
Talk to your 
Biofroni'errJ PDT 

Consul"tant about 
integrating f'he 
RhodolED® XL into 
your practice 

INDICATION 

AMELUZ®, in combination with photodynamic therapy (PDT) using BF-RhodoLED" 
or RhodoLED® XL lamp, a narrowband, red light illumination source, is indicated for 
lesion-directed and field-directed treatment of actinic keratoses (AKs) of 
mild-to-moderate severity on the face and scalp. 

Please see Important Safety lnformaiion inside and accompanying Pl. 
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Telescoping suspension 
and spring arm capabilities 
enable different patient 
positioning options' 

Spring arm 
adds flexibility 
for positioning 
of the rotating 
lamp head' 

1k. - 

Arm folds down for ease 
of transport and storage' 

Touchscreen 
interface allows 
for easy user 
navigation, even 
with gloved hand' 

INDICATION 

AMELUZ°, in combination with photodynamic therapy (PDT) using BF-RhodoLED® or RhodoLED-XL lamp, a norrowband, 
red light illumination source, is indicated for lesion-directed and field-directed treatment of actinic keratoses (AKs) of 
mild-to-moderate severity on the face and scalp. 

IMPORTANT SAFETY INFORMATION 

BF-RhodoLED® and RhodoLED® XL 

The BF-RhodoLED- or RhodoLED1 XL must only be used 
in combination with AMELUZ® (aminolevulinic acid 
hydrochloride) topical gel, 10%. 

The BF-RhodoLED® and RhodoLED® XL may only be used 
by trained healthcare professionals. 

To avoid eye irritation, glare, or injury, protective eye 
equipment must be used by any person present during 
the illumination with BF-RhodoLEDg or RhodoLED- XL. 
RhodoLED- XL emits bright light, do not stare into the 
light source. LEDs are classified in the exempt group 
according to IEC 62471:2006. 

Neither the BF-RhodoLED®, RhodoLED® XL nor their power 
supply units should be exposed to excessive mechanical 
stress or serviced by unauthorized personnel. Assembly 
and servicing may only be carried out by Biofrontera 
authorized personnel. 

Risk of trapping fingers! 

Beware of tipping the BF-RhodoLEDN Do not place the 
lamp on uneven or unstable surfaces. Do not place 
heavy objects on the storage shelf or use for sitting, 
leaning or pushing. 

In order to avoid the risk of electrical shock, the devices 
may only be connected to a power supply with a 
grounded connection. 

BF-RhodoLED® or RhodoLED" XL may not come 
into contact with water as this may lead to severe 
damage or electrical shock (exception: cleaning 
with a damp cloth). 

AMELUZ® 

AMELUZ', in conjunction with lesion preparation, is only to 
be administered by a health care provider. Photodynamic 
therapy with AMELUZ involves preparation of lesions, 
application of the product, occlusion and illumination 
with BF-RhodoLED® or RhodoLED® XL. Lesions that have not 
completely resolved shall be retreated 3 months after the 
initial treatment. 

AMELUZ® shall not be used by persons who have 
known hypersensitivity to porphyrins, or other AMELUZ° 
ingredients (including soybean phosphatidylcholine). 
AMELUZ should also not be used for patients who have 
porphyria or photodermatoses. 

Hypersensitivity reactions and transient amnestic episodes 
have been reported with the use of AMELUZ. 

Patients should protect treated lesions from sunlight for 48 
hours following treatment. 

Special care should be taken to avoid bleeding during 
lesion preparation in patients with inherited or acquired 
coagulation disorders. 

Direct contact of AMELUZ with the eyes and the mucous 
membranes should be avoided. 

During PDT, the most common side effects which may 
occur are application site erythema, pain/burning, irritation, 
edema, pruritus, exfoliation, scab, induration and vesicles. 

Concomitant use of the following photosensitizing 
medications may increase the phototoxic reactions 
after PDT: St. John's wort, ghseofulvin, thlazide diuretics, 
sulfonylureas, phenothiazines, sulphonamides, quinolones, 
and tetracyclines. 

Please read the US Full Prescribing Information for AMELUZ' and/or US User 
Manual of BF-RhodoLED® and/or RhodoLED® XL lamp available together at 
https://www.cimeluz.com/Pl. 

You are encouraged to report side effects of AMELUF. Please contact Biofrontera Inc. 
at 1-844-829-7434 or FDA at 1-800-332.1088 or www.fdo.gov/medwatch. 
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AT LEAST 3 CONSECUTIVE PANELS REQUIRED 
TO BE ILLUMINATED AT ONE TIME, PER LABEL 

• 5 panels, with a total of 225 LEDs 
[45 per panel), used in o coved shape 

• ED Is include senses, which are 
displayed on the toachscieen, tp help 
determine the proper distance between 
your patient and the lamp: 

Wheels provide eDry 
mobility with safe 
locking mech.nku. 

I) 

RhoBoLED`XL 
Medical de*e class III 
D,ev)ce of prafection,elase 11 

40WA 
I m loins down for ea:e 
of transport and sloragd 

RETRACTABLE 
POWER SUPPLY 
CORD' 
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aviganpn, even 

10hgloveahond' 

Type 

Numb. of LEDs 225 

Typical peak wavelength 635 nm± 5 nn, 

Light dose APprox. 39 J/cm' at 4.9 inch didpnce, 13:30 min 

Illuminaled area 
An area of 9 D6 111.42 inch is illuminated 
using ail M. oa—ts In curved shape 

Treemsentdhtance 
4.9 ₹ 0.6 inch 
Measuring accuracy 10.1 inch 

100-120 VAC, 60 Hi 

Ouiput Yollage 48 VDC 

She &M. Lamp 
Height 5.]6 it 
Width: 2.51 f1 
Depth: 31911 

Total lamp weight 165 lb 

Typlcallrmdlance Approx. 46 mW/cing320% at 4.9 inch distance 

M.Rmadiance Apprax. 55 mW/cmnat 4.9 inch distance 

eentOcanon ULcertified 

Please see Inn"meM Safety Inl—WILon Inside and oeeompanyMg Ph 

AMELUZ, 
[aminolevulinic acid 

C11 topical yal.10% 

a RhodoLED® 

Non--flilen8R1 EI 1411 ITC 0012108] 

EX2042, Page 3 



66 The RhodoLED® XL should be the lamp of choice for PDT, as it will be a great 
improvement for patients, in my opinion. The RhodoLED 11 A multi-panel lamp 
head fits nicely over a patient's face or scalp for the short treatment, while 
providing better coverage. Overall, it will offer a better experience for both 

the patient and the healthcare provider. 

  Ted Lain, MD, MBA   

Please see Important Safety Information inside and accompanying PI. 

AM ELUZ- 

STAY UP TO DATE ON RhodoLED® XL 

Reference: 1. RhodoLED XL User Manual, 2024. 

Biofrontera 

Non-confidential 

120 Presidential Way, Suite 330, Woburn. MA01801 I costomer_serviceL@bfinc.com Ihiofronterams.com IAME-US171V001 
AMELUZ, BF-RhodolEll, and RhodoLED are registered trademarks of Biofrontera Pharma GmbH. 
©2024 Biof rontera Inc. All rights reserved. 
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