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June 5, 2018 
Syneron-Candela 
Sharon Timberlake 
VP, Global Regulatory and Clinical Affairs 
530 Boston Post Road 
Wayland, Massachusetts 01778  
 
Re:  K180593 

Trade/Device Name: Vbeam Prima Laser System 
Regulation Number:  21 CFR 878.4810 
Regulation Name:  Laser Surgical Instrument For Use In General And Plastic Surgery And In 

Dermatology 
Regulatory Class:  Class II 
Product Code:  GEX 
Dated:  March 2, 2018 
Received:  March 6, 2018 

 
Dear Sharon Timberlake: 
 
We have reviewed your Section 510(k) premarket notification of intent to market the device referenced 
above and have determined the device is substantially equivalent (for the indications for use stated in the 
enclosure) to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the 
enactment date of the Medical Device Amendments, or to devices that have been reclassified in accordance 
with the provisions of the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a 
premarket approval application (PMA). You may, therefore, market the device, subject to the general 
controls provisions of the Act. The general controls provisions of the Act include requirements for annual 
registration, listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding 
and adulteration. Please note:  CDRH does not evaluate information related to contract liability warranties. 
We remind you, however, that device labeling must be truthful and not misleading. 
 
If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it may be 
subject to additional controls. Existing major regulations affecting your device can be found in the Code of 
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements 
concerning your device in the Federal Register. 
 
Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA 
has made a determination that your device complies with other requirements of the Act or any Federal 
statutes and regulations administered by other Federal agencies. You must comply with all the Act's 
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part 
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803); good 
manufacturing practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); 
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and if applicable, the electronic product radiation control provisions (Sections 531-542 of the Act); 21 CFR 
1000-1050. 
 
Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part 
803), please go to http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm. 
 
For comprehensive regulatory information about medical devices and radiation-emitting products, including 
information about labeling regulations, please see Device Advice 
(https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/) and CDRH Learn 
(http://www.fda.gov/Training/CDRHLearn). Additionally, you may contact the Division of Industry and 
Consumer Education (DICE) to ask a question about a specific regulatory topic. See the DICE website 
(http://www.fda.gov/DICE) for more information or contact DICE by email (DICE@fda.hhs.gov) or phone 
(1-800-638-2041 or 301-796-7100). 
 

Sincerely, 
 
 
 

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

 
Enclosure  
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

Indications for Use

Form Approved: OMB No. 0910-0120
Expiration Date: 06/30/2020
See PRA Statement below.

510(k) Number (if known)

Device Name
Vbeam Prima Laser System

Indications for Use (Describe)

1,064nm:

The Vbeam Prima Laser System is intended for the coagulation and hemostasis of benign vascular lesions such as, but not 
limited to, port wine stains, hemangiomas, warts, telangiectasia, rosacea, venus lakes, leg veins, spider veins, and 
poikiloderma of civatte and treatment of benign cutaneous lesions such as, but not limited to lentigos (age spots), solar 
lentigos (sun spots), cafe au lait manules, seborrheic keratoses, nevi, chloasma, verrucea, skin tags, and keratoses.  The 
laser is also indicated for the treatment of wrinkles such as, but not limited to, periocular and perioral wrinkles.

595 nm:

General Surgery: Photocoagulation of benign cutaneous vascular lesions and benign cutaneous lesions.

Dermatology/Plastic Surgery: For treatment of benign cutaneous vascular lesions, such as facial and leg telangiectasia, 
rosacea, port wine stains, hemangiomas, angioma, spider angioma, poikiloderma of civatte, and benign cutaneous lesions, 
such as warts, scars, striae, psoriasis and the treatment of wrinkles.  Treatment of benign epidermal pigmented lesions. 
Treatment of inflammatory acne vulgaris. 

Gynecology: Photocoagulation of benign cutaneous lesions and benign vascular lesions in gynecology. 

Podiatry: Treatment of benign cutaneous lesions, such as warts. 

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

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

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”
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510(k) Summary 
Vbeam® Prima Laser System 

This summary of 510(k) safety and effectiveness information is submitted in accordance with 
the requirements of 21 CFR 807.92 

1. DATE PREPARED
March 1, 2018

2. APPLICANT NAME
Candela Corporation
530 Boston Post Road
Wayland, MA 01778
P: (508) 358-0304
M: (617) 957-1434

3. OFFICIAL CORRESPONDENT
Sharon Timberlake, MSHS, RAC, CCRA
VP, Global Clinical & Regulatory Affairs
Candela Corporation
530 Boston Post Road
Wayland, MA 01778
P: (508) 358-0304
M: (617) 957-1434
sharont@syneron-candela.com

4. DEVICE INFORMATION
Proprietary Name: Vbeam® Prima Laser System 
Common/Usual Name: Pulse Dye and Nd: YAG Laser 
Classification Name: Laser surgical instrument for use in General and Plastic 

surgery and in dermatology (21 CFR Section 878.4810) 
Product Code: GEX 
Device Classification: Class 2 
Laser Classification: Class IV 

5. PREDICATE DEVICE
Candela Family of Pulsed Dye Laser Systems (K050673), primary predicate
Cynosure Cynergy Multiplex Laser (K050779), additional predicate
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6. INTENDED USE 
 

1,064 nm:  

The Vbeam® Prima Laser System is intended for the coagulation and hemostasis of 
benign vascular lesions such as, but not limited to, port wine stains, hemangiomas, 
warts, telangiectasia, rosacea, venus lakes, leg veins, spider veins, and poikiloderma of 
civatte and treatment of benign cutaneous lesions such as, but not limited to lentigos 
(age spots), solar lentigos (sun spots), cafe au lait manules, seborrheic keratoses, nevi, 
chloasma, verrucea, skin tags, and keratoses. 

The laser is also indicated for the treatment of wrinkles such as, but not limited to, 
periocular and perioral wrinkles.  

595 nm:  

General Surgery: Photocoagulation of benign cutaneous vascular lesions and benign 
cutaneous lesions.  

Dermatology/Plastic Surgery: For treatment of benign cutaneous vascular lesions, such 
as facial and leg telangiectasia, rosacea, port wine stains, hemangiomas, angioma, 
spider angioma, Poikiloderma of Civatte, and benign cutaneous lesions, such as warts, 
scars, striae and Psoriasis and the treatment of wrinkles.  Treatment of Benign 
Epidermal Pigmented Lesions.  

Treatment of Inflammatory Acne Vulgaris. 

Gynecology: Photocoagulation of benign cutaneous lesions and benign vascular lesions 
in gynecology. 

Podiatry: Treatment of benign cutaneous lesions, such as warts. 

7. DEVICE DESCRIPTION 
 
The Vbeam Prima Laser system is designed as a transportable device that delivers laser 
energy at wavelengths of 595 nm (pulse-dye) or 1064 nm (Nd: YAG).  The device is 
comprised of a main console, power supply, controlled electronics, firmware, software, 
cooling system, and handpieces.  There is also an internal calibration port with an 
internal meter located in the system.  The handpiece offers a set of distance gauges 
available in the following spot ranges: 3-7 mm, 7-11 mm, 11-15 mm, and 3 X 10 mm.  
The user selects treatment settings, such as fluence, number of pulses, and spot size 
selection via a color touch screen.  The handpiece incorporates a Dynamic Cooling 
Device (DCD) into its handpiece that is designed to cool the skin surface during 
treatment, which consists of an electrically controlled spray nozzle, cryogen reservoir 
canister and an electronic control circuitry.  The Vbeam Prima Laser System also offers 
an optional EverCool Delivery System Handpiece for skin cooling during treatment.    
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8. TECHNOLOGICAL CHARACTERISTICS 
 
The Vbeam Prima Laser System has the same design, technological characteristics, 
operating principles, and intended use as the Candela Family of Pulsed Dye Laser 
Systems (K050673) and the Cynosure Cynergy Multiplex Laser (K050779).   The devices 
all share the same technical features, such as calibration port, wavelengths, laser 
medium, delivery systems, power supply, cooling system, electronics, firmware, 
software and user display screen.  The devices all share the same operating principles, 
such as energy, repetition rate, and offer a range of spot sizes.  Any minor differences 
do not raise any new types of safety or effectiveness questions because the Vbeam 
Prima Laser System parameters are the same as the predicates. 

 
9. PERFORMANCE DATA 

 
The following performance data was included in the 510(k) Premarket Notification to 
support the substantial equivalence determination: 
 
Electrical Safety and Electromagnetic Compatibility:  
Electrical safety and electromagnetic compatibility testing of Epic Pro 940 was 
conducted according to the recognized standards.  The device passed the required 
testing and is in full compliance with the standards:   
 

• IEC 60825-1: Safety of Laser Products – Part 1: Equipment classification and 
requirements 

• IEC 60601-1-2:  Medical electrical equipment – Part 1-2: General requirements 
for safety – collateral standard: electromagnetic compatibility (EMC)- 
requirements and test 

• IEC 60601-1:  Medical electrical equipment – Part 1: General requirements for 
basic safety and essential performance 

• 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 

 
Biocompatibility  
The biocompatibility of the Vbeam Prima Laser System has been established based on 
the predicate devices and the results of ISO 10993-5 and ISO 10993-10 series of testing.  
 
Software Verification & Validation 
Software verification and validation testing was conducted and results demonstrated 
that testing results were found acceptable for software release.  Software testing was 
performed per FDA’s guidance document “Guidance for the Content of Premarket 
Submission for Software Contained in Medical Devices”.   
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Bench Testing 
A bench study was conducted to confirm that the DCD handpiece and Evercool 
handpiece can produce similar cooling results.  
 
Clinical Testing  
Based on the similarities of the device specifications, intended use, indications for use 
between the Vbeam Prima Laser System and its predicate devices, no clinical studies 
were needed to support this 510(k) Premarket Notification. 
 

10. STATEMENT OF SAFETY AND EFFECTIVENESS 
 
The Vbeam Prima Laser System shares a similar design and intended use.   Additionally, 
technological characteristics, including wavelengths, laser mediums, pulse width, spot 
sizes, energy, cooling systems, and repetition rate are similar between the Vbeam 
Prima Laser System and its predicate devices.  The data presented in this 510(k) 
Premarket Notification further supports this conclusion since the results did not raise 
any new safety or efficacy concerns.  Therefore, the Vbeam Prima Laser System is 
substantially equivalent to its predicate devices.    
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	7.11 HDR-5256  Faults
	7.11.1 SRS-7631  Faults shall be processed in the following manner:
	7.11.2 SRS-7671  Custom Tech Support Contact Information shall always be displayed in the Laser Status Quick Checklist screen
	7.11.3 SRS-1069  [HA][FLT3.1]The software shall display a fault and put the system into Standby if the shutter is not working correctly
	7.11.4 SRS-1046  [FLT4.2]Display a fault and go to Standby if the software didn't receive a “RS” (Read Status) message from the HVPS at least once every 2 seconds
	7.11.5 SRS-808  [HA][FLT5.1]The HVref shall be compared to the HVsmp. If not correct, it displays a fault and system is put in Standby
	7.11.6 SRS-809  [FLT5.2]On entry to Ready, check for EOC. If not at EOC 4 secs after HV enabled then display a fault and put system into Standby
	7.11.7 SRS-9018  [FLT5.2][FMEA] On entry to Ready, check for EOC. If not at EOC 4 secs after HV enabled then send an F5.2 fault
	7.11.8 SRS-3699  [FLT5.3] Prior to the HV dump test, the software shall verify that the IGBT Fault signal is not faulted. If it is, the system displays a fault and is put into Standby.
	7.11.9 SRS-1397  [HA][FLT6.1] The UserCAL failed. The fault is displayed and the system is put into Standby.
	7.11.10 SRS-561  [HA][FLT7.1](Former Fault)The software shall check that the Fluid temperature stays above the Lower Limit of 10 C (Auto Control). A failure prevents entry to Ready
	7.11.11 SRS-1279  [HA][FLT7.2]The software shall display a Warning message if was in Ready and the fluid temperature is between 69 C - 80C (Auto Control).
	7.11.12 SRS-7665  [HA][FLT7.3] The fluid flow sensor doesn't indicate both states when starting the DI pump or no flow detected. The software displays a fault and is put into Standby.
	7.11.13 SRS-560  [HA][FLT7.4] The software shall check that the DI temperature is within a minimum of -5 C and a maximum of 80 C. The software displays a fault and is put into Standby.
	7.11.14 SRS-1850  [HA]The software shall check that the DI Fluid level is satisfied. If the DI Fluid is low, the software shall turn off the DI and Chiller Fluid systems and put the system into Standby.
	7.11.15 SRS-1815  [FLT7.5] The GUI shall handle Fault 7.5
	7.11.16 SRS-1186  [HA][FLT10.2] If the handpiece is not installed on the laser while in Ready or entering Ready, then a warning will be displayed and the laser put into Standby state
	7.11.17 SRS-6216  [HA][FLT10.4][W] If the proximal end of the Fiber is not installed in the laser while in Ready or entering Ready, then a message will be displayed and the laser put into Standby state
	7.11.18 SRS-1288  [FLT12.1] The GUI shall handle Fault 12.1
	7.11.19 SRS-810  [HA][FLT12.1] The software shall check for "Energy Out of Range" of >14% lower than xHD energy on treatment pulses. A failure displays this warning
	7.11.20 SRS-7742  [HA][FLT12.2] The software shall check for "Energy Out of Range" of >14% higher than xHD energy on treatment pulses. A failure displays this warning
	7.11.21 SRS-7638  [FLT12.6] Warning, the laser pulsewidth is not within specification of -5%, +20% during a treatment pulse by 595 nm and +/- 20% during treatment by 1064 nm pulse
	7.11.22 SRS-6217  [HA][FLT12.7] During a UserCAL, the software shall check that the VF Energy Detector is the same as HD Energy Detector +-20%. A failure displays this Fault
	7.11.23 SRS-911  [HA][FLT13.1] The software shall check redundant fingerswitches are not in two different states for > 1 second while in ready. A failure displays a fault and puts system into Standby.
	7.11.24 SRS-7634  [HA][FLT13.2] The software shall check redundant footswitches are not in two different states for > 1 second while in ready. A failure displays a fault and puts system into Standby.
	7.11.25 SRS-1263  [HA][FLT13.3]The software shall check the fingerswitch is not pressed on entry to Ready. A failure displays a fault and puts system into Standby.
	7.11.26 SRS-1264  [HA][FLT13.4]The software shall check the footswitch is not pressed on entry to Ready. A failure displays a fault and puts system into Standby.
	7.11.27 SRS-815  [FLT14.1] While entering Ready in User mode, the software shall check that the simmer is lit. A failure displays a fault and puts system into Standby.
	7.11.28 SRS-9020  [FLT14.1][FMEA] While entering Ready in User mode, the software shall check that the selected simmer is lit. IF timed out, then it shall send a fault and go to Standby
	7.11.29 SRS-3845  [FLT14.2][FMEA] While entering Ready in User mode, the software shall check that the selected simmer is lit. If timed out, then it shall send a fault and go to Standby
	7.11.30 SRS-8006  [FLT16.1] Fault not displayed - If DCD pressure drops below 105psi while in Normal Mode for 5 seconds or more, the firmware shall report a fault.
	7.11.31 SRS-801  [HA][FLT18.1] The software shall check for Energy Detector Circuit errors in UserMode. A failure displays a fault and puts system into Standby.
	7.11.32 SRS-7743  [FLT18.2] On powerup, the software shall compare temperature offset and checksum from EEPROM for validity. A failure displays a fault and puts system into Standby.
	7.11.33 SRS-7647  [FLT18.1] [SWHA] A test of the energy CktCAL is done prior to entering Ready
	7.11.34 SRS-996  [FLT19.1] The IGBT Trigger Fault signal is not indicating correct state. A failure displays a fault and puts system into Standby.
	7.11.35 SRS-7736  [FLT19.3] The software shall monitor the IGBT fault signals. A failure displays a fault and puts system into Standby.
	7.11.36 SRS-6209  [HA][FLT19.3]The software shall utilize a hardware watchdog timer (PLD) for each pulse to limit laser energy on a stuck software trigger
	7.11.37 SRS-7694  [HA] The CPU I/O software shall provide a watchdog timer that times out after 16ms if not strobed
	7.11.38 SRS-1366  [FLT19.4]The software tests for HD present power prior to start of pulse, or after end of the pulse. A failure displays a fault and puts system into Standby.
	7.11.39 SRS-7744  [FLT19.5]The software shall check the HV dump voltage is below a 150V limit. A failure displays a fault and puts system into Standby.
	7.11.40 SRS-7745  [FLT20.1] Run a diagnostic at power up to ensure Dye pump and pressure switch operate correctly.
	7.11.41 SRS-7653  [FLT21] The software shall check that the Code Update was valid on entry to Ready. A failure displays a fault on Laser Status Screen and goes to Standby
	7.11.42 SRS-807  [FLT26.1]The software shall monitor for internal faults. A failure displays a fault and puts system into Standby
	7.11.43 SRS-3933  [FLT26.2]The software shall monitor for internal faults. A failure only logs the fault.
	7.11.44 SRS-7687  [HA][FLT26.3]The software shall ensure receipt of critical messages.
	7.11.45 SRS-7689  [HA][FLT26.4]The software shall monitor for internal Communication faults. A failure only logs the fault.
	7.11.46 SRS-7690  [FLT27.x]The software shall monitor for internal I/O OS faults. A failure displays a fault and puts system into Standby.
	7.11.47 SRS-5265  [FLT30.1] The software shall monitor the supply voltages. A failure displays a fault and puts system into Standby.
	7.11.48 SRS-5347  [FLT31.2]The software shall display this fault and put system into Standby if the Chiller Hot Side temperature is above 60 C (AUTO OR MANUAL Control)
	7.11.49 SRS-5348  [FLT31.3] The Chiller flow sensor shall be checked for no flow prior to starting the Chiller pump, and for flow whenever the pump is on. If either test fails, the software displays a fault and is put into Standby.
	7.11.50 SRS-5346  [HA][FLT31.4] The software shall check that the Chiller temperature is within a minimum of -5 C and a maximum of 80 C. The software displays a fault and is put into Standby.
	7.11.51 SRS-7718  [FLT32.1]The software shall display a fault F32.1 when the RF module detects an over temperature. The system shall be put into Standby
	7.11.52 SRS-7717  [HA][F32.3]The software shall limit the RF on Time to be less than set value +20%. A fault is displayed if it exceeds this limit
	7.11.53 SRS-7639  [HA]The software shall monitor the CDRH input (Interlock) and shall display a message and put the system into Standby if it is Open
	7.11.54 SRS-7651  [HA]Display a warning when the handpiece Tip is not installed entering Ready or while in Ready
	7.11.55 SRS-7712  [HA]The software shall monitor the internal Communication between IO and HP. A failure displays the fault icon and puts system into Standby.
	7.11.56 SRS-554  The Fluid Module shall clear any fluid faults (pump/temperature) when a Fault Clear button has been pressed
	7.11.57 SRS-7670  Audible beeps shall sound for the following conditions:

	7.12 HDR-5099  Software Constraints
	7.12.1 SRS-1879  The Windows OS and GUI application should occupy no more than 75% of program/data memory (nominally 2GB)
	7.12.2 SRS-1838  The IO application/bootloader should occupy no more than 75% of program memory(512K) and use no more than 75% data memory(53K)
	7.12.3 SRS-7735  The OS shall include networking capabilities
	7.12.4 SRS-572  The GUI shall make use of persistent storage


	8 HDR-2139  DELIVERY SYSTEM
	8.1 SRS-9123  There shall be a 5 msec fixed spray after the DCD delay time.
	8.2 SRS-9124  There shall be a 9 ms delay between the fixed spray and the laser pulses.
	8.3 SRS-8022  When DCD is not being used, the HP module shall not use bubble sensing, valve control, purging, or report related faults.

	9 HDR-5370  GUI Screens
	9.1 HDR-7774  General
	9.1.1 SRS-7708  [HA]The GUI color scheme shall be readable and colors detectable using specified protective eyewear
	9.1.2 SRS-7667  All text shall be presented in the following languages:
	9.1.3 SRS-7705  The  Header shall be displayed on all screens except the Splash screen.

	9.2 HDR-7762  Login
	9.2.1 SRS-6188  The GUI software shall process a Log-in when the Splash screen is touched
	9.2.2 SRS-1194  The GUI shall display an initial legal notice
	9.2.3 SRS-5173  The system shall display Preventive Maintenance (PM) reminders
	9.2.4 SRS-6206  The Menu Panel shall have a Log Out Button that allows the user to log out of the current Account

	9.3 HDR-7766  Home Screen
	9.3.1 SRS-1251  The Home Screen shall be the base screen for the logged-in user.

	9.4 HDR-7769  Menu
	9.4.1 SRS-6190  The Menu Panel shall provide the following functionality
	9.4.2 SRS-7729  The Menu Panel shall have a Lock Button that prevents unauthorized use

	9.5 HDR-7767  Patient Selection
	9.5.1 SRS-6252  The Patient Selection screen shall be shown when the user presses the Patient button on the Home screen
	9.5.2 SRS-9066  The Patient Selection screen shall allow the user to select a Patient from the available Patient List
	9.5.3 SRS-9067  The Patient Selection screen shall allow the user to create a new Patient
	9.5.4 SRS-7722  The Patient Detail screen shall show details of each patient and past treatment history for each body part
	9.5.5 SRS-9068  The Patient Detail screen shall show details of treatments to a specified  body part
	9.5.6 SRS-9069  The Patient Detail screen shall allow starting a treatment using previous parameters

	9.6 HDR-6444  Guided Mode
	9.6.1 SRS-7731  The software shall allow selection of Guided Mode Treatments
	9.6.2 SRS-9108  The software shall allow selection of Guided Mode Body Part
	9.6.3 SRS-9109  The software shall allow selection of Guided Mode Parameters
	9.6.4 SRS-9110  The software shall display a warming if Guided Mode parameters are not available for the current Tip or Spotsize
	9.6.5 SRS-9111  The software shall display Guided Mode settings on the Dashboard

	9.7 HDR-7768  Dashboard
	9.7.1 SRS-7775  The Dashboard Header shall be displayed on the Dashboard
	9.7.2 SRS-9101  The Dashboard Header shall include a fault icon
	9.7.3 SRS-9130  The Dashboard Header shall indicate the Dye Life Expectancy
	9.7.4 SRS-9093  The Dashboard Header shall include a DCD Canister Icon
	9.7.5 SRS-6193  The Dashboard Header shall display an Evercool temperature icon
	9.7.6 SRS-9094  The Dashboard Header shall display Handpiece Tip skin contact indicator
	9.7.7 SRS-1730  The Dashboard Header shall indicate the Trigger Source
	9.7.8 SRS-9131  The Dashboard Header shall indicate the current Wireless Connectivity state
	9.7.9 SRS-7659  [HA]The Dashboard shall display the connected Handpiece Tip/Spotsize
	9.7.10 SRS-7761  The Dashboard Wavelength Control shall display and allow selection of the Wavelength (595nm or 1064nm)
	9.7.11 SRS-7691  The Dashboard Fluence Control shall display and allow selection of the laser fluence value
	9.7.12 SRS-7704  The Dashboard Duration Control shall display and allow selection of the Pulse Duration (0.25ms - 60ms)
	9.7.13 SRS-6191  The Dashboard RF Control shall display and allow selection of the RF Energy relative value
	9.7.14 SRS-6233  The GUI shall display an Impedence Safety Measurement (ISM) of 5-30% change from start to end of RF delivered energy. A green bar shall indicate the impedence change was within the limit. A blinking orange bar indicates it was exceeded
	9.7.15 SRS-5285  The Dashboard Rate Control shall display and allow selection of the Rep Rate value
	9.7.16 SRS-1944  The software shall limit the available Repetition Rate settings based on Wavelength, Pulse Duration, and Fluence.
	9.7.17 SRS-7759  The Dashboard DCD Control shall display the DCD values
	9.7.18 SRS-9070  The Dashboard DCD Control shall allow setting the DCD values
	9.7.19 SRS-9122  The period of the DCD Prespray shall be adjustable to any of the following values:
	9.7.20 SRS-9125  The period of the DCD Delay shall be adjustable to any of the following values:
	9.7.21 SRS-9071  The Dashboard DCD Control shall provide a button to Purge the DCD line
	9.7.22 SRS-7760  The Dashboard Evercool Control shall display the Contact Cooling level
	9.7.23 SRS-9072  The Dashboard Evercool Control shall allow setting the cooling level
	9.7.24 SRS-3943  [SWHA]When the Handpiece, Tip, SpotSize, Wavelength, or Duration is changed, the Fluence settings shall be set for the new Handpiece, Tip, SpotSize, Wavelength, and Duration.
	9.7.25 SRS-9073  The Dashboard shall include a "Home" button for returing to the Home screen
	9.7.26 SRS-9074  The Dashboard shall include an "End Treatment" button for returing to the Home screen
	9.7.27 SRS-7723  The GUI shall provide a Treatment Summary dialog when a treatment is ended

	9.8 HDR-7772  Status Screen
	9.8.1 SRS-1735  The Laser Status Screen shall be displayed when the user presses the Status button in the menu
	9.8.2 SRS-6226  The Laser Status screen 'Quick Checklist' shall display pending faults and conditions which would prevent using the laser
	9.8.3 SRS-6225  The Laser  Status Screen shall show the Laser Status
	9.8.4 SRS-6210  The Status Fault History screen shall display Recent Faults
	9.8.5 SRS-6211  The Status Fault History screen shall include a button to dismiss any pending faults
	9.8.6 SRS-9075  The Status Recent Pulsing screen shall display recent pulse history
	9.8.7 SRS-7726  The Status Pulse Counters Screen shall display the Pulse Counts
	9.8.8 SRS-9076  The Status Hardware screen shall display information about identfiable components in the laser
	9.8.9 SRS-9077  The Status Firmware screen shall display information about identfiable firmware in the laser

	9.9 HDR-7773  Settings Screen
	9.9.1 SRS-6196  The Settings screen shall allow each account to select settings.
	9.9.2 SRS-9078  The Settings Device screen shall look as follows:
	9.9.3 SRS-6198  The Settings Device screen shall allow each Account to specify the Trigger Source
	9.9.4 SRS-9079  The Settings Device screen shall allow each Account to specify the Dial Appearance
	9.9.5 SRS-680  [HA]The Settings Device screen shall allow each Account to specify the Aiming Beam intensity
	9.9.6 SRS-9081  The Settings Language screen shall look as follows:
	9.9.7 SRS-686  The Settings Language screen shall allow each Account to set a language from available languages
	9.9.8 SRS-6248  The Settings Language screen shall allow each Account to specify the Date Format
	9.9.9 SRS-6249  The Settings Language screen shall allow each Account to specify the Time Format
	9.9.10 SRS-5286  The Settings Language screen shall allow each Account to specify the Number Format
	9.9.11 SRS-9080  The Settings Clock screen shall look as follows:
	9.9.12 SRS-6250  The Settings Clock screen shall allow a User to adjust the Clock
	9.9.13 SRS-9132  The Settings Clock screen shall allow the user to reset the clock
	9.9.14 SRS-9082  The Settings Your Account screen shall show as follows:
	9.9.15 SRS-7721  The SettingsYour account screen shall allow a user to change their password
	9.9.16 SRS-6269  The Settings Startup Policy screen shall allow an Administrator to set the Startup Policy
	9.9.17 HDR-5379  Patient Management
	9.9.17.1 SRS-9083  The Settings Patient screen shall show as follows:
	9.9.17.2 SRS-9084  The Settings Patients screen shall allow for creating new patients
	9.9.17.3 SRS-9085  The Settings Patients screen shall allow for editing existing patients
	9.9.17.4 SRS-9086  The Settings Patients screen shall allow for deleting existing patients

	9.9.18 HDR-5369  Account Management
	9.9.18.1 SRS-7699  The GUI software shall provide 4 different Account types: Admin, Manager, User, Service
	9.9.18.2 SRS-9089  Each account shall specify an account name and parameters
	9.9.18.3 SRS-9087  The Settings Accounts screen shall show as follows:
	9.9.18.4 SRS-9088  The Settings Accounts screen shall allow for creating new accounts
	9.9.18.5 SRS-9091  The Settings Accounts screen shall allow for creating new accounts based on a selected account
	9.9.18.6 SRS-9090  The Settings Accounts screen shall allow for editing existing accounts
	9.9.18.7 SRS-9092  The Settings Accounts screen shall allow for deleting existing accounts

	9.9.19 HDR-9100  Maintenance
	9.9.19.1 SRS-6267  The software shall support a Device Maintenance screen
	9.9.19.2 SRS-6264  The Device Maintenance shall support backup and restore of Patient and/or User information


	9.10 HDR-8091  Pay Per Pulse
	9.10.1 SRS-5217  The GUI shall indicate the Remaining Pulse count in the Main GUI Screen.
	9.10.2 SRS-5220  The GUI shall flash the Remaining Pulse counter when the pulse count drops below 5000.
	9.10.3 SRS-5215  The GUI shall tell the user to purchase pulses if the Ready Button is Pressed and the Remaining Pulse Count is at 0
	9.10.4 SRS-5223  The Pulse Purchase Dialog shall be displayed when the user presses the "Add Pulses" button in the  'Quick Checklist' screen
	9.10.5 SRS-5224  The Pulse Purchase Dialog shall allow entry of a Pulse Purchase Code
	9.10.6 SRS-5228  The Laser shall maintain a log of each pulse purchase


	10 HDR-2151  SERVICEABILITY
	10.1 HDR-7770  Service Account
	10.1.1 SRS-7680  [HA]The GUI software shall allow log-in to the Service Account (Normal entry) when a time-limited password is accepted
	10.1.2 SRS-7715  [HA] The GUI shall display a special header showing "Logged in as Service" when logged in as Service so that this state is obvious to both Service and the User

	10.2 HDR-6413  Additional Dashboard Functionality
	10.2.1 SRS-6265  In Service account, "Data" & "Controls" buttons shall be available for FSE conveniense
	10.2.2 SRS-709  The Service "Data" Screen shall display pulse data for up to the last 64 pulses
	10.2.3 SRS-7728  The Service "Data" Screen shall display pulse statistics
	10.2.4 SRS-9097  The Service "Data" Screen shall display laser operating conditions
	10.2.5 SRS-9098  The Service "Data" Screen shall contain a button to reset the statistics.
	10.2.6 SRS-9099  The Service "Data" Screen shall show the HD Energy for the last pulse in enlarged font

	10.3 HDR-7771  Maintenance Mode
	10.3.1 HDR-6501  MM General Requirements
	10.3.1.1 SRS-973  Maintenance Mode shall display a tabbed interface allowing the user to select the various MM Screens.

	10.3.2 HDR-5106  MM System Info Screen
	10.3.2.1 SRS-5125  The MM System Info Screen shall be as follows:
	10.3.2.2 SRS-7645  The MM System Info Page shall display the laser components Serial Number, Pulse Counts, and other pertinent information
	10.3.2.3 SRS-984  The MM System Info Page shall display and provide a button to set the Laser Serial Number
	10.3.2.4 SRS-5392  The MM System Info Page shall display and provide a button to set the Laser Model Number
	10.3.2.5 SRS-988  The MM System Info Page shall display and allow setting (if edit allowed) the pulse counts (System, Treatment, Components) from persistent memory
	10.3.2.6 SRS-5206  The GUI MM shall include a button to disable the Pay Per Pulse feature.
	10.3.2.7 SRS-5209  The GUI MM shall include a button to enable the Pay Per Pulse feature.
	10.3.2.8 SRS-7675  The MM Sys Info (Scheduled Maintenance) screen shall provide capability of changing Preventive Maintenance (PM) reminders
	10.3.2.9 SRS-5174  The MM Sys Info Screen (Scheduled Maintenance) shall provide capability of setting Custom Tech Support Contact Information
	10.3.2.10 SRS-3942  The MM Check Service button shall verify calibrations and all data has been received from, and set by, the I/O PCB

	10.3.3 HDR-5107  MM Laser Ctrl Screen
	10.3.3.1 SRS-5130  The MM Laser Ctrl Page shall be as follows:
	10.3.3.2 SRS-8092  The GUI MM software shall allow the user to select the wavelength
	10.3.3.3 SRS-3718  The GUI MM software shall allow the user to select all available pulsewidths in the range (0.45-1.5ms, 3-40ms and 0.25-0.5ms, 1.5-60ms) for all available spotsizes in the range (6-15mm/3x10mm)
	10.3.3.4 SRS-5364  The GUI MM software shall allow the user to select the RF Energy Density
	10.3.3.5 SRS-1032  The GUI MM software shall allow the user to select the repetition rate
	10.3.3.6 SRS-1011  The GUI MM software shall allow the user to select the HVRef voltage
	10.3.3.7 SRS-1043  The GUI MM software shall display the HV Sample voltage
	10.3.3.8 SRS-5129  The GUI MM software shall allow the user to select the ERef
	10.3.3.9 SRS-8095  The GUI MM software shall allow the user to select the PRef
	10.3.3.10 SRS-8096  The GUI MM software shall allow the user to select the IRef
	10.3.3.11 SRS-8097  The GUI MM software shall allow the user to select pulsing into the Shutter
	10.3.3.12 SRS-8098  The GUI MM software shall allow the user to discharge (dump) the HVPS
	10.3.3.13 SRS-8031  The GUI MM software shall allow the user to select the DCD Spray.
	10.3.3.14 SRS-8032  The GUI MM software shall allow the user to select the DCD Delay.
	10.3.3.15 SRS-7776  The GUI MM software shall allow the user to Purge the DCD line
	10.3.3.16 SRS-8103  The GUI MM software shall allow the user to select the Contact Cooling level
	10.3.3.17 SRS-1053  The MM Laser Ctrl Page shall display pulse data for up to the last 64 pulses
	10.3.3.18 SRS-8104  The MM Laser Ctrl Page shall allow the user to view data for a single pulse in an expanded view
	10.3.3.19 SRS-1055  The MM Laser Ctrl Page shall display pulse statistics
	10.3.3.20 SRS-1056  The MM Laser Ctrl Page shall contain a button to reset the statistics.
	10.3.3.21 SRS-1057  The MM Laser Ctrl Page shall show the HD Energy for the last pulse in enlarged font

	10.3.4 HDR-5104  MM Energy CAL Screen
	10.3.4.1 SRS-5281  The MM CktCAL Page shall look as follows:
	10.3.4.2 SRS-1004  The MM CktCAL Page shall display the pregain CktCAL Factors for the HD and VP detectors
	10.3.4.3 SRS-5283  The MM CktCAL Page shall allow entry of the CktCAL Detector parameters using a Set High/Low Pt for HD and VF detectors
	10.3.4.4 SRS-1438  The MM CktCAL Page shall provide a Test button to check the energy detector circuits are working properly
	10.3.4.5 SRS-1005  The MM CktCAL Page shall display the CktCAL Test Results

	10.3.5 HDR-5108  MM Toggle Screen
	10.3.5.1 SRS-5138  The MM Toggle Screen shall be as follows:
	10.3.5.2 SRS-1107  The MM Toggle Screen shall display the current mode of the Fluids module as Auto or Manual
	10.3.5.3 SRS-1108  The MM Toggle screen shall provide a button to toggle the Fluids module mode between Manual and Auto.
	10.3.5.4 SRS-8124  The MM Toggle Screen shall show the DI warmup percentage
	10.3.5.5 SRS-1111  The MM Toggle Screen shall display the DI water temperature in xx.x degC
	10.3.5.6 SRS-1110  The MM Toggle Screen shall display the DI water flow indication as "Good" or "None"
	10.3.5.7 SRS-1109  The MM Toggle Screen shall display the current DI water reservoir level indicator as "Ok" or "Low"
	10.3.5.8 SRS-1116  The MM Toggle Screen shall display the status of the DI water pump as ON or OFF
	10.3.5.9 SRS-1117  The MM Toggle Screen shall provide a button to toggle the DI water pump.
	10.3.5.10 SRS-1128  The MM Toggle Screen shall display the current DI fan status as a percentage (0-100%)
	10.3.5.11 SRS-1129  The MM Toggle Screen shall provide a button to set the DI fan speed as a percentage (0-100%)
	10.3.5.12 SRS-8105  The MM Toggle Screen shall show the status of the DCD heater.
	10.3.5.13 SRS-8106  The MM Toggle Screen shall provide a button to allow the user to toggle the DI heater on or off.
	10.3.5.14 SRS-8107  The MM Toggle Screen shall display the DI Temperature Offset and provide a method to enter a calibration temperature
	10.3.5.15 SRS-8108  The MM Toggle Screen shall display the current mode of the Dye module as Auto or Manual
	10.3.5.16 SRS-8109  The MM Toggle screen shall provide a button to toggle the Dye module mode between Manual and Auto.
	10.3.5.17 SRS-8110  The MM Toggle Screen shall display the Dye  flow indication as "Good" or "None"
	10.3.5.18 SRS-8111  The MM Toggle Screen shall display the status of the Dye pump as ON or OFF
	10.3.5.19 SRS-8112  The MM Toggle Screen shall provide a button to toggle the Dye pump.
	10.3.5.20 SRS-8113  The MM Toggle Screen shall display the current Dye canister volume
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	10.3.5.39 SRS-8121  The MM Toggle Screen shall display the current DCD canister temperature.
	10.3.5.40 SRS-8041  The MM Toggle Screen shall display the state of the DCD fan
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	10.4.1 SRS-7668  The IO, HP, RF, and DCD boards shall each include a bootloader application which is responsible for lauching the IO, HP, RF, and DCD user applications and for handling user application updates
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	11.2.1 SRS-9112  The GUI software shall allow log-in to the Service Account when a password is accepted
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	13.8 SRS-6189  The GUI software shall allow reset of lost Admin, Manager, or User(s) passwords
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