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AMELUZ® 78 mg/g gel (5-aminolaevulinic acid) PRESCRIBING INFORMATION 
Please refer to the SmPC before prescribing. 
Indication: Treatment of actinic keratosis of mild to moderate severity (Olsen grade 1 to 2) and of field 
cancerization in adults. Treatment of superficial and/or nodular basal cell carcinoma unsuitable for 
surgical treatment due to possible treatment related morbidity and/or poor cosmetic outcome in adults. 
Dose and administration: For cutaneous use under the guidance of a healthcare professional 
experienced in the use of photodynamic therapy (PDT). Adults: Actinic keratoses (AK): One session of 
PDT administered for single or multiple lesions or entire fields with cancerization. To be performed 
either utilising natural or artificial daylight (for face and scalp) or red-light lamp (in any body area). Basal 
cell carcinoma (BCC): Two sessions of PDT with red-light lamp for one or multiple lesions with an interval 
of about one week between sessions. All indications: Evaluate three months after treatment and retreat 
lesions or fields that have not completely resolved. See SmPC for details of administration. 
Contraindications: Hypersensitivity to active substance, porphyrins, soybeans or peanuts, or to any 
excipients. Porphyria. Known photodermatoses of varying pathology and frequency, e.g. metabolic 
disorders such as aminoaciduria, idiopathic or immunological disorders such as polymorphic light 
reaction, genetic disorders such as xeroderma pigmentosum, and diseases precipitated or aggravated 
by exposure to sun light such as lupus erythematosus or phemphigus erythemtosus. Special warnings 
and precautions: Transient global amnesia - if observed, discontinue PDT immediately. No experience 
in patients taking immunosuppressants or with coagulation defects. Any bleeding must be stopped 
before application of gel. Take special care to avoid bleeding during lesion preparation in patients with 
coagulation defects. Can cause mucous membrane or eye irritation. May be mildly irritant to the skin. 
Avoid applying into eyes or to mucous membranes. In case of accidental contact, rinse with water. 
Success and assessment of treatment may be impaired if the treated area is affected by skin diseases or 
tattoos; no experience exists with these situations. Intensive lesion preparation, e.g. chemical peel 
followed by ablative laser, might lead to increased pain. Discontinue UV-therapy before treatment. 
Avoid sun exposure on treated sites and surrounding skin for approximately 48 hours following 
treatment. Concomitant use of medicinal products with phototoxic or photoallergic potential such as St. 
John’s wort, griseofulvin, thiazide diuretics, sulfonylureas, phenothiazines, sulphonamides, quinolones 
and tetracyclines may enhance the phototoxic reaction to photodynamic therapy. See SmPC for further 
details. Pregnancy/ Breastfeeding: Avoid use during pregnancy. Breastfeeding should be discontinued 
for 12 hours after treatment. Undesirable effects: In clinical trials local skin reactions were observed in 
most subjects treated. Very common (≥1/10): At application site: Erythema, pain (including burning 
pain), irritation, pruritus, oedema, scab, exfoliation, induration, paraesthesia. Common (≥1/100 to 
<1/10): At application site: Vesicles, discharge, erosion, reaction, discomfort, hyperalgesia, 
haemorrhage, warmth. Headache. Uncommon (≥1/1,000 to <1/100): Transient global amnesia (incl. 
confusion and disorientation) (data from post-marketing period), hypersensitivity (also occurs before 
illumination)(data from post-marketing period). See SmPC for a full list of undesirable effects. Legal 
Category: POM Basic UK NHS cost: £170 per 2g tube. Market authorization (MA) number: PLGB 
34942/0002. MA holder: Biofrontera Bioscience GmbH. Hemmelrather Weg 201. 51377 Leverkusen. 
Germany. Date of preparation of PI: March 2024 
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Adverse events should be reported. Reporting forms and information can be found at www.mhra.gov.uk/yellowcard or search for MHRA Yellow 
Card �in the Google Play or Apple App Store. Adverse events should also be reported to Biofrontera Pharma GmbH on +49 214 876 32 66
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CHOOSE DAYLIGHT 
PHOTODYNAMIC
THERAPY (D-PDT)



ARE YOU MAKING THE MOST OF

D-PDT OPPORTUNITIES?
Ameluz® with Daylight PDT is indicated for the treatment of actinic 
keratosis (AK) of mild to moderate severity (Olsen grade I and II) and of field 
cancerisation on face and scalp in adults.1 Please refer to the SmPC before 
prescribing. Ameluz® has shown non-inferior efficacy and similar tolerability 
when treating AK at home compared with in the clinic.2 

Expand treatment 
options

In-clinic and treat at-
home options available 
with Ameluz®.1,2

Ample Ameluz® 
stock available

Delivered within 24-
48 hours to mainland 
UK hospitals & private 
clinics.

Patient opinion on D-PDT

Generally low levels of associated 
pain and high patient satisfaction.2,4

Safety Profile

Application site reactions are seen in most patients and include 
irritation, erythema, pain, and oedema. Symptoms are usually 
mild or moderate and last for 1 to 4 days in most cases; in some, 
however, they may persist for 1 to 2 weeks or even longer1

No lamp needed

No requirement for a conventional 
or artificial daylight PDT Lamp.

Effective single-
dose treatment

79.7% 12-month 
clearance rate, 
after a single D-PDT 
treatment for AK.3



91.8%
of patients rated the 
cosmetic outcome as 
very good, good or 

satisfactory.4

94.2%
of patients perceived 

the procedure as slightly 
or non stressful.4



HOW CAN BIOFRONTERA HELP YOU

SUPPORT YOUR 
PATIENTS?
We collaborate with healthcare 
professionals to design and produce 
patient support materials. These 
materials are intended to be used after 
the clinical decision has been made to 
use Ameluz®.

Our patient leaflets help to provide 
clarity about the treatment, with a 
step-by-step guide on how to apply 
Ameluz®. There is also a short 
animated video available to support 
your patients with home treatment. 

PLEASE CLICK ON THE PLAY BUTTON 
BELOW TO VIEW.

1 Ameluz® Summary of Product Characteristics 2 Saenz-Guirado S, Ayen-Rodriguez A, Galvez-Moreno M, Velasco-
Amador JP, Llamas-Molina JM, Ruiz-Villaverde R, et al. Photodiagnosis and Photodynamic Therapy. 2024 Mar 

2;46:104031–1. 3 Räsänen JE, Neittaanmäki N, Ylitalo L, Hagman J, Rissanen P, Ylianttila L, et al. British Journal of 
Dermatology. 2019 Jan 2;181(2):265–74. 4 Dirschka T, Ekanayake-Bohlig S, Dominicus R, Aschoff R, Herrera-Ceballos E, 

Botella-Estrada R, et al. Journal of the European Academy of Dermatology and Venereology. 2018 Aug 14;33(2):288–97. 

If you have any queries, please click 
the link to get in touch with us.

CLICK HERE TO VIEW BOOKLET

CLICK HERE TO VIEW PATIENT GUIDE

PHOTODYNAMIC THERAPY 

Daylight-Activated Photodynamic Therapy (DL-PDT) with 
5-Aminolaevulinic Acid Nanoemulsion Gel (Ameluz®)

Reporting of side effects: If you get any side effects, talk to your doctor, pharmacist or nurse. This 
includes any possible side effects not listed in the package leaflet. You can also report side effects 
directly via the Yellow Card Scheme at www.mhra.gov.uk/yellowcard. Provided as a service to 
patients by Biofrontera Pharma GmbH, Leverkusen, Germany. www.biofrontera.com. Additional 
product information can be found in the leaflet that is included in the pack, which you should be given 
a copy of. You can also download a copy of this leaflet at www.medicines.org.uk/emc/product.

INFORMATION LEAFLET FOR PATIENTS WHO HAVE BEEN REFERRED FOR AMELUZ® TREATMENT

DAYLIGHT-
ACTIVATED

CONTACT US

CLICK HERE FOR PRESECRIBING 
INFORMATION & ADVERSE EVENT 

REPORTING FOR AMELUZ®

https://www.cdn-edm.co.uk/clients/Biofrontera/Video/stv-Ameluz.mp4
https://www.cdn-edm.co.uk/clients/Biofrontera/Booklets/DaylightPDT-Patient-Booklet.pdf
https://www.cdn-edm.co.uk/clients/Biofrontera/Booklets/Home-Treatment-Digital-Booklet.pdf
https://www.cdn-edm.co.uk/clients/Biofrontera/Booklets/DaylightPDT-Patient-Booklet.pdf
https://www.cdn-edm.co.uk/clients/Biofrontera/Booklets/Home-Treatment-Digital-Booklet.pdf
mailto:enquiries-uk%40biofrontera.com?subject=
https://www.cdn-edm.co.uk/clients/Biofrontera/PI/Ameluz-UK-PI-v07-March-2024.pdf

