. The OPTIMIS FUSION YAG/SLT contains two aiming beam 
modules that produce a single beam for the 532nm mode and a dual beam for the 
1064nm mode, respectively.    

 
 

For each OPTIMIS FUSION model, the physician controls delivery of laser energy from 
the OPTIMIS FUSION control display unit and activates the treatment laser beam with a 
footswitch or joystick pushbutton. In addition, a laser slit lamp adaptor, may be coupled to 
each of the above OPTIMIS FUSION models and connected to a currently cleared 
QUANTEL MEDICAL 532 nm photocoagulator (VITRA (K04236), SUPRA (K07776), 
VITRAMULTISPOT (K122251)) to allow to the physician to use the slit lamp adaptor to 
deliver 532 nm continuous wave laser energy for retinal photocoagulation. All 
photodisruptor and SLT laser functions are disabled. The slit lamp adaptor is used for 
treatments specifically for the compatible lasers retinal photocoagulator. 
 
The OPTIMIS FUSION produces short, individual pulses of focused laser light with 
wavelengths of either 1064 nm or 532 nm, depending on the selected operational mode. 
Using a slit lamp microscope and aiming beam, the pulsed light is accurately targeted on a 
structure within the patient’s eye. 
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When the photodisruptor mode is selected, the treatment wavelength is 1064 nm. A twin-
aiming beam targets the area of tissue disruption. The energy contained within a single 
short pulse is concentrated by focusing to a very small spot size so that plasma formation 
occurs at the focal point. This creates an acoustic wave which disrupts nearby tissue. 
 
When the SLT mode is selected, the treatment wavelength is 532 nm. A coaxial aiming 
beam targets the trabecular meshwork via a contact lens. The SLT treatment laser provides 
a low energy, short pulse of laser light that produces a thermal effect in pigmented cells in 
the trabecular meshwork. 
 
Figure 1 provides the Block Diagram for the OPTIMUS FUSION. Figure 2 shows the 
layout of the laser head of the OPTIMUS FUSION. Figures 3 and 4 show the front and 
rear, respectively, of the system. 
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OPTIMIS FU

 
 

SION Diagrrams and Phhotos 
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Figure 3 Front View 
  
 

 
 

Figure 4 Rear View 
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Specifications  
 
GENERAL SPECIFICATIONS 
 

 YAG Mode SLT Mode 

Laser Energy source Q-Switched, Nd: YAG Q-Switched, frequency doubled  
Nd: YAG 

Pulse Setting 1,2 or 3 pulses per burst, selectable Single pulse only 
Laser energy Intensity Selected by Physician Selected by Physician 
Power requirements: Current 2A 2A 
Power requirements: Voltage 100 to 240 Vac 100 to 240 Vac 
Computer control Yes Yes 
Can user change computer program? No No 

LASER OUTPUT  
Output Wavelength 1064 nm 532 nm 
Energy Settings 0.3 – 10 mJ 0.3 – 2.0 mJ 
Repetition Rate (Max) 2.0 Hz 2.5 Hz 
Pulse Duration  4 nanoseconds 4 nanoseconds 
Spot Size 10 microns 400 microns 
Focus angle 16 degrees < 3 degrees 
Laser Safety Class 4 / IV 4/IV 
Cooling Method Air convection Air convection 

Aiming Beam: Dual diode, variable intensity Coaxial with treatment beam 
Aiming Beam: Type Red diode Red diode 
Aiming Beam: Wavelength 635 nm 635 nm 
Aiming laser power < 1mW < 1mW 
Laser Safety Class 2/II 2/II 
Safety measures Conform to standard 60601-2-22 

and 60825-1 
Conform to standard 60601-2-22 

and 60825-1 
Accessories NA Standard footswitch provided as a 

standard system component 

 
DELIVERY SYSTEM 
 

Slit lamp ADAPTOR Adaptor to suit the following slit lamp: 
 CSO SL 980 

 
The Nd: YAG treatment beam is derived from a solid-state laser module that produces 
short (approximately 4 ns), individual pulses of focused infrared light with a wavelength of 
1064 nm.  

The output of the laser module is passed through several optical modules to allow the beam 
leaving the objective lens of the slit lamp microscope to be focused to a high energy spot 
with a diameter of eight microns.  

The Nd: YAG treatment beam operates by photodisruption. The energy of the pulses 
produced by the laser is adjustable and the energy density at the focal point is sufficient to 
create a small ionization site (plasma) in the vitreous cavity. The plasma produces an 
acoustic wave that radiates from the focal point and ruptures or disrupts adjacent tissue. 
This is known as the 'photodisruptive effect’.  
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Once formed, the plasma absorbs and scatters further incident light. This shields the 
underlying structures from damage. The beam divergence after the focal point protects the 
retina from damage that could otherwise occur by the absorption of concentrated Nd:YAG 
treatment energy.  

The laser pulses are accurately positioned by means of a ‘twin dot’ aiming laser and an 
integrated slit lamp microscope. The treatment and aiming laser systems exit the 
microscope along its Nd:YAG optical axis and focus at the slit lamp center of rotation. 
 
The Selective Laser Trabeculoplasty treatment laser provides a low energy, short pulse of 
laser light that produces a thermal effect in pigmented cells in the trabecular meshwork of 
the eye. 
 
Collateral thermal and coagulative damage does not occur because the pulse duration is less 
than the time it takes for melanin in the pigmented cells to convert the absorbed 
electromagnetic radiant energy into heat energy (this is the thermal relaxation time). Even 
in the treatment area, non-pigmented cells and structures are unaffected. 
 
In SLT treatment mode, the OPTIMIS FUSION emits single visible light pulses of 4ns in 
duration with a 400µm spot size and pulse energies ranging from 0.3 to 2mJ. The 
mechanism of action of OPTIMIS FUSION is the selective targeting of pigmented 
trabecular meshwork cells, when operated within a defined energy range. 
 
The short duration of the laser pulses minimizes the amount of heat dissipated from 
pigmented cells and absorbed by surrounding non-pigmented tissues. When the OPTIMIS 
FUSION SLT mode is operated from a defined energy range, the fluency of the energy 
levels may result in photo acoustic and/or photomechanical damage to adjacent non-
melanized cells or the trabecular support architecture. 
 
A Latina gonioscopy lens without magnifying optics is used to visualize the angle during 
treatment. Pulse delivery is controlled by means of a joystick or footswitch. 
 
The optimum energy level for treatment is defined as the maximum energy that can be 
delivered without causing photo disruption/optical breakdown of the trabecular meshwork. 
The optimum energy level will vary from patient to patient because the threshold for 
thermal energy, evidenced by bubble formation, is determined primarily by the level of 
pigmentation in cells of the trabecular meshwork. 
 
To determine the optimum energy level for treatment, the user should set the initial laser 
energy at 0.6mJ and increase the energy in 0.1mJ increments until bubble formation is 
observed. The energy at which bubble formation occurs is known as the “threshold 
energy”. After the threshold energy has been identified, decrease the laser energy level by 
0.1mJ. This lower energy level is known as the “treatment energy” 
 
Treatment should continue at the treatment energy until 50 (±10) single, non-overlapping 
laser spots have been created along 180 degrees of either the nasal or temporal segment of 
the trabecular meshwork. 

 
The following figures show several views of the laser head, power supply and optional 
accessories (Stand column, footswitch, Slit Lamp adaptor).  
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    Figure 5 Froont View 

 

CONFIDENTIAL 18

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



 
 

  
 
 
 

  

 Figure

 Figure

e 6 Left Side 

e 7 Bottom L

Laser Head

Laser Head 

d 
 

 

CONFIDENTIAL 19

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



 
 
 
 

 
 
 
 
  Figure 8 3D Power Supply 
 

 
 
  Figure 9 Power Supply Front 
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UPPER SIDE POWER SUPPLY 
 

 
 
  Figure 10 Power Supply (from above) 
 
 
 

 
 
  Figure 11 Power Supply (Left Side) 
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Predicate Comparison Table 
 
 
GENERAL SPECIFICATIONS COMPARISON TABLE 

Manufacturer QUANTEL MEDICAL LUMENIS 

Model Family of OPTIMIS FUSION Ophthalmic Laser 
Systems, Delivery Device and Accessories 

 

Family of SELECTA Ophthalmic Laser Systems, 
Delivery Device and Accessories 

 
510 (K) Number  K081704 
Intended Use Treatment of ocular pathology 

 
Treatment of ocular pathology 

 
Device Name Optimis Fusion 

SLT  
Optimis Fusion YAG  Optimis Fusion 

YAG/SLT 
Selecta SLT  Selecta 1064 Selecta Duet 

Indications for Use Selective Laser 
Trabeculoplasty 

(SLT) 
 

Photodisruption of 
ocular tissue using light 

energy emitted by a 
Nd:YAG laser, 

including discission of 
the posterior capsule 

(posterior 
capsulotomy), 

 and discission of 
pupillary membranes 

(pupillary 
membranectomy) in 

aphakic and 
pseudophakic patients, 

and iridotomy / 
iridectomy. 

Photodisruption of 
ocular tissue using 

light energy 
emitted by a 

Nd:YAG laser, 
including discission 

of the posterior 
capsule (posterior 

capsulotomy), 
 and discission of 

pupillary 
membranes 
(pupillary 

membranectomy) 
in aphakic and 
pseudophakic 
patients, and 
iridotomy / 

iridectomy and 
Selective Laser 
Trabeculoplasty 

(SLT) 

Selective Laser 
Trabeculoplasty 

(SLT) 
 

Photodisruption of 
ocular tissue using 

light energy emitted 
by a Nd:YAG laser, 
including discussion 

of the posterior 
capsule (posterior 

capsulotomy), 
 and discussion of 

pupillary membranes 
(pupillary 

membranectomy) in 
aphakic and 

pseudophakic 
patients, and 
iridotomy / 
iridectomy. 

Photodisruption of 
ocular tissue using 

light energy 
emitted by a 

Nd:YAG laser, 
including 

discussion of the 
posterior capsule 

(posterior 
capsulotomy), 

 and discussion of 
pupillary 

membranes 
(pupillary 

membranectomy) 
in aphakic and 
pseudophakic 
patients, and 
iridotomy / 
iridectomy, 

Selective Laser 
Trabeculoplasty 

(SLT) 
Laser energy 
Intensity 

Selected by Physician Selected by Physician 
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Treatment Lasers  

Manufacturer QUANTEL MEDICAL LUMENIS 

Model Family of OPTIMIS FUSION Ophthalmic laser 
Systems, Delivery device and Accessories 

 

Family of SELECTA Ophthalmic laser Systems, 
Delivery device and Accessories 

 
510 (K) Number  K081704 
 Optimis Fusion 

SLT  
Optimis Fusion 

YAG  
Optimis Fusion 

YAG/SLT 
Selecta SLT  Selecta 1064 Selecta Duet 

Laser Energy source Q-Switched, 
frequency 

doubled Nd: 
YAG 

Q-Switched, Nd: 
YAG 

Q-Switched, frequency 
doubled Nd: YAG and 
Q-Switched, Nd: YAG 

Q-Switched, 
frequency 

doubled Nd: 
YAG 

Q-Switched, Nd: 
YAG 

Q-Switched, frequency 
doubled Nd: YAG and Q-

Switched, Nd: YAG 

Laser Wavelength 532 nm 1064 nm 532 nm and 1064 nm 532 nm 1064 nm 532 nm and 1064 nm 
Pulse setting 

Single pulse only 
1,2 and 3 pulses per 

burst, selectable 

SLT mode: single pulse 
only 

YAG mode: 1,2 and 3 
pulses per burst, 

selectable 

Single pulse 
only 

1,2 and 3 pulses 
per burst, 
selectable 

SLT mode: single pulse 
only 

YAG mode: 1,2 and 3 
pulses per burst, selectable 

Energy Settings 0.3 – 2.0 mJ  0.3 – 10 mJ SLT mode: 0.3-2.0 mJ 
YAG mode: 0.3-10 mJ 

0.3 – 2.0 mJ 
0.3 – 10 mJ SLT mode: 0.3-2.0 mJ 

YAG mode: 0.3-10 mJ 
Repetition Rate 
(Max) 

2.5 Hz 2.0Hz SLT mode: 2.5 Hz 
YAG mode: 2.0 Hz 

2.0 Hz 2.0 Hz 2.0 Hz 
 

Pulse Duration  4 nanoseconds 4 nanoseconds 4 nanoseconds 3 nanoseconds 3 nanoseconds 3 nanoseconds 
Spot Size in air 400 microns 10 microns SLT mode: 400 microns 

YAG mode: 10 microns 
400 microns 

10 microns SLT mode: 400 microns 
YAG mode: 10 microns 

Offset (in air) 
--- 

ANT -150;0;POST 
+150 microns 

YAG mode: ANT -
150;0;POST +150 

microns 
--- 

100-350 microns, 
continuously 

variable 

YAG mode: 100-350 
microns, continuously 

variable 
Focus angle < 3 degrees 16 degrees SLT mode: < 3 degrees 

YAG mode: 16 degrees 
< 3 degrees 16 degrees 

SLT mode: < 3 degrees 
YAG mode: 16 degrees 

Laser Safety Class 4/IV 4/IV 4/IV 4/IV 4/IV 4/IV 
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Aiming Lasers 
Aiming Beam 
laser type 

Red diode Red diode Red diode Red diode Red diode Red diode 

Aiming Wavelength 635 nm 635 nm 635 nm 635 nm 635 nm 635 nm 
Aiming laser power < 1mW < 1mW < 1mW < 1mW < 1mW < 1mW 
Aiming Beam : 

Coaxial with 
treatment beam 

Dual diode 

SLT mode: coaxial 
with treatment beam 

YAG mode: dual 
diode 

Coaxial with 
treatment beam 

Dual diode 
SLT mode: coaxial 

with treatment beam 
YAG mode: dual diode 

Laser safety class 2/II 2/II 2/II 2/II 2/II 2/II 

 
 Electrical and Mechanical Characteristics of Devices 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 

Manufacturer QUANTEL MEDICAL LUMENIS 

Model Family of OPTIMIS FUSION 
Ophthalmic Laser Systems, 

Delivery Device and 
Accessories 

 

Family of SELECTA Ophthalmic Laser Systems, 
Delivery Device and Accessories 

 

510 (K) Number  K081704 
Mains Electrical 
Supply voltage 

100 to 240 Vac --- 
 

Supply Frequency 50/60Hz 50/60Hz 
Weight 24.5 kg 25lbs 
Min/Max height (top of 
chinrest) 

H x W x D = 647 mm x 540 mm x 485 
mm 

5.4¨x7¨x11.4¨ 

Operating Temperature 
Range 

+15°C to +35°C; RH 90% 
+15°C to +32°C; RH 90%@ 32°C 

Transport & Storage 
Temperature Range 

- 20°C to +70°C; 
- RH 10 to 85% 

- 10°C to +55°C; 
- RH up to 90%@55°C 

Cooling (console) Air convection Air cooled  
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Slit Lamp Delivery Systems Characteristics  

Manufacturer CSO LUMENIS 

Type Galilean converging binocular  Galilean stereoscopic microscope 
with converging optics  

510 (K) Number 
Previously cleared in K992836 

K081704 

Objectives lens 1.1x  1.25 x 

Eyepiece lens 12.5 x   12.5 x, dioptre adjustable in range ± 5D 

Total magnification 10 x 16x 25x 16 x (12.5 x eyepiece) 

Magnification changer 3 position, removable 3 position, removable 

Interpupillary distance 
adjustment 

48.5 - 80 mm 2.16 to 3.5 in (55-88 mm) 

Working distance 3.14 in (80 mm) 2.16 in (55mm) 

Focal length 3.7 in (94 mm) 3.6 in (92 mm) 

Chin rest Adjustable, vertical travel 2.5 in (70 
mm) 

Adjustable, vertical travel 2 in (50 mm) 

Slit lamp source 

Slit width 0 to 14 mm 0 to ½ ( 0 to 12 mm) 

Illumination view field 0.2mm, 5.5mm, 9mm, 14mm, 
continuously variable 

0.5 mm, 5 mm, 8 mm, 12 mm, 
continuously variable 

Slit rotation  180 degrees 180 degrees 

Illumination angle 180 degrees at horizontal plane (90 
degrees for right/left) 

180 degrees at horizontal plane (90 
degrees for right/left) 

Filters  cobalt-blue, Green, cobalt-blue, neutral density (ND) 
(28% attenuation) 

Bulb LED bulb, 6V, 20W pre-centered bulb Halogen lamp, 12V, 30W pre-centered 
bulb 

Cross slide table 

Vertical adjustment of 
binocular arm 

 1.2 in (30 mm), by rotation of 
joystick 

1 in (26 mm), by rotation of joystick 

Fine horizontal 
movement 

± 7mm By tilting joystick lever, fine movement 
of 11 mm 
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Accessories 

Coarse horizontal 
movement 

By moving the slit lamp base, coarse 
movement of 4.52 in (115 mm) 

longitudinal and 4.3 in (110 mm) lateral 
travel. 

By moving the slit lamp base, coarse 
movement of 4 in (103 mm) 

longitudinal and 4 in (103 mm) lateral 
travel. 

Manufacturer QUANTEL MEDICAL LUMENIS 

Model Family of OPTIMIS FUSION 
Ophthalmic laser Systems, 

Delivery device and Accessories 
 

Family of SELECTA Ophthalmic 
laser Systems, Delivery device 

and Accessories 
 

510 (K) Number --- K081704 
Standard Accessories --- Footswitch 

Optional Accessories Footswitch, Slit lamp Adaptor, Stand 
Column 

LaserLink S,Beam splitter, 
35mm Camera adapter, video camera 

adapter, co-observation tube, Latina lens
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Substantial Equivalence Discussion for the OPTIMIS FUSION FAMILY per the 
510(k) Substantial Equivalence Decision-Making Process Flowchart 

 

1. Does the new device have the same Indication Statement? 

Yes, the indications for use statement for the OPTIMIS FUSION FAMILY is exactly the 
same as the indications for use statement for the Lumenis Family of SELECTA 
Ophthalmic Laser Systems, Delivery Device and accessories (predicate device). Each of 
the families contains multiple configurations of the laser system with different indications 
for use statements. Both families include an SLT model, a YAG model and a model 
which combines the SLT and YAG. The indications for use statements for each version 
of the product are identical between the families.    
 
Additionally, all of the devices are prescription devices which are intended to be used by 
trained medical personnel. Therefore, the OPTIMIS FUSION FAMILY has the same 
intended use as the identified predicate device and may be found to be substantially 
equivalent to the predicate device. 
 

2. Does the new device have the same technological characteristics? 
 
Yes, the OPTIMIS FUSION FAMILY and the predicate device have the same 
technological characteristics. Each of the families includes multiple models within the 
family. Both the OPTIMUS FUSION FAMILY and the Lumenis SELECTA family 
include an SLT model, a YAG model and a model that combines the SLT and YAG 
lasers in one unit.  
 
SLT Mode 
The Optimis Fusion SLT is a Q-Switched frequency doubled Nd: YAG laser with a 
wavelength of 532 nm as is the Selecta SLT model. Both the Optimis Fusion SLT and the 
Selecta SLT models operate in single pulse modes. The energy range for both devices is 
0.3-2.0 mJ. The spot size in air is 400 microns with a focus angle of < 3 degrees for both 
systems. The repetition rate for the Optimis Fusion SLT is 2.5 Hz while it is 2.0 Hz for 
the Selecta SLT and the pulse duration is 4 ns for the Optimis Fusion SLT and 3 ns for 
the Selecta SLT. The two differences between the two systems are considered very minor 
in significance and don’t affect the safety or efficacy of the devices. There are other FDA 
cleared devices for SLT that have the same repetition rate and pulse duration as the 
Optimis Fusion SLT system including the Carl Zeiss Meditec Visulas YAG III cleared in 
K042139.  
 
YAG Mode 
The Optimis Fusion YAG is a Q-Switched Nd: YAG laser with a wavelength of 1064 nm 
as is the Selecta 1064 model. Both the Optimis Fusion YAG and the Selecta 1064 models 
operate in user selectable bursts of 1, 2 or 3 pulses. The energy range for both devices is 
0.3-10.0 mJ. The spot size in air is 10 microns with a focus angle of 16 degrees for both 
systems. The repetition rate for the Optimis Fusion YAG is 2.0 Hz as it is for the Selecta 
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1064. The pulse duration is 4 ns for the Optimis Fusion YAG and 3 ns for the Selecta 
1064. This difference between the two systems are considered very minor in significance 
and don’t affect the safety or efficacy of the devices. There are other FDA cleared 
devices for the same indications for use that have the pulse duration as the Optimis 
Fusion YAG system including the Carl Zeiss Meditec Visulas YAG III cleared in 
K042139.  
 
SLT/YAG modes 
The Optimis Fusion YAG/SLT includes the features and specification of both the 
Optimis Fusion SLT system and the Optimis Fusion YAG system combined in one 
device. The specifications of each individual system remain unchanged when they are 
combined into one unit. This is exactly the same at the Lumenis Selecta Duet which 
combines the Selecta SLT and Selecta 1064 features. Therefore, the similarities and 
differences outlined above for the SLT and YAG models apply to the Optimis Fusion 
YAG/SLT device.  
 
All of the systems use a 635 nm red diode for aiming. All of the systems use a slit lamp 
as the delivery system for the laser energy. The Optimis Fusion models use the CSO 
SL980 slit lamp previously cleared by FDA in K992836.  
 

3. Are the descriptive characteristics precise enough to ensure equivalence? 
 

Yes, the descriptive characteristics available on both the OPTIMIS FUSION FAMILY and 
the predicate device are precise enough to ensure equivalence. Therefore, the OPTIMIS 
FUSION FAMILY is substantially equivalent to the predicate device.  
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Table 2 Moderate Level of Concern  
Question Answer 

1. Is the Software Device an accessory to a medical device that 
has a Moderate Level of Concern? 

NO 

2. Prior to mitigation of hazards, could a failure of the Software 
Device result in Minor Injury, either to a patient or to a user of 
the device? 

YES 

3. Could a malfunction of, or a latent design flaw in, the Software 
Device lead to an erroneous diagnosis or a delay in delivery of 
appropriate medical care that would likely lead to Minor 
Injury? 

NO 

 
Therefore, the Level of Concern for the software is Major.  
 
As a result of the Major Level of Concern, the documentation provided in this submission 
includes the following:  
 

Software Requirements Specification Appendix 8 
Device Hazard Analysis Appendix 6.2 
Architecture Design Chart Appendix 9 
Software Design Specification Appendix 10 
Software Development Environment Appendix 11 
Software Configuration Management Plan Appendix 12 
Maintenance Plan Appendix 13 
Traceability Analysis Appendix 14 
Software Verification and Validation Appendix 15 
Revision Level History Appendix 16 
Unresolved Anomalies Appendix 17 

 
 

IX. BIOCOMPATIBILITY INFORMATION 

The OPTIMIS FUSION FAMILY does not come into contact with the patient during the 
treatment, therefore, biocompatibility information is not provided.  

 

X. STERILIZATION / CLEANING / DISINFECTION / SHELF LIFE 

The OPTIMIS FUSION FAMILY is not supplied sterile and does not require sterilization 
before use. Cleaning is described in the User’s Manual which is provided in Appendix 7. 

 
The outside of the OPTIMIS FUSION FAMILY should be cleaned as needed with a cloth 
dampened with a non-caustic cleaning solution such as soap and water, isopropyl alcohol 
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or a hospital grade disinfectant. The optics should be cleaned as needed using lint free 
optical tissues, cotton swabs and ethanol or methanol.  

 

XI. PERFORMANCE TESTING-BENCH 

Appendix 18 provides a summary of the functional control activities for the OPTIMIS 
FUSION FAMILY. The testing validated that the power output, position at focal point, and 
dimensions of treatment conform to functional requirements.  

 

XII. PERFORMANCE TESTING-CLINICAL 

No clinical data is required or provided for this 510(k). 
 

XIII. FINANCIAL DISCLOSURES 

There is no clinical data submitted in this 510(k) so a financial disclosure is not required. 
 

XIV. 510(K) SUMMARY 

Appendix 19 of this submission contains the Company’s 510(k) Summary. 

 

XV. CONFIDENTIALITY 

Some of the material in this application may be trade secret or confidential commercial or 
financial information within the meaning of 21 C.F.R. § 20.61 and therefore not disclosable 
under the Freedom of Information Act, even after the existence of the application becomes 
public. We ask that you consult with the Company as provided in 21 C.F.R. § 20.45 before 
making any part of this submission publicly available. 
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XVI. SUBMITTER’S NAME AND ADDRESS 

Quantel Medical 
11 rue Bois Joli 
CS 4015 
63808 Cournon d’Auvergne - Cedex 
FRANCE 

 

XVII. CONTACT PERSON AND TELEPHONE/FACSIMILE NUMBERS 

Maureen O’Connell 
O’Connell Regulatory Consultants, Inc. 
5 Timber Lane 
North Reading, MA 01864 
      
Phone: (978) 207-1245   
Facsimile: (978) 824-2541  

 
 

XVIII. MEDICAL DEVICE USER FEE 

The Company has electronically remitted the Medical Device User Fee of  
concurrent with this submission.  A copy of the Medical Device User Fee Cover Page is 
provided in Appendix 20.   

XIX. INDICATIONS FOR USE STATEMENT 

The company’s Indications for Use Statement for OPTIMIS FUSION Family is provided in 
Appendix 21. 

XX. TRUTH AND ACCURACY STATEMENT 

The company’s signed Truth and Accuracy statement is included in Appendix 22.  
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Third Party Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Form Approved: OMB No. 0910-0120; Expiration Date: xx/xx/xx 
 dev ce; and the name address of the test aboratory or 
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Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Form Approved: OMB No. 0910-0120; Expiration Date: xx/xx/xx 
 dev ce; and the name address of the test aboratory or 
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Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Testing

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Risk Analysis

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Risk Analysis

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Risk Analysis

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Risk Analysis

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Risk Analysis

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Risk Analysis

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Risk Analysis

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Risk Analysis

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Risk Analysis

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Risk Analysis

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Risk Analysis

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Risk Analysis

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Risk Analysis

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Risk Analysis

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Risk Analysis

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Risk Analysis

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Risk Analysis

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Risk Analysis

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Risk Analysis

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Risk Analysis

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016
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(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Design Specification

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



CONFIDENTIAL 557

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Development

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



CONFIDENTIAL 598

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



CONFIDENTIAL 599

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Configuration Management Plant

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Configuration Management Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Configuration Management Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Configuration Management Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Configuration Management Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Configuration Management Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Configuration Management Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Configuration Management Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Configuration Management Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Configuration Management Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Configuration Management Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Configuration Management Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Configuration Management Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Configuration Management Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Configuration Management Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Configuration Management Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Configuration Management Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Configuration Management Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Software Configuration Management Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



CONFIDENTIAL 622

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



CONFIDENTIAL 623

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



CONFIDENTIAL 624

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Maintenance Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Maintenance Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Maintenance Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Maintenance Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Maintenance Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Maintenance Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Maintenance Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Maintenance Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Maintenance Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Maintenance Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Maintenance Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Maintenance Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Maintenance Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Maintenance Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Maintenance Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Maintenance Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Maintenance Plan

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b)(4) Maintenance Plan
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Unresolved Anomalies 

 

CERTIFICATION 

The software test procedures provided in the 510(k) notification are as follows: 

-  

  

This information is correct and tests have been conducted following these procedures. At this date, we 
certify that there are no bugs or defects unresolved that could have been identified during our tests or 
recorded to us by our customers. 

 

In case of software revision, all the procedures described will be used to retest and revalidate the new 
software version. 

 

 

 

Patrick QUERO 

Quality & Regulatory Affairs Director 

Date: January 20th, 2014 
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510(k) Summary for the Quantel Medical  
Family of OPTIMIS FUSION Ophthalmic Laser Systems, (OPTIMIS FUSION SLT/YAG, OPTIMIS FUSION 

YAG, OPTIMIS FUSION SLT) and Delivery Device (Slit lamp adaptor) and Accessories      
 

 
This 510(k) Summary is being submitted in accordance with the requirements of the 
SMDA 1990 and 21 CFR 807.92. 
 

1. General Information 
 

 Submitter: Quantel Medical  
               11 Rue du Bois Joli – CS 40015 
  63808 Cournon D’Auvergne Cedex 
  FRANCE  
 33-473 745 745 
 33-473 745 700 (Fax) 

 
 
 Contact Person:              Maureen O’Connell 
  O’Connell Regulatory Consultants, Inc. 
  5 Timber Lane 
  North Reading, MA  01864 
  Telephone:  978-207-1245 
  Fax:  978-824-2541 
 
 Summary Preparation Date: February 6, 2014 
 
 
2. Names 
 
 Device Trade Name:         Family of OPTMIS FUSION Ophthalmic Laser  
  Systems, Delivery Device and Accessories      
  OPTIMIS FUSION SLT/YAG 
  OPTIMIS FUSION YAG 
  OPTIMIS FUSION SLT 
    
   
 
 Common Name: Ophthalmic Laser 
 
 Classification Names: Laser Instrument, Surgical, Powered and Laser,  
  Ophthalmic 
  Product Code: GEX (21 CFR 878.4810) and  
  HQF (21 CFR 886.4390) 
  Panel: General & Plastic Surgery and  
  Ophthalmology 
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3. Predicate Device 

  
- Lumenis Family of Selecta Ophthalmic laser Systems, Delivery Device and 

Accessories :  (K081704) 
 
 

4. Device Description 
 

The QUANTEL MEDICAL OPTIMIS FUSION is an ophthalmic surgical laser designed 
for performing photodisruption of ocular tissue using laser energy emitted by a Nd:YAG  
laser  including  discission of the posterior capsule of the eye (posterior capsulotomy), 
discission of the pupillary membranes (pupillary membranectomy ), and 
iridotomy/iridectomy ; and selective laser Trabeculoplasty. 
 
The Family of OPTIMIS FUSION Ophthalmic Lasers, Delivery Device and Accessories 
consists of the following models: 
 
1) OPTIMIS FUSION YAG – a Nd: YAG Laser providing-switched laser pulses at a 

wavelength of 1064 nm for use in photodisruption of ocular tissue (posterior 
capsulotomy, pupillary membranectomy, iridotomy/iridectomy). The 1064 treatment 
beam delivers 4 ns, 0.3 -10mJ adjustable and selectable single, double or triple pulse of 
energy. It is conditioned trough beam shaping optics to generate a photodisruption 
micro pulse of plasma at a precision adjustable location relative to the visual focal 
plane (located at slit lamp center of rotation) and along the slit lamp objective lens axis. 
A twin aiming beam is also focused by the slit lamp objective to a converging 10 µm 
spot located at the focal point of the lens. The focal point of photodisruption is 
adjustable 150µm in the posterior direction and -150µm in the anterior direction by the 
physician relative to this convergence of the twin aiming beams. 
 

2) OPTIMIS FUSION SLT - a Nd: YAG Laser providing Q-switched frequency doubled 
pulses at a wavelength of 532 nm for use in Selective Laser Trabeculoplasty. The 
treatment beams delivers a 4 nsec, 0.3, 2mJ adjustable single pulse of energy. The 
aiming and treatment beams are coaxial with each other and focussed by the slit lamp 
objective to a 400µm spot at the focal point of the lens. 

 
 

3) OPTIMIS FUSION YAG/SLT - a Nd: YAG Laser providing Q-switched laser pulses at 
a wavelength of 1064 nanometers for use in photodisruption or Q-switched frequency 
doubled pulses at a wavelength of 532 nm for use in Selective Laser Trabeculoplasty, 
depending upon the mode selected. The OPTIMIS FUSION YAG/SLT contains two 
aiming beam modules that produce a single beam for the 532nm mode and a dual beam 
for the 1064nm mode, respectively.    
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For each OPTIMIS FUSION model, the physician controls delivery of laser energy from 
the OPTIMIS FUSION control display unit and activates the treatment laser beam with a 
footswitch or joystick pushbutton. In addition, a laser slit lamp adaptor  may be coupled to 
each of the above OPTIMIS FUSION models and connected to a currently cleared 
QUANTEL MEDICAL 532nm photocoagulator (VITRA (K04236), SUPRA (K07776),  
VITRAMULTISPOT (K122251)) to allow to the physician to use the Slit Lamp Adaptor to 
deliver 532 nm continuous wave laser energy for retinal photocoagulation. 
 
 
The OPTIMIS FUSION produces short, individual pulses of focused laser light with 
wavelengths of either 1064 nm or 532 nm, depending on the selected operational mode. 
Using a slit lamp microscope and aiming beam, the pulsed light is accurately targeted on a 
structure within the patient’s eye. 
 
When the photodisruptor mode is selected, the treatment wavelength is 1064nm. A twin-
aiming beam targets the area of tissue disruption. The energy contained within a single 
short pulse is concentrated by focusing to a very small spot size so that plasma formation 
occurs at the focal point. This creates an acoustic wave which disrupts nearby tissue. 
 
When the SLT mode is selected, the treatment wavelength is 532nm. A coaxial aiming 
beam targets the trabecular meshwork via a contact lens. The SLT treatment laser provides 
a low energy, short pulse of laser light that produces a thermal effect in pigmented cells in 
the trabecular meshwork. 
 

 
5. Indications for Use 

 
l OPTIMIS FUSION YAG: photodisruption of ocular tissue using light energy 
emitted by a Nd: YAG Laser, including discission of posterior capsule of the eye 
(posterior capsulotomy), and discission of pupillary membranes (pupillary 
membranectomy) in aphakic and pseudophakic patients, and iridotomy / 
iridectomy. 
 
•  OPTIMIS FUSION SLT: Selective Laser Trabeculoplasty 

 
•  OPTIMIS FUSION YAG/SLT: photodisruption of ocular tissue using light 

energy emitted by  a Nd: YAG Laser, including discission of posterior capsule 
of the eye (posterior capsulotomy), and discission of pupillary membranes 
(pupillary membranectomy) in aphakic and pseudophakic patients, and 
iridotomy / iridectomy; and Selective Laser Trabeculoplasty 

 
 

6. Substantial Equivalence 
 

The indications for use statement for the OPTIMIS FUSION FAMILY is exactly 
the same as the indications for use statement for the Lumenis Family of SELECTA 
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Ophthalmic Laser Systems, Delivery Device and accessories (predicate device). 
Each of the families contains multiple configurations of the laser system with 
different indications for use statements. Both families include an SLT model, a 
YAG model and a model which combines the SLT and YAG. The indications for 
use statements for each version of the product are identical between the families.    
 
The OPTIMIS FUSION FAMILY and the predicate device have the same 
technological characteristics. Each of the families includes multiple models within 
the family. Both the OPTIMUS FUSION FAMILY and the Lumenis SELECTA 
family include an SLT model, a YAG model and a model that combines the SLT 
and YAG lasers in one unit.  
 
The specifications of the SLT and YAG modes are almost identical between the 
OPTIMUS FUSION FAMILY and the SELECTA FAMILY. The OPTIMIS 
FUSION SLT is a Q-Switched frequency doubled Nd: YAG laser with a 
wavelength of 532 nm as is the Selecta SLT model. Both the Optimis Fusion SLT 
and the Selecta SLT models operate in single pulse modes. The energy range for 
both devices is 0.3-2.0 mJ. The spot size in air is 400 microns with a focus angle of 
< 3 degrees for both systems.  
 
The OPTIMIS FUSION YAG is a Q-Switched Nd: YAG laser with a wavelength of 
1064 nm as is the Selecta 1064 model. Both the Optimis Fusion YAG and the 
Selecta 1064 models operate in user selectable bursts of 1, 2 or 3 pulses. The energy 
range for both devices is 0.3-10.0 mJ. The spot size in air is 10 microns with a focus 
angle of 16 degrees for both systems. The repetition rate for the Optimis Fusion 
YAG is 2.0 Hz as it is for the Selecta 1064.  
 
The OPTIMIS FUSION YAG/SLT includes the features and specification of both 
the OPTIMIS FUSION SLT system and the OPTIMIS FUSION YAG system 
combined in one device. The specifications of each individual system remain 
unchanged when they are combined into one unit. This is exactly the same as the 
Lumenis Selecta Duet which combines the Selecta SLT and Selecta 1064 features.  
 
All of the systems use a 635 nm red diode for aiming. All of the systems use a slit 
lamp as the delivery system for the laser energy. The Optimis Fusion models use 
the CSO SL980 slit lamp previously cleared by FDA in K992836.  
 
Therefore, the OPTIMIS FUSION FAMILY is substantially equivalent to the 
predicate device.  
 

7. Performance Data 
 
Laboratory testing was conducted to validate and verify that the Family of 
OPTIMIS FUSION Ophthalmic Laser Systems, Delivery Device and Accessories 
met all design specifications and was substantially equivalent to the predicate 
devices. 
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Indications for Use 
 

510(k) Number (if known):        
 
Device Name: Family of OPTIMIS FUSION Ophthalmic Laser Systems, (OPTIMIS FUSION SLT/YAG, 
OPTIMIS FUSION YAG, OPTIMIS FUSION SLT) and Delivery Device (Slit lamp adaptor) and Accessories      
 
Indications for Use: 
 

l OPTIMIS FUSION YAG: photodisruption of ocular tissue using light energy 
emitted by a Nd: YAG Laser, including discission of posterior capsule of the eye 
(posterior capsulotomy), and discission of pupillary membranes (pupillary 
membranectomy) in aphakic and pseudophakic patients, and iridotomy / 
iridectomy. 
 
•  OPTIMIS FUSION SLT: Selective laser Trabeculoplasty 

 
•  OPTIMIS FUSION YAG/SLT: photodisruption of ocular tissue using light 

energy emitted by  a Nd: YAG Laser, including discission of posterior capsule 
of the eye (posterior capsulotomy), and discission of pupillary membranes 
(pupillary membranectomy) in aphakic and pseudophakic patients, and 
iridotomy / iridectomy; and Selective laser Trabeculoplasty 

 
 

  
 
  

 
 
 
 
 
Prescription Use X   AND/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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CONFIDENTIAL 1 

 

 

 

May 16, 2014 

 

U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
Document Control Center – WO66-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-002 
Attn: Charles Chiang 

RE: Supplement 1 to K140336 

Dear Mr. Chiang: 

The following information and additional documents are provided in response your telephone 
hold memorandum dated April 4, 2014. Each question is followed by Quantel Medical’s 
response. 
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CONFIDENTIAL 7 

This 510(k) Supplement is provided in duplicate with one paper and one electronic copy. The 
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Indications for Use 
 

510(k) Number (if known):        
 
Device Name: Family of OPTIMIS FUSION Ophthalmic Laser Systems, (FUSION SLT/YAG, FUSION 
YAG, FUSION SLT) and Delivery Device (Slit lamp adaptor) and Accessories      
 
Indications for Use: 
 

l OPTIMIS FUSION YAG: photodisruption of ocular tissue using light energy 
emitted by a Nd: YAG Laser, including discission of posterior capsule of the eye 
(posterior capsulotomy), and discission of pupillary membranes (pupillary 
membranectomy) in aphakic and pseudophakic patients, and iridotomy. 
 
 
•  OPTIMIS FUSION SLT: Selective laser Trabeculoplasty 

 
•  OPTIMIS FUSION YAG/SLT: photodisruption of ocular tissue using light 

energy emitted by  a Nd: YAG Laser, including discission of posterior capsule 
of the eye (posterior capsulotomy), and discission of pupillary membranes 
(pupillary membranectomy) in aphakic and pseudophakic patients, and 
iridotomy ; and Selective laser Trabeculoplasty 

 
 

  
 
  

 
 
 
 
 
Prescription Use X   AND/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) 
 
 
 
 
 
 
Page 1 of 1 

103

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b
)(

4)
 D

ia
gr

am

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b
)(

4)
 D

ia
gr

am

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



(b
)(

4)
 D

ia
gr

am

Records processed under FOIA Request # 2015-10223; Released by CDRH on 03-15-2016

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



Specifications  
 
GENERAL SPECIFICATIONS 
 

 YAG Mode SLT Mode 

Laser Energy source Q-Switched, Nd : YAG Q-Switched, frequency doubled  
Nd : YAG 

Laser Delivery Mode 1,2 or 3 pulses per shot, selectable 1 pulse per shot 
Laser energy Intensity Selected by Physician Selected by Physician 
Power requirements: Current 2A 2A 
Power requirements: Voltage 100 to 240 Vac 100 to 240 Vac 
Computer control Yes Yes 

Can user change computer program? No No 

LASER OUTPUT  
Output Wavelength 1064 nm 532 nm 
Energy Settings 0.3 – 10 mJ 0.3 – 2.0 mJ 
Maximum Energy 10 mJ Single pulse  

18 mJ Double pulse 
 30 mJ triple pulse 

2 mJ 
(single pulse only) 

Pulse Modes Pulsed Pulsed 
Repetition Rate (Max) 2.0 Hz single pulse 

 1.5 Hz double pulse 
 1.5 Hz triple pulse 

2.5 Hz 

Pulse Duration  4 nanoseconds 4 nanoseconds 
Spot Size 10 microns 

(84% energy in diameter) 
8 microns FWHM 

400 microns 

Offset (in air) Variable  
+150µm;0;-150µm 

--- 

Focus angle 16 degrees < 3 degrees 
Laser Safety Class IIIb (3B) 

 
IIIb (3B) 

 
Cooling Method Air convection Air convection 

Aiming Beam: Dual diode, variable intensity Coaxial with treatment beam 
Aiming Beam: Type Red diode Red diode 
Aiming Beam: Wavelength 635±5 nm 635±5 nm 
Aiming laser power < 1mW < 1mW 
Laser Safety Class 2/II 2/II 
Safety measures Conform to standard 60601-2-22 

and 60825-1 
Conform to standard 60601-2-22 

and 60825-1 
Accessories NA Standard footswitch provided as a 

standard system component 

 
DELIVERY SYSTEM 
 

Slit lamp ADAPTOR (FusionLink) Adaptor to suit the following slit lamp: 
• CSO SL 980 
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Predicate Comparison Table for SLT Mode 
 

 
 
GENERAL SPECIFICATIONS COMPARISON TABLE 
 

Manufacturer QUANTEL MEDICAL LUMENIS 

Model Family of OPTIMIS FUSION Ophthalmic 
Laser Systems, Delivery Device and 

Accessories 
 

Family of SELECTA Ophthalmic 
Laser Systems, Delivery Device 

and Accessories 
 

510 (K) Number  K081704 
Intended Use Treatment of ocular pathology 

 
Treatment of ocular pathology 

 
Device Name Optimis Fusion SLT Selecta Duet 

Indications for Use Selective Laser Trabeculoplasty (SLT) Selective Laser Trabeculoplasty (SLT) 

Laser energy Intensity Selected by Physician Selected by Physician 
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Treatment Lasers  
 

Manufacturer QUANTEL MEDICAL LUMENIS 

Model Family of OPTIMIS FUSION Ophthalmic 
laser Systems, Delivery device and 

Accessories 

Family of SELECTA Ophthalmic laser 
Systems, Delivery device and 

Accessories 
510 (K) Number --- K081704 

Device Name Optimis Fusion SLT 
 

Selecta Duet SLT 
 

Laser Energy source Q-Switched, frequency doubled Nd: YAG Q-Switched, frequency doubled Nd: YAG 
Laser Wavelength 532 nm 532 nm 
Pumping system Flash Flash 
Pulse Modes Pulsed Pulsed 
Laser Delivery Mode Single spot Single spot 
Pulse setting 1 pulse per shot 1 pulse per shot 
Energy Settings 0.3 – 2.0 mJ 0.3 – 2.0 mJ 
Multispot Spot 
Patterns (MSP) NA NA 

Range of space 
between MSP NA NA 

Energy Output (max) 2 mJ 2 mJ 
Repetition Rate (Max) 2.5 Hz  

(single pulse only) 
2.0 Hz 

 (single pulse only) 
Pulse Duration  4 nanoseconds 3 nanoseconds 

Maximum Average 
Power (W) 

 
5 mW single pulse 

 

 
4 mW single pulse 

 
Maximum Energy 
Density at Minimum 
Exposure (J/cm²) 

1.6  J/cm² single pulse 
 

1.6   J/cm² single pulse 
 

Spot Size Diameter in 
air (µm) 400 microns 400 microns 
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Spot Placement Spot centered on Guide beam at focal plan Spot centered on Guide beam at focal plan 
Spot Diameter at 
Retinal Plan NA NA 

Rotation Angle  NA NA 
Focus angle < 3 degrees < 3 degrees 
Laser Safety Class IIIb (3B) 

 
IIIb (3B) 

 

 
 
Aiming Lasers 
 

Aiming Beam laser type Red diode Red diode 
Aiming Wavelength 635±5 nm 635±5 nm 
Aiming laser power < 1mW < 1mW, continuously variable 
Operation  CW 

 (Continuous wave) 
CW 

 (Continuous wave) 
Aiming Beam : Coaxial with treatment beam Coaxial with treatment beam 
Laser safety class 2/II 2/II 
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Predicate Comparison Table for YAG Mode 
 
 
GENERAL SPECIFICATIONS COMPARISON TABLE 
 

Manufacturer QUANTEL MEDICAL LUMENIS 
 

Carl Zeiss Meditec 

Model Family of OPTIMIS 
FUSION Ophthalmic 

Laser Systems, Delivery 
Device and Accessories 

Family of SELECTA Ophthalmic 
Laser Systems, Delivery Device 

and Accessories 
 

VISULAS YAG III 

510 (K) 
Number 

 K081704 
 

K042139 

Intended Use Treatment of ocular 
pathology 

Treatment of ocular pathology Treatment of ocular pathology 
 

Device Name Optimis Fusion YAG  
  

Selecta Duet Visulas YAG III 

Indications for 
Use 

Photodisruption of ocular 
tissue using light energy 

emitted by a Nd:YAG laser, 
including discussion of the 
posterior capsule (posterior 

capsulotomy), 
 and discussion of pupillary 

membranes (pupillary 
membranectomy) in aphakic 
and pseudophakic patients, 

and iridotomy   
  

Photodisruption of ocular tissue using 
light energy emitted by a Nd:YAG laser, 

including discussion of the posterior 
capsule (posterior capsulotomy), 

 and discussion of pupillary membranes 
(pupillary membranectomy) in aphakic 

and pseudophakic patients, and 
iridotomy / iridectomy,  

Posterior capsulotomy and 
peripheral iridotomy. 

Laser energy 
Intensity 

Selected by Physician Selected by Physician Selected by Physician 
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Treatment Lasers  
 

Manufacturer QUANTEL MEDICAL LUMENIS Carl Zeiss Meditec  

Model Family of OPTIMIS 
FUSION Ophthalmic 

laser Systems, Delivery 
device and Accessories 

Family of SELECTA 
Ophthalmic laser 

Systems, Delivery device 
and Accessories 

VISULAS YAG III  

Device Name Optimis Fusion YAG  Selecta Duet YAG Visulas YAG III  
Laser Energy source Q-Switched, Nd: YAG Q-Switched, Nd: YAG Q-Switched, Nd: YAG  
Laser Wavelength 1064 nm 1064 nm 1064 nm  
Pumping system Flash Flash Flash  
Pulse Modes Pulsed Pulsed Pulsed  
Laser Delivery Mode Single spot Single spot Single spot  

Pulse settings 1,2 and 3 pulses per shot, 
selectable 

1,2 and 3 pulses per shot, 
selectable 

1,2 and 3 pulses per shot, 
 selectable 

 

Energy Settings  0.3 – 10 mJ 0.3 – 10 mJ 0.3 – 10 mJ  
Multispot Spot 
Patterns (MSP) NA NA NA 

 

Range of space 
between MSP NA NA NA 

 

Energy Output (max) 10 mJ Single pulse  
18 mJ Double pulse 
 30 mJ triple pulse  

10 mJ Single pulse  
-- 

45 mJ Triple pulse  

10 mJ Single pulse   
23 mJ Double pulse   
35 mJ triple pulse   

 

Repetition Rate 
(max) 

2.0 Hz single pulse 
 1.5 Hz double pulse 
 1.5 Hz triple pulse 

2.0 Hz single pulse 
1.8 Hz double pulse 
1.6 Hz triple pulse 

2.5 Hz single pulse 
1 Hz double pulse 
0.5 Hz triple pulse 

 

Pulse Duration 
 

4 nanoseconds 
 

4 nanoseconds 4 nanoseconds 
 

Maximum Average 
Power (W) 

20mW single pulse 
27 mW double pulse 
45 mW Triple pulse 

20mW single pulse 
--- 

72 mW Triple pulse 

25 mW single pulse 
23 mW double pulse 
17,5 mW Triple pulse 

 

 
Maximum Energy 
Density at Minimum 
Exposure (J/cm²) 
 

 
1.27 104 J/cm² single pulse 
2.29 104 J/cm² double pulse 
3.82 104 J/cm² Triple pulse 

 

  
1.05 104 J/cm² single pulse 

--- 
4.73 104 J/cm² Triple pulse 

 

 
1.27 104 J/cm² single pulse 
2.92 104 J/cm² double pulse 
4.45 104 J/cm² Triple pulse 
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Spot Size Diameter 
in air 

10 microns 
(84% energy in diameter) 

8 microns FWHM 

11 microns 
 (84% energy in diameter) 

8 microns FWHM 

10 microns 
 (84% energy in diameter) 

--- 

 

Spot Placement Spot centered on Guide beam 
at focal plan 

Spot centered on Guide beam 
at focal plan 

Spot centered on Guide beam at 
focal plan 

 

Spot Diameter at 
Retinal Plan NA NA NA 

 

Rotation Angle  NA NA NA  
Offset (in air) Variable  

+150µm;0;-150µm 
100-350 microns, 

continuously variable 
Variable  

+150µm;0;-150µm 
 

Focus angle 16 degrees 16 degrees 16 degrees  
Laser Safety Class IIIb (3B) 

 
IIIb (3B) 

 
IV  

 
Aiming Lasers 
 

Aiming Beam laser 
type 

Red diode Red diode Red diode 

Aiming Wavelength 635±5 nm 635±5 nm 660 to 680 nm 
Aiming laser power < 1mW, continuously 

variable 
< 1mW, continuously 

variable 
5µW -150µW 

Operation  CW  
(Continuous wave) 

CW 
 (Continuous wave) 

CW  
(Continuous wave) 

Aiming Beam : Dual diode Coaxial with treatment beam 4 point aiming beam 
Laser safety class 2/II 2/II 2/II 
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Electrical and Mechanical Characteristics of Devices 
 

Manufacturer QUANTEL MEDICAL LUMENIS Carl Zeiss Meditec 

Model Family of OPTIMIS 
FUSION Ophthalmic Laser 
Systems, Delivery Device 

and Accessories 
 

Family of SELECTA Ophthalmic Laser 
Systems, Delivery Device and Accessories 

 

VISULAS YAG III 

510 (K) Number  K081704 K042139 
Mains Electrical 
Supply voltage 

100 to 240 Vac --- 
 

100 to 240 Vac 

Supply Frequency 50/60Hz 50/60Hz 50/60Hz 
Weight 24.5 kg 25lbs 11 kg 

Min/Max height (top 
of chinrest) 

H x W x D = 647 mm x 540 mm x 
485 mm 5.4¨x7¨x11.4¨ 

H x W x D = 625mm x 300 mm x 
450 mm 

Operating 
Temperature Range 

+15°C to +35°C; RH 90% 
+15°C to +32°C; RH 90%@ 32°C 

+10°C to +40°C; RH 90% 

Transport & Storage 
Temperature Range 

-20°C to +70°C; 
RH 10 to 85% 

-10°C to +55°C; 
RH up to 90%@55°C 

-25°C to +55°C; 
RH 0 to 90% 

Cooling (console) Air convection Air cooled  Air cooled 
 

Slit Lamp Delivery Systems Characteristics  
 

Manufacturer CSO LUMENIS Carl Zeiss Meditec 

Type Galilean converging binocular  Galilean stereoscopic microscope 
with converging optics  

VISULAS YAG III 

510 (K) Number 
Previously cleared in K992836 

K081704 K042139 

Objectives lens 1.1x  1.25 x -- 

Eyepiece lens 12.5 x   12.5 x, dioptre adjustable in range ± 5D 10x (12,5x optional) 

Total magnification 10 x 16x 25x 16 x (12.5 x eyepiece) 5x,8x,12x,20x,32x 

Magnification changer 3 position, removable 3 position, removable 5 position 

Interpupillary distance 
adjustment 

48.5 - 80 mm 2.16 to 3.5 in (55-88 mm) 55 – 78 mm 
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Working distance 3.14 in (80 mm) 2.16 in (55mm) -- 

Focal length 3.7 in (94 mm) 3.6 in (92 mm) 140 mm 

Chin rest Adjustable, vertical travel 2.5 in (70 
mm) 

Adjustable, vertical travel 2 in (50 mm) -- 

Slit lamp source    

Slit width 0 to 14 mm 0 to ½ ( 0 to 12 mm) 0 to 14 mm 

Illumination view field 0.2mm, 5.5mm, 9mm, 14mm, 
continuously variable 

0.5 mm, 5 mm, 8 mm, 12 mm, 
continuously variable 

1,3,5,9,14 mm 

Slit rotation  180 degrees 180 degrees 0°,±45°,90° 

Illumination angle 180 degrees at horizontal plane (90 
degrees for right/left) 

180 degrees at horizontal plane (90 
degrees for right/left) 

-- 

Filters  cobalt-blue, Green, cobalt-blue, neutral density (ND) 
(28% attenuation) 

-- 

Bulb LED bulb, 6V, 20W pre-centered bulb Halogen lamp, 12V, 30W pre-centered 
bulb 

Halogen lamp, 12V, 30W 

 
 
 
 

Accessories 
 

Manufacturer QUANTEL MEDICAL LUMENIS Carl Zeiss Meditec 

Model Family of OPTIMIS FUSION 
Ophthalmic laser Systems, 

Delivery device and Accessories 
 

Family of SELECTA Ophthalmic 
laser Systems, Delivery device 

and Accessories 
 

VISULAS YAG III 

510 (K) Number --- K081704 K042139 
Standard Accessories --- Footswitch --- 

Optional Accessories Footswitch, Fusion Link Adaptor, Stand 
Column 

LaserLink S,Beam splitter, 
35mm Camera adapter, video camera 

adapter, co-observation tube, Latina lens 

--- 
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Substantial Equivalence Discussion for the OPTIMIS FUSION FAMILY per the 
510(k) Substantial Equivalence Decision-Making Process Flowchart 

 
1. Does the new device have the same Indication Statement? 

Yes, the indications for use statement for the Optimis Fusion Family is exactly the same 
as the indications for use statement for the Lumenis Family of SELECTA Ophthalmic 
Laser Systems, Delivery Device and accessories cleared in K081704. Each of the families 
contains multiple configurations of the laser system with different indications for use 
statements for each individual device. Both families include an SLT model, a YAG 
model and a model which combines the SLT and YAG. The indications for use 
statements for each version of the product are identical between the families.  
Additionally, the YAG model of the Optimis Fusion Family is also being compared to the 
Carl Zeiss Meditec VISULAS YAG III cleared in K042139. Both systems are cleared for 
performing posterior capsulotomy and peripheral iridotomy procedures while the Optimis 
Fusion YAG is also indicated for pupillary membranectomy.   
 
All of the devices are prescription devices which are intended to be used by trained 
medical personnel. Therefore, the Optimis Fusion Family has the same intended use as 
the identified predicate devices and may be found to be substantially equivalent to the 
predicate devices. 
 

2. Does the new device have the same technological characteristics? 
 
Yes, the Optimis Fusion Family and the predicate devices have the same technological 
characteristics. The Optimis Fusion Family and the Lumenis SELECTA family include 
multiple models within the family. Both the Optimis Fusion Family and the Lumenis 
SELECTA family include an SLT model, a YAG model and a model that combines the 
SLT and YAG lasers in one unit. The VISULAS YAG III only includes a YAG model 
and therefore, will only be compared to the YAG model of the Optimis Fusion. All of the 
systems use a red aiming laser and both the Optimis Fusion YAG and Selecta Duet YAG 
use a 635 nm diode for aiming purposes. All of the systems are delivered by a slit lamp 
delivery system previously cleared in prior 510(k)s.  
 
SLT Mode 
The Optimis Fusion SLT is a Q-Switched frequency doubled Nd: YAG laser with a 
wavelength of 532 nm as is the Selecta SLT model. Both the Optimis Fusion SLT and the 
Selecta SLT models operate in single pulse modes. The energy range for both devices is 
0.3-2.0 mJ. The spot size in air is 400 microns with a focus angle of < 3 degrees for both 
systems. The maximum energy density at minimum exposure is 1.6 J/cm2 for the Optimis 
Fusion SLT and the Selecta Duet SLT. The repetition rate for the Optimis Fusion SLT is 
2.5 Hz while it is 2.0 Hz for the Selecta SLT, the pulse duration is 4 ns for the Optimis 
Fusion SLT and 3 ns for the Selecta SLT, and the maximum average power is 5 mW for 
the Optimis Fusion and 4 mW for the Selecta SLT. The differences between the two 
systems are considered very minor in significance and don’t affect the safety or efficacy 
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of the devices.  
 
YAG Mode 
The Optimis Fusion YAG is a Q-Switched Nd: YAG laser with a wavelength of 1064 nm 
as are the Selecta Duet YAG model and the VISULAS YAG III. All of the devices are 
pulsed with single spot modes and all models operate in user selectable bursts of 1, 2 or 3 
pulses. The energy range for all devices is 0.3-10.0 mJ. The maximum energy output in 
single pulse mode is 10 mJ for all three devices; is 18 mJ for the Optimis Fusion YAG 
and 23 mJ for the VISULAS YAG III in double pulse mode; and is 30 mJ for the Optimis 
Fusion YAG in triple pulse mode, which is lower than the 45 mJ for the Selecta Duet 
YAG and the 35 mJ for the VISULAS YAG III. Therefore, the energy output in all pulse 
modes is the same or less than the predicate devices.  
 
The repetition rate for the single pulse mode in the Optimis Fusion YAG is 2.0 Hz as it is 
for the Selecta Duet YAG; is 1.5 Hz for the Optimis Fusion YAG in the double pulse 
mode which is between the 1.8 Hz rate for the Selecta Duet YAG and the 1.0 Hz rate for 
the VISULAS YAG III; and is 1.5 Hz for the triple pulse mode for the Optimis Fusion 
YAG which is between the 1.6 Hz for the Selecta Duet YAG and the 0.5 Hz for the 
VISULAS YAG III. The pulse duration is 4 ns for the Optimis Fusion YAG and both 
predicate devices. 
 
The maximum average power of the Optimis Fusion YAG is 20 mW in single pulse 
mode which is the same as the Selecta Duet YAG; is 27 mW in the double pulse mode 
which is similar to the 23 mW in the VISULAS YAG III; and is 45 mW for the triple 
pulse mode for the Optimis Fusion YAG which is between the Selecta Duet YAG at 72 
mW and the VISULAS III at 17.5 mW. The maximum energy density at the minimum 
exposure is 1.27 104 J/cm2 in single pulse mode which is exactly the same as the 
VISULAS YAG III; 2.29 104 J/cm2 in double pulse mode which is slightly lower than the 
VISULAS YAG III at 2.92 104 J/cm2; and is 3.82 104 J/cm2 in triple pulse mode which is 
slightly below both of the predicate devices. Therefore, the maximum energy density at 
the minimum exposure is the same or less than the predicate devices.  
 
The spot size in air is 10 microns which is identical to the VISULAS YAG III. The spot 
placement is centered on the guide beam at the focal plane for all three systems. The 
focus angle is 16 degrees for all three systems. The offset in air is variable from 0 to 150 
microns which is the same as the VISULAS YAG III.  
 
This difference between the two systems are considered very minor in significance and 
don’t affect the safety or efficacy of the devices.  
 
SLT/YAG modes 
The Optimis Fusion YAG/SLT includes the features and specification of both the 
Optimis Fusion SLT system and the Optimis Fusion YAG system combined in one 
device. The specifications of each individual system remain unchanged when they are 
combined into one unit. This is exactly the same at the Lumenis Selecta Duet which 
combines the Selecta SLT and Selecta YAG features. Therefore, the similarities and 
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differences outlined above for the SLT and YAG models apply to the Optimis Fusion 
YAG/SLT device.  
 
 

3. Are the descriptive characteristics precise enough to ensure equivalence? 
 

Yes, the descriptive characteristics available on both the Optimis Fusion Family and the 
predicate devices are precise enough to ensure equivalence. Therefore, the Optimis Fusion 
Family is substantially equivalent to the predicate device.  
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