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Introduction:  

Thank you for selecting the Phothera 600 LT Phototherapy Device.  

 

Phothera designs and manufactures prescription phototherapy systems for the treatment of 

photoresponsive skin disorders. This Operator Manual provides essential information for the 

installation, operation, maintenance, and care of the Phothera 600 LT.  

 

Read this manual carefully before operating the device. Retain this manual for future reference.  

 

Regulatory Notice:  

CAUTION: Federal law restricts this device to sale by or on the order of a licensed physician . All 

treatments must be administered under the direction of a licensed physician.  

 

Proprietary Notice:  

This document contains proprietary information belonging to Phothera. It is provided for the 

operation and maintenance of the Phothera 600 LT Phototherapy Device and may not be 

reproduced or distributed without written authorization.  

1.0  Parts Enclosed  

Ensu re that the  following  pa rts , access ories , and documentation  are ac c oun ted  for: 

 

Table 1 Accessories and Documentation  

 

 

 

 

Protective Goggles  (QTY: 1)  

 
PN: 913GR  or 913AM 

Power Cable  (QTY: 1)  

 
PN:  072HGPWRCBL18AWGRA  

Foo t ( QTY: 2)   

 
PN: 100FT6LT  

Thumb Screw (QTY: 8)  

 
PN:  100SCTB1/4 - 20X1  

NOTE:  

 S ome accessories come in the 

cardboard sleeves marked “parts 

enclosed” . Visit 

www.support.phothera.com   

for support . 

Operation Manual  (QTY: 1)  

 
PN: MNL - 00067  
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2.0  Quick Start Guide : Control Type  

The  Phothera 600 LT phototherapy device  is equipped with Phothera ’s ClearLink®  Control System. 

The device was prescribed to function in only one of the following modes :  

 

● Guided  Mode :  The system controls the beginning dose and all future  do s es depending 

upon how the users ’ skin responds to the therapy. Guided Mode is designed to provide the 

highest level of safety and consistency.  

 

● Dos e Entry  Mode : The user enters the prescribed dose in millijoules (UVB). The system 

automatically calculates treatment time based on lamp output.    

 

2.1 Quick Start Guide: Device Unlocking and Activation  

Touch the screen  and the Phothera logo will appear. Tap the number 7 followed by the blue right 

arrow  to unlock the device .  

 

Upon powerup, the device may need to be activated.  The following screen will appear ( Figure 1) .  

Enter the setup/refill  code  provided by the prescriber to activate the device .  

 

For more detailed instructions see section  8.3  Activating Device with Setup/Refill Codes . 

 

 
Figure 1 Initial Setup Code Screen  

 

 

Upon activation, or if  device was activated  at the factory , one of the screens below  ( Figure 2)  will 

be displayed  – tap the  button to confirm : 
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Figure 2 Operation  Mode Confirmation  Screens  

 

NOTE: If your device needs activation, and a code was not provided, contact your prescriber.  

 

2.1.1 Quick Start: Guided Mode  

1. Unlock the device.  

2. Review the scheduled dose displayed.  

3. Respond to the “red or in pain” skin - response prompt  ( Figure 19) . 

4. Confirm dose.  

5. Put on protective eyewear.  

6.  Press  Enter  to begin treatment.  

7. Maintain 9 - inch distance for body  

8. Lamps activate after 5 second delay and turn off automatically at completion.  

See Section 9.0  Gu ided  Mode  for detailed instructions on Guided Mode operation.  

 

2.1.2  Quick Start : Dose Entry Mode  

1. Unlock the device.  

2. Press  Treat Patient . 

3. Enter dose in millijoules.  

4. Confirm dose . 

5. Put on protective eyewear.  

6.  Press  Enter  to begin treatment.  

7. Maintain 9 - inch distance for body  

8. Lamps activate after 5 second delay and turn off automatically at completion.  

 

See Section 10.0  Do se Entry  Mode  for detailed instructions on Dose Entry Mode  operation .  

OR  
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3.0   Delivery and Inspection  

Upon delivery, inspect the shipping container and contents for damage . If damage is discovered:  

• Retain all packaging materials  

• Contact Phothera Customer Service  (See 22.7   Contact  Information )  

4.0   S ite  S elec t ion  

Select a location that meets the following requirements:  

• Within reach of a grounded electrical outlet  

• Protected from moisture and liquid exposure  

• Free of foot traffic and obstruction  

• Prevents any unintended exposure to bystanders  

Prolonged ultraviolet exposure may cause fading or discoloration of nearby furnishings, wall 

coverings, or flooring.  
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4.1  E lec tric al Requ ireme nts  

The Phothera 600 LT is supplied with a standard three -pronged power cord -  Connect only to a 

properly grounded household electrical outlet. The device contains an onboard fuse located within 

the power inlet module on the lower rear of the unit. If the fuse  fails, contact Phothera Customer 

Service (See 22.7   Contact  Information )  for proper replacement instructions.  

5.0  Unpacking and Assembly  

WARNING:  Fluorescent lamps may break if the device is not unpacked properly. Handle the device 

with care during unpacking and assembly.  

 

Note:  If device has already been unpackaged, skip to step  7. 

1. Place the shipping box on the floor with the  bottom facing upward . Ensure there is 

adequate space around the box for unpacking.  

2. Cut the sealing tape using a knife or scissors and allow the bottom flaps to loosen.  

3. Carefully flip the box upright so the flaps can be opened from the top.  

4. Open the top flaps to reveal the Phothera 600 LT device.  

5. Lift the device  with the cardboard shock absorbers still attached  and place it on its back 

on the floor.  

o The device weighs up to  40 lb (18 kg) . 

o Use  two or more people  and proper lifting techniques.  

6.  Remove all loose packing materials from the container and verify that the following 

components are present:  

o Protective eyewear (1 pair)  

o Power cable  (1)  

o Device feet (2)  

o Thumb screws (8)  

o Phothera 600 LT literature/documentation  

 

7. Remove the bottom cardboard shock absorber and place it beneath the lower edge of the 

device to elevate it from the floor.  

 

Figure 3 Device preparation for foot installation  

 

8. Locate the eight black thumb screws included with the accessories  – attach the feet as 

shown below.  
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Figure 4  Exploded view of assembly of feet to bottom of device  

 

9.  Plug the “D” shaped end of the power cable into the power inlet at the bottom rear side of 

the device.  

10. Plug  the  device  into an  ap prop riate, g rounded  elec trical  rece ptac le.  (see section 4.1 

Elec tric al Requ ireme nts )  

6.0  Pr eca ut ion s  & Warning s  

1. General Warnings  

• Do not  use  this  dev ice  for an ything  other than  its  intended  purpose.  All treatments must be 

administered under the direction of a licensed physician only.  Th is  dev ice  is  on ly to be  used  

by  authorized  us ers.  Do not use the device while distracted.  

• Prior to each use, always verify that the device is in correct working order and operating 

condition. Plugs, sockets, lamps, electrical cables, and connections should not be worn or 

damaged. Do not operate this device with a damaged cord or plug.  

• Only original components and accessories should be used with the device to avoid damage.  

• The device must never be directly exposed to flowing or splashing liquids of any kind.  If the 

device is inadvertently exposed to liquid, it must be tested for safe function before being 

placed in operation again.  

• The device ’s glass lamps and  touch screen control system display are susceptible to 

damage from excessive force.  Avoid excessive force to prevent damage d or broken glass . 

• Do not treat if the lamps fail to ignite. Consult with doctor and/or contact customer service. 

(See 22.7   Contact  Information ) . 

o If lamps turn on without treatment being started/resumed, or if lamps do not turn off 

when treatment is completed, unplug the device. Contact doctor and/or customer 

service. (Se e 22.7   Contact  Information ) . 

• NO MODIFIC AT ION OF T HIS EQUIPMENT IS  PE RMIT T ED. Unau tho rized mod ifica tion will vo id 

the warran ty and may  resu lt in haza rdo us  or improper  dev ice ope ration.  
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2.  Optical  and Medical  Warnings  

• To protect the eyes during operation, the operator and anyone in view of the device must 

wear the provided UV blocking glasses or goggles designed to block 100% of all UVA and UVB 

light from the eye area when worn. Always use Phothera  approved eyewear  purchased 

through Phothera . Do not remove protective eyewear, or any other protective equipment, 

during treatment . 

• All other peop le and  pe ts sho uld leave  the  area  to avo id unwanted exposu re to ultrav iolet  

ligh t. 

• If ps oralens  ( ph otosen s itiz ing d rug s ) a re be ing  used as  pa rt of  the  treatm ent, the  eyes  

sh ould be  protec ted  from exposu re to ultrav iolet  ( sun ligh t)  for 24 hou rs  after  taking the  

drug.  Ultraviolet  block ing g lasses  are prov ided  wit h devices  equ ipped  with UV lamps.  

• Lip balm and/or sunscreen with  SPF ≥ 30  should be applied to non - treated areas as directed 

by the physician.  

• Do not use over skin eruptions without express consent from the attending physician.  

• Unaffected body parts that are not to be treated must be shielded from UV light (clothing, 

towels, etc.) . 

o If a patient experiences Erythema , never treat the patient until the noticeable effects  

subside, and always reduce the future  treatment time.   

o Erythema can  resu lt in as  litt le as  15 seconds  of exposure , or approximately 200 

millijoules  of dose  to UVB ligh t. Prior to us ing your  ho me ph otothe rapy  device , con tact  

yo ur presc ribing  phys ic ian  for spec ific  treatm ent ins truc tions  and  dos ing  information . 

• Center body between the lamps during treatment to avoid over exposure to isolated areas 

of the body.  

• Caution  – Use of controls or adjustments or performance of procedures other than those 

specified herein result in HAZARDOUS radiation exposure.  

• WARNING : Equipment not suitable for use in the presence of a flammable anesthetic 

mixture with air or with oxygen or nitrous oxide.  

• DANGER -  ULT RAVIOLET  RADIAT ION. As  with na tural  sun ligh t, overex posu re can cause  eye  

and  s kin injury,  and  allerg ic  rea c tions.  Repe ated  exp osu re may  cause p remature ag ing  of the 

sk in and /or sk in cance r. ALWAYS  WEAR PROT EC T IVE EYE WEAR: FAILUR E T O DO S O MAY 

RESUL T  IN SEVER E ERYTHEMA  OR L ONG -T ER M INJ UR Y T O T HE EYES . Med ica tions  or 

c os metics may  inc rease  sk in sens itivity to u ltrav iolet  rad iation.  Patient should i nform 

phys ic ian be fore us ing  this  dev ice if us ing  med ica tions  or if patient has a his tory of sk in 

prob lems  or sens itivity to ligh t. 

• Carcinogen: Wu YH et al (2022) concluded that the findings of this systematic review and 

meta - analysis (n=228,607) suggest that UV phototherapy is a safe treatment for vitiligo 

with no significant risk of skin cancer.  

3.  Electrical and Radio Frequency (RF) Warnings  

• If using a power strip  as the main  point of  disconnect, do not position the  Phothera 600  LT  

device  so that the switch on the power strip is  difficult to access . Ensure the Phothera 600 LT 

device can be unplugged from the point of disconnect.  If necessary, operation of equipment 

may be terminated by unplugging device . 

• To  avo id the  risk  of elec tric  shock , this  equ ipment  mus t on ly be  connected to a supply 

main with a protective earth . (See section 4.1 Elec tric al Requ ireme nts ).  
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• To  prevent  elec tric  shoc k, remove  po wer to the  device  prior to c lean ing  and  s ervic ing.  

• To  elimina te the  risk  of fire when  rep lac ing  the  fuse, rep lace ONL Y with a fuse  of the sa me 

type  and  rating.  

• If the device malfunctions, cease operation immediately. If the device is placed close to 

other equipment, it is possible that the cause is interference by external noise sources and 

fields, in which case the operator  should follow the remedies found under EMC Precautions. 

If the device continues to malfunction cease operation and contact customer service. (See 

22.7   Contact  Information ) .   

o This device should be a minimum of 12 inches (30 cm) away from RF generating 

equipment . 

o  Device is not to be used in MR environments that may include MRI, diathermy, 

electrocautery, or other high frequency equipment.  

7.0  Operating Specifications  

Ambi ent  
15°C to  30 °C (5 9°F to 86 °F)  

T emperatur e:  

Relative  
10%  to 95%,  Non- c onden si ng  

Humidi ty: 

Liquid Ingr es s  IPX 0 ( This  de vice  doe s  no t ha ve 

protecti on aga ins t ing ress  of water .)  Rating:  

Oc ul ar Haz ard  
3 Meters  ( 9 .84 Fee t)  

Dis tance:  

Ambi ent  
25 0 – 500 lux  

Lumin ance : 

  

  

Table 2 Operating Specifications  
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7.1 On/Off Button  

The Phothera 600 LT device is equipped with an On/Off latching pushbutton switch, located 

directly under the controller (see  Figure 5) .  This switch must be pressed by the user and 

completely engaged for the device to turn on. In the event that a treatment must be stopped due to 

an  emergency, this button may also  function as an Emergency Stop button . 

 
Figure 5 On/Off  button  centered below controller  

8.0  General  Ins truc t ion s  ( for all ClearLink®  Control Types )  

8.1  Pre- treat ment Preparat ion s  

Before initiating therapy:  

• Review all instructions with the prescribing physician.  

• The prescribing physician is the final authority for treatment protocol and may modify 

instructions based on patient response.  

• Always follow the physician’s prescribed treatment plan.  

The ClearLink ® Controller automatically records treatment data. Patients or caregivers may 

optionally maintain a treatment log to record:  

• Date of treatment  

• Delivered dose or time  

• Skin response  

• Notes (e.g., missed sunscreen, sensitive areas )  
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8.2  Un lock ing t he Device  using Security Code  

To prevent unauthorized use, the device will self - lock when left idle for 

twenty (20) minutes. A security code must be entered before access to the 

device is permitted.  

 

1. Tap the blank screen. The  Phothera  logo will appear.   

 

2. Tap the logo. The Lock Screen will appear (unless disabled) . 

 

3. Using the keypad, enter the number 7 ( Security  code) . 

 

a. PIN will read as “0007”.  

 

4. Press the Enter key    to unlock.  

 

 

 

 

 

 

 

 

5. If the device has been activated , it will unlock to the Operation Mode  screen (Guided Mode  or 

Dose Entry Mode  – see  Figure 8 ) , otherwise, see section 8.3   Activating Device with Setup/Refill 

Codes : 

 

  
 Figure 8  Operation Mode Confirmation  screens  

 

Figure 6  Logo Screen  

Figure 7 Lock Screen  

OR  
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8.3  Activating Device with Setup/Refill Codes  

If this screen appears ( Figure 9 ) , your provider will be giving you additional information about your 

treatments. With that information, a 4 - digit code will be provided that will unlock your device. 

Review the documentation from your provider and enter the 4 - digit code to  activate  your device.  

Use the  arrows to enter the setup/ refill code. Tap the   key to enter the code to the 

controller.  

 
Figure 9  Initial Setup Screen for locked devices  

 

*Note – the C419 code shown may vary. Ensure that this CXXX code is given to the prescribing 

physician when requesting new refill codes. The refill codes will not work if the prescribing physician 

is not given the correct code as displayed on the controlle r.  

8.4   How to Position Yourself  

• The recommended treatment distance is  9 inches (22 

cm)  from the lamps.  

• Mark this distance on the floor ( see Figure 10).  

• Standing closer than 9 inches may cause localized 

burning.  

• Standing farther away reduces treatment 

effectiveness.  

• Consistent body positioning is key to successful 

treatment.  

8.5  Common ClearLink®  Funct ions  

The  sy s tem beeps  to s ignal the  end  of the  treatment  and  displays  the  de live red  dose  with the 

elapsed  time. 

 

When the treatment is confirmed, the user will be taken to a treatment confirmation page which 

displays the entered dose for confirmation and warns the user to put on goggles. After confirming 

the treatment, there will be a 5 second delay to allow the user  to position themselves . (see   Figure 

11)  

Figure 10 Marking a 9” point from the 

center of the device  
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Figure 11 Treatment Confirmation and Start Delay  

 

The system keeps track of how much of the treatment has elapsed. If the controller suddenly shuts 

down during a treatment (power outage of any kind) the treatment dose  and elapsed time are  

remembered. When power is restored, the controller will start , however , the lamps will not 

automatically turn on. To resume  the treat ment where it left off , press the Play   button.  

 

   
Figure 12 Treatment Interrupt Screens  

 

To cancel a treatment, the active treatment must be paused using the Pause button . The 

Pause button will change to the Play button  and a red X button  (cancel) will appear (See   

Figure 13) . Press this cancel button to be prompted to cancel the treatment.  

 

 
Figure 13 Cancel Treatment Screen  
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8.6   Post -Treatme nt 

Aft er  a trea tment, protec t any  areas that  feel  sunb urned  with sunsc reen for the  ne xt seve ral 

exposures  or until they   appe ar no rmal. (Make  a no te in the  no tebook .)  A physician should be seen 

at the interva ls  he  or she reques ts  when  ac tive ly us ing the device . Always  take the no tebook  when  

seeing the prescribing phys ic ian.  

 

The standard treatment schedule is three times per week with about 48 hours between treatments 

(i.e. Monday -Wednesday - Friday). Follow this schedule unless otherwise directed by your physician.  

 

8.7  Treatment Limiting Software (Rx)  

If the device  was prescribed with exposure - limiting software, a screen ( Figure 14)  will  say how many 

exposures remain before a refill prescription is needed . This information can also be found on the 

ClearLink® controller in  Machine  Info under Treatments Remaining.  See Section  8.8   Uploading Refill 

Prescriptions   for refill instructions.   

 

 
Figure 14 Treatment Remaining  Screen  

 

8.8  Uploading Refill Prescriptions  

If the device is equipped with treatment limiting software , upon “waking up”, the screen will display 

pre - set reminders of how many exposures are remaining.  To ensure there are no interruptions in 

therapy, we suggest that the physician be contacted and given the device code (CXXX) when 20   

exposure s  remain . The physician will use this device code to generate a refill or “treatment” code for 

a refill.  Once out of exposures, the controller will prompt a new prescription be uploaded  ( see Figure 

15 ) . If the refill code is entered before all treatments are used, some treatments may be lost. Refill 

code will set controller to a round number (100, 250, etc).  

 

To enter this refill code, wake the controller from its sleep mode and enter the unlocking code. The 

controller will ask  for the  refill  code or you may press  the Prescription button   to begin.  
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Tap the screen and enter the code provided by the  doctor by pressing the up arrows. Press the Enter 

key  once the code has been verified to be entered correctly. The controller will display the 

number of exposures that have been uploaded and then continue the  normal routine.  

 

   
Figure 15 Treatment Refill Screens  

8.9  Treatment Repeats  

A treatment may also be considered a “treatment sequence”, where the primary exposure (1 st  

exposure) plus any additional exposures (repeats) will all be considered as the same treatment.  For 

each sequence of exposures, the number of available treatments is reduced by one.  A treatment 

sequence consists of the primary exposure plus up to three repeat exposures, if  prescribed by the 

physician , for treating other areas of the  body.  

*Note: Treatment repeats are to be performed under the instructions of the physician only.  

Do N OT  treat the same area twice in one session!!  

 
Figure 16 Repeat Treatment Screens  
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9.0  Gu ided  Mode  

If your device has either of these screens ( Figure 17) displayed, your device has been set to deliver 

treatments in Guided Mode. Tap the blue right arrow to confirm . 

 

                          
Figure 17 Guided Mode confirmation screens  

 

9.1 Feat ures  of ClearLink®  Guided  Mode  

The  ClearLink®  Guided  Mode automatica lly pe rforms  many sa fety checks  on beha lf of the user , as  

well as  ca lcu lating  dose  inc reas es  based  on  the  treatm ent s chedu le and  how the users ’ sk in 

responds  to treatm ent. 

 

For  exa mple,  each time the device is used , the  Guided Mode software  will check  the  da te of the  last  

trea tmen t. If on  schedu le,  it will au tomatica lly proceed.  However, if one or multiple treatments  have  

been missed,  the  sys tem will ad just  acco rding ly to keep  the  dose  at  a sa fe leve l. A sc reen  will appear 

adv is ing  the user  of the  adjus tm ent ( Figure 18).  

 

 
Figure 18 Treatment Reduction Screen  

 

OR  OR  
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Integ rating  dos imetry is  a fea ture that uses  a bu ilt- in UV sens or to mon itor the  amount  of light  

ene rgy be ing  produced  by the  dev ice.  The  sy s tem then au tomatica lly adjus ts the  treatm ent time 

to account for va riations  in light  ene rgy  caused  by  c hanges  in room temperature or the  ag ing  of the 

lamps.  

 

Fina lly,  be fore each  treatmen t, Guided Mode  will ask  about  the  c urrent cond ition  of  the user’s  sk in, 

such  as  whe ther or not there is  any rednes s , mild or otherwise.  It will use  this  information to 

ca lcu late the  next  do s e. Keep  in mind,  it is n ormal to expe rience  so me “rednes s ” within 8 – 12 hours  

of a trea tment but it is  typ ica lly gone  before it is  time for the  ne xt treatment. 

 

If the physician suggests that the dose be lowered, it can be done  using the  and  buttons,  

but the controller will not allow a dose to be lowered beyond the  starting dose or raised 

beyond the protocol requirements for percent increases . 

 

 
Figure 19 Guided Mode Prompts  

 

9.2   Runn ing a  Treat ment (Guided Mode)  

1. Unlock the device.  

2. Review the scheduled dose displayed.  

3. Respond to the “red or in pain” skin -

response prompt  ( Figure 19) . 

4. Confirm dose.  

5. Put on protective eyewear.  

6.  Press  Enter  to begin treatment.  

7. Maintain 9 - inch distance for body  

8. Lamps activate after 5 second delay 

and turn off automatically at 

completion.  

 

• No or less than 24 hrs  

→ Increases dose by 15%  

• Yes, for 24 to 48 hrs  

→ Repeat previous dose  

• Yes, for more than 48 hrs  

→ Decreases dose by 15%  

• Still red / pain present  

→ Dose is decreased by 30% and 

device locks until one treatment is 

skipped  
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9.3  Treatment Lockouts  

After a treatment sequence is complete or the red X is selected to end treatment, the device 

enforces a  16- hour lockout  to prevent premature advancement.  There is no override of this status, 

so the patient must wait 16 hours until the next treatment session is permitted . 

 

 
Figure 20  Treatment Lockout Screen  

10.0  Do se Entry  Mode 

If your device has displayed this screen  ( Figure  21) , your device has been set to deliver treatments 

in Dose Entry Mode  using integrating dosimetry to deliver real time updates from the sensor to the 

controller.  Tap the blue right arrow to confirm. If you don’t believe your device  should be in Dose 

Entry mode, contact customer service (see 22.7  Contact  Information ).  

 

  
Figure 21 Dose Entry Mode  Confirmation and Treatment Setup Screens  

 

10.1  Feat ures  of ClearLink®  Dos e Entry  Mode  

• User enters prescribed dose  

• Integrated sensor adjusts treatment time automatically  

• Compensation for lamp aging and environmental conditions  
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10.2   Running a  Trea tment  (Dos e Entry  Mode)  

1. Unlock the device.  

2. Press  Treat Patient . 

3. Enter dose in millijoules.  

4. Confirm dose . 

5. Put on protective eyewear.  

6.  Press  Enter  to begin treatment.  

7. Lamps turn off automatically at 

completion.  

Repeat, pause, and cancel functions operate as described in Section  8.5  Common ClearLink®  

Funct ions . 

11.0  Ca re of th e Device  

11.1  Rec omme nd ed Mainte nance  Sc hedule 

Table 3 Maintenance Schedule  

Item / Action  Frequency  

Dus ting  of the  device  and  lamps  Once  a mon th 

Fu lly c lean  all 
internal reflec tors , 
lamps  

Annua lly ( beh ind  the  lamps)  

Rep lace  lamps  *UV B – App roxim ately eve ry 300  hou rs  of us e. 

 

 

* Lamp  life will vary s ig nific ant ly de pen ding  on a verag e trea tme nt time  and  ot her  en vironme ntal  

con dition s . 

11.2 C lean ing /Disinfection  

11.2.1  General Cleaning  

For general use, use a clean non - abrasive cloth, not paper towels, and a mild cleaning solution such 

as Dawn Liquid Dishwashing Soap to gently wipe down the exterior of the device.  

11.2.2   Low - Level Disinfection  

To reduce micro - organisms on the patient - contacting surfaces, disinfect these surfaces between 

uses of the device, including when the same patient has the device for use. For disinfection while 

the same patient uses the device, we have tested several clean ers that do not degrade the material 

and can be seen in Table 4 Tested Cleaners . 

Table 4  Tested Cleaners  

Cleaner/Solution  Contact Time  

Monk brand Wipes  
Follow the contact time instructions 

provided with the Monk brand Wipes  

70% Isopropyl Alcohol  3 min  
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1. Thoroughly wipe down the surfaces and allow contact time listed in Table 4 Tested Cleaners . 

2. Allow to air dry and inspect for visible contaminants.  

3. If contaminants remain repeat until no visible conta min ants  remain repeat steps 1 and 2. 

 

11.2.3   High -Level Disinfection  

Follow a high - level disinfection protocol between the use of the device on different patients. Use a 

high - level disinfectant, such as Steris Corporation’s Resert XL - HLD, and follow the manufacture r’s 

guidelines. See also “FDA - Cleared Sterilants and High Level Disinfectants with General Claims for 

Processing Reusable Medical and Dental Devices” available at: https://www.fda.gov/medical -

devices/reprocessing - reusable - medical - devices - information - manufacturers/fda - cleared -

sterilants - and - high - level - disinfectants - general - claims -processing - reusable - medical - and  

Note: Do not clean reflective surfaces with paper towels.  They may scratch the surface.  

 

11.3 Lamp  Replace ment and Rem oval  

Do  not  replace lamps individually ! 

• All lamps must be replaced simultaneously.  

• Use only the same brand and specification originally installed.  

• Contact Phothera Customer Service to order replacement lamps.  

Lamp replacement may be required due to burnout or reduced output causing excessive treatment 

times.  

 

11.3.1  Lamp Replacement  

1) When  rep lac ing  the  lamps , unp lug  the  device , then,  us ing e ither a 5/16” hex d rive r/s ocket  

or a #2 Phillips - head  s c rewdrive r, remove the s c rew from the bo ttom of the  g rid. 

2)  Lift the  g rid out of its ho les  in the  bott om lamp plate,  pu ll the  bott om of  the  g rid forward, then  

s lide  it out of the  ho les  in the  top  of  the  device  and  set it as ide.  

3)  Grasp  the  lamp to be  removed  with bo th hands  and  press  do wn until it c lears  the  top socke t, 

then  remove  the  lamp.  Reve rse  the  proc ess  to re- ins tall the  lamps  and  g rid. 

4)  Once reassembled, r eset the  lamp  hou rs  to ze ro. See section 11.3.2 Rese tt ing L amp Hours  

 

11.3.2   Rese tt ing L amp Hours  

When  chang ing  lamps , it is  impo rtant  to res et the lamp age  to ze ro so  the  new  lamp’s  ope rating 

hou rs  can  be  tracke d. Please  con tac t the  customer  se rvice  depa rtment  at 

https://support.phothera.com/support/home  for ins truc tions  on  res ett ing the  dev ice ’s  lamp ho urs.  
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12.0   Troubleshooting  

Table 5 Troubleshooting Problem Resolution  

Problem  Resolution  

 

No power to screen  

- Ensure power cord plugged into working outlet 

& device  

- Ensure On/Off button fully engaged  

- Check for blown fuse  

 

 

Unlocking code not working  

- Ensure code 0007 is being entered  

- If you see CXXX, you need a refill code.  

- Contact Phothera Support  

 

Lamp(s) fail to ignite  

- Ballast may be faulty  

- Lamp(s) may be faulty  

- Lamp(s) may not be seated properly in socket  

 

13.0  Clinical Benefit  

UV phototherapy normally consists of two distinct phases: Clearing and Maintenance. The 

clearing phase increases exposure to the light to the levels required to clear the skin, but 

over a long enough period to minimize discomfort to the patient. The mainte nance phase is 

employed to extend the benefits of the clearing phase treatment, while limiting total 

exposure. During the maintenance phase, treatments are normally continued at the last 

level reached during the clearing phase.  

 

Typically, treatments are very brief and occur about three times a week. Results vary, but 

psoriasis symptoms commonly begin to improve in as little as 6 - 8 treatments; vitiligo 

usually begins to re - pigment within about 8 weeks. Phototherapy is safe for mo st patients, 

including those who are pregnant, elderly or immuno - compromised  

 

14.0   Cybersecurity  

The ClearLink®  controller contains embedded software designed to operate as a closed system.  

• No user - installed software is permitted.  

• Unauthorized access or modification is prohibited.  

• Software updates are provided only by Phothera.  
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15.0  Output Spectrum  

The treatment light on this device will be generated by a 100 - Watt T12 low -pressure mercury vapor 

fluorescent lamp.  

 

For UVB devices, the light emitted is in the 

UVB band with a primary emission range of 

310 – 315 nanometers. The output 

spectrum of the system is shown in  Figure 

22 . Some of the light outside the 310 -

315nm peak emission range is typical for 

these types of systems and does not 

affect safety or efficiency.

 

 

Figure 22  Narrowband UVB Spectrum    

 

The power output of the prescribed  device  is dependent on the style and quantity of lamps 

contained within the device. The power output of the device  is fixed and cannot be altered by the 

user.  

15.1  C alibration/Power Output  

Table 6  Power Output    

The  po wer ou tput of the dev ice  was  measu red  before it 

left Phothera ’s  manu fac turing  fac ility. This value is fixed 

and cannot be altered by the user. The table below 

represents the possible output range of the  device . ( A 

“C alibration /Output  C ertifica te” which  con tains  the  

dev ice ’s fac tory meas ured  po wer outpu t may be provided 

upon request) . 

 

15.1.1  Acc urac y/Range  

The  integ rating  dos imeter will maintain a 10%  

level of  ac cu racy  if the  dev ice  is  ca librated  at  

lea s t annua lly in a clinical environment , 

whenever  lamps  are rep laced , or ev ery one  

hu ndred  ( 100)  hours,  whichever  oc cu rs 

soone r. The  ca libration process  invo lves  

tak ing  an  ou tput read ing  with a hand - he ld meter ( ava ilab le for purchase or  rent  from Phothera )  

and check ing  it with the  output  read ing from the integ rating  dos imetry sy s tem.  Please  contact 

customer service. (See 22.7   Contact  Information )  for ca libration  as s is tance.  

Lamp Style: 100W T12 NBUVB 

Minimum 
Output: 

9" Away: 2.0 mW/cm2 (+/- 10%) 

Maximum 
Output: 

9" Away: 8.0 mW/cm2 (+/- 10%) 

Dose Range: UVB : 1 Millijou le -  9999  Millijou les  

Dose Accuracy: ± 10%  

Timer Accuracy:  ±5% in  a 10- minute treatment time  

Table 7 ClearLink Controller Accuracy and Dose Range  
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16.0   Envi ronment al  S peci fic ations  

The Phothera 600 LT  s hou ld be us ed in an elect romagne tic  en vironment as  de sc ribe d be low. 

Table 8  Electromagnetic Emissions  

Emi ss ions  T est  C on formit y EMC Env iron ment Guide  

RF Emiss ion  Following  

C ISP R 11 ( EN 55011)  
Group  1 

Test  device  on ly rad iates  RF ene rgy  for internal use  in 

po wering  lamps, and  it s ee ms  un like ly that nea rby 

med ical dev ices  wou ld be affec ted. 

RF Emiss ion  Following  

C ISP R 11 ( EN 55011)  
Cl ass  B 

The  dev ice  is  s uitab le for hea lthc are env iron ment 

op eration  in hosp itals  and  c linics  

Limits for Harmonic Current Emissions  

Fo llowing  IEC 61000 -3-2 
Cl ass  A 

The  dev ice  is  s uitab le for hea lthc are env iron ment 

op eration  in hosp itals  and  c linics  

Limitation of Voltage Changes, Voltage Fluctuations,  and  

Flicker  Following IEC 61000 -3-3 
C ompliant  

The  dev ice  is  s uitab le for hea lthc are env iron ment 

op eration  in hosp itals  and  c linic  

Table 9  Electromagnetic Immunit y 

Emissions Test  IEC 60601 Test Level  Actual Level  

Electrostatic discharge immunity test 

following IEC 61000 -4-2 

+/-  8kV (conductive surfaces, 

coupling planes)  

+/-  2kV, +/ -  4kV, +/ -  8kV, and +/ -  15kV 

(non -conductive surfaces)  

+/-  8kV (conductive surfaces, 

coupling planes)  

+/-  2kV, +/ -  4kV, +/ -  8kV, and +/ -  15kV 

(non -conductive surfaces)  

Radiated, radio - frequency , 

electromagnetic field immunity test 

following IEC 61000 -4-3 

80 MHz to 2.7GHz @ 10.0 V/m  80 MHz to 2.7GHz @ 3.0 V/m  

Electrical fast transient/burst 

immunity test following IEC 61000 -4-

4 

+/-  2kV  +/-  2kV  

Surge immunity test following IEC 

61000 -4-5 
+/-  0.5 kV, +/ -  1.0 kV, +/-  2kV  +/-  0.5 kV, +/ -  1.0 kV, +/-  2kV  

Conducted Immunity test following 

IEC 61000 -4-6  

0.15 MHz to 80 MHz @ 3.0 Vrms  

6.765 MHz to 6.795 MHz @6.0 Vrms  

13.553 MHz to 13.567 MHz @ 6.0 Vrms  

26.057 MHz to 27.283 MHz @ 6.0 Vrms  

40.66 MHz to 40.70 MHz @ 6.0 Vrms  

0.15 MHz to 80 MHz @ 3.0 Vrms  

6.765 MHz to 6.795 MHz @6.0 Vrms  

13.553 MHz to 13.567 MHz @ 6.0 Vrms  

26.057 MHz to 27.283 MHz @ 6.0 Vrms  

40.66 MHz to 40.70 MHz @ 6.0 Vrms  

Power frequency magnetic field 

immunity test following IEC 61000 -4-

8 

50 Hz, 30 A/m  50 Hz, 30 A/m, 60 Hz, 30 A/m  

Voltage dips and interruptions 

immunity test following IEC 61000 -4-

11 

30% Reduction for 500 mS at 0 

degrees,  

100% Interruption for 10 mS at 0, 45, 

90, 135, 180, 225, 270,315 degrees,  

100% Interruption at 5000 mS at 0 

degrees  

30% Reduction for 500 mS at 0 

degrees,  

100% Interruption for 10 mS at 0, 45, 

90, 135, 180, 225, 270,315 degrees,  

100% Interruption at 20mS at 0 

degrees.  

100% Interruption at 5000 mS at 0 

degrees  
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Table 10 Electromagnetic Immunit y  

The device is intended for use in the electromagnetic environment specified below. The customer 

or the user of the device should ensure that it is used in such an environment.  

Immunity test  IEC 60601 test level  Compliance level  

Conducted RF IEC 61000 - 4- 6   3 Vrms  

150 kHz to 80 MHz  

3 Vrms  

3 V/m 

Radiated RF IEC 61000 -4- 3 3 V/m 

80 MHz to 2.5 GHz  

Electromagnetic environment -  guidance  

Portable and mobile RF communications equipment should be used no closer to any part of the 

device, including cables, than the recommended separation distance calculated from the equation 

applicable to the frequency of the transmitter.  

Recommended separation distance  

𝑑 = 1.2√𝑃 

𝑑 = 1.2√𝑃 80 MHZ to 800 MHz  

𝑑 = 2.3√𝑃 800 MHz to 2.5 GHz  

where P  is the maximum output power rating of the transmitter in watts (W) according to the 

transmitter manufacturer and  d  is the recommended separation distance in meters (m).  

Field strengths from fixed RF transmitters, as determined by an electromagnetic site survey, should 

be less than the compliance level in each frequency range. a 

Interference may occur in the vicinity of equipment marked with the following symbol:   

NOTE 1: At 80 MHz and 800 MHz, the higher frequency range applies.  

NOTE 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by 

absorption and reflection from structures, objects and people.  

a. Field strength from fixed transmitters, such as base stations for radio (cellular / cordless) 

telephones and land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast 

cannot be predicted theoretically with accuracy. To assess the electr omagnetic environment 

due to fixed RF transmitters, an electromagnetic site survey should be considered. If the 

measured field strength in the location in which the device is used exceeds the applicable RF 

compliance level above, the device should be obser ved to verify normal operation. If abnormal 

performance is observed, additional measures may be necessary, such as re - orienting or 

relocating the device. Over the frequency range 150 kHz to 80 MHz, field strengths should be 

less than 3V/m.  
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17.0  HIPAA Privacy Statement  
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18.0  Medicare Standards:  
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19.0   Symbols  

The  following  tab le lis ts  all of  the  s ymbo ls  loc ated on  the  dev ice  along  with the ir mean ing: 

Table 11 Symbols  

SY MBOL  DEFINITION  SY MBOL  DEFINITION  

 

DANGEROUS  VOLTAGE  
 

 
SERIAL NUMBER  

 
NON - IONIZING  RADIATION  

 

 

ALTERNATING CURRENT  

 

PROT ECTI VE EARTH ( g rou nd)  
 

 
DATE OF MANUFACTURE  

 

OPE RATING  INS TR UCTIONS  

ONLY  

“℞ only”  Caution: Federal law 

restricts this device to sale by or 

on the order of a physician  

 

KEE P DRY  

 

CAUTION: UV EMITTED FROM THIS 

DEVICE. EYE OR SKIN IRRITIATION 

MAY RESULT  

 C AUTION,  CON S ULT  ACCO MPA NYING 

DOCU MENTS  
 

RECYCLE: ELECTRONIC 

EQUIPMENT  

 

MEDICAL DEVICE  

 

WEAR GOGGLES DURING 

TREATMENT  

 

 

MANUFACTURED BY  
 

EMERGENCY STOP FOR OPTICAL 

RADIATION  

20.0  Ind ic ations  for Use  

The Phothera 600 LT Phototherapy Devices are indicated for use to treat diagnosed skin disorders 

such as but not limited to, psoriasis, vitiligo, and atopic dermatitis (eczema) under the direction of a 

physician. The population may range from pediatric  to geriatric.  

21.0  Essential Performance  

The essential performance of the Phothera 600 LT is defined as follows:  

• Lamps must activate when a treatment is initiated  

• Lamps must deactivate when a treatment is completed  

The device must operate according to the Essential Performance. If the device does not operate 

according to the Essential Performance, contact Phothera Customer Support.  
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22.0  Warranty  

22.1   Limited Warranty Policy  

 

 This Limited Warranty is provided to the 

original purchaser (the “Purchaser”) of 

the Phothera  device (the “Equipment”). 

Phothera  warrants Equipment to conform 

with the Equipment specifications and be 

free from defects in material and 

workmanship during the device Warranty 

Period. No warranty is made as to useful lamp life or as to reduction in ultraviolet output due to any 

cause. PHOTHERA  MAKES NO OTHER WARRANTIES OF ANY KIND WHATSOEVER TO PURCHASER OR 

ANY THIRD PARTIES WITH RESPECT TO THE EQUIPMENT AND HE REBY EXPRESSLY DISCLAIMS ALL 

WARRANTIES, EXPRESS OR IMPLIED, INCLUDING THE IMPLIED WARRANTIES OF MERCHANTABILITY 

AND FITNESS FOR A PARTICULAR PURPOSE.  

22.2   Warranty Coverage  

This Limited Warranty applies only to Equipment or components found to be defective due to 

materials and workmanship. This Limited Warranty does not apply when Equipment is purchased for 

the purposes of renting commercially to customers for home use. This Warranty does not apply to 

any Equipment which has been used, repaired or altered outside the factory in any way so as to 

affect the design, or operated in any way other than in accordance with our operating instructions. 

The Limited Warranty does not appl y to Equipment failure or damage caused by shipping or 

customer abuse, misuse, or accident, incorrect customer installation, improper electrical service, 

lack of proper maintenance, and Acts of God. This Limited Warranty does not extend to repairs 

made nec essary by use of parts or accessories not recommended by the manufacturer. Phothera  

shall not be responsible for any indirect, incidental, special, punitive, or consequential damages of 

Purchaser. Phothera  does not provide end support for Microsoft Windows  software installed on PCs 

that are part of a Phothera  phototherapy system. PURCHASER’S SOLE REMEDY UNDER THIS LIMITED 

WARRANTY IS REPAIR OR REPLAC EMENT OF THE EQUIPMENT.  

22.3   Customer Responsibility  

In the event that warranty service is requested, the Purchaser must reasonably cooperate with 

Phothera  to verify the warranty claim of the Purchaser, including conducting minor diagnostic work. 

Failure to participate in diagnostic work may result in being charged for on - site service calls. The 

Purchaser must allow Phothera , at Phothera ’s option, to inspect the Equipment or component parts 

on request.  

  

Product  Warranty Period  

New Equipment  1 Year 

Remanufactured Equipment  90 Days  

Lamps  90 Days  

Table 12 Warranty Periods  
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22.4   Warranty Service  

No returns of equipment are allowed outside of warranty service under RMA authorization after 30 

days. During the warranty period, Phothera  will, at Phothera ’s option, repair or replace any 

Equipment or components that appear to have been defective in material or workmanship, with new 

or remanufactured materials. Phothera  may require the return of merchandise claimed to be 

defective for its examination and shall be the sole judge as to whether material is in fact defective 

under the terms of this Limited Wa rranty. In such situations, Phothera  will cover freight expenses in 

the continental USA to ship products covered under warranty both to and from Phothera ’s servicing 

center if the product fails during the first three months. If the product fails after three months 

during the warranty period, the customer is responsible for in - bound freight charges while Phothera  

pays freight charges back to the Purchaser. All Equipment ships ground unless the Purchaser 

covers costs for expedited shipping. Phothera  is not re sponsible for any delays occurring during 

transport of the Equipment.  

 

During the term of the Limited Warranty, Phothera  will, at Phothera ’s option, arrange for a qualified 

service technician to repair or replace any defective systems or components as covered in 

accordance with the terms and conditions of this Limited Warranty. It will be at Phothera ’s sole 

discretion whether subcontractors or Phothera  employed technicians will perform the required 

warranty service work. However, this Limited Warranty will be declared null and void if non -qualified 

technicians perform any repa ir or maintenance on the Equipment unless prior written authorization 

has been obtained from Phothera . Even with Phothera ’s authorization, Phothera  shall not be 

responsible or liable for any such work (in or out of warranty). Phothera  reserves the right to bill for 

labor, expenses, and services for requested "warranty" service trips which result in work not 

covered by this Limited Warranty. This may include, but is not limited to, a tripped circuit breaker, an 

unplugged device , or a blown fuse.  

 

22.5   Disposal  

Dispose of the device and lamps in accordance with local regulations for electronic equipment and 

mercury - containing lamps.  

22.6   Other Services  

Extended warranties are available and may be purchased from Phothera ’s aftermarket sales 

department.  

 

In the event that this Limited Warranty conflicts with other warranties included in Phothera ’s 

Equipment manual, the terms and conditions of this Limited Warranty shall prevail.  
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22.7   Contact  Information  

24/7 

Customer 

Support:  

Support.Phothera.com  

Website:  www. phothera .com  

 

205 W. Bement Street  

PO Box 626  

Bryan, Ohio 43506 USA  

 

22.7.1  Additional Accessories  

To purchase additional accessories, visit 

shop.phothera.com/support/home , or simply 

scan this QR code to be taken directly to the 

shop to purchase additional UV protective 

goggles, cleaning wipes, etc.  
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