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Biofrontera delivers excellent results from the Phase III study for field 
therapy of actinic keratosis for publication 
 

 Excellent clearance rates with 90.9% of patients cleared from all actinic 

keratoses 

 Details of skin quality assessment illustrate strong skin rejuvenation effect 

Leverkusen, 06 May 2015 – Biofrontera AG (AIM/FSE: B8F), the biopharmaceutical company 

focussing on sun induced skin cancer, has prepared a scientific publication about the results 

of the multi-centre, placebo-controlled phase III study for field therapy of actinic keratosis using 

the combination of Biofrontera’s prescription drug Ameluz® and PDT-lamp BF-RhodoLED®. 

Field therapy involves treating entire fields on the face or scalp covered with mild to moderate 

actinic keratosis with photodynamic treatment (PDT) with an entire tube of Ameluz® in 

combination with Biofrontera's PDT-lamp BF-RhodoLED®. Preliminary results of the phase III 

trial were first published in October 2014 and comprise a key component of the clinical program 

executed for the approval of Ameluz® in the US. 

With 90.9% of all patients fully cleared from all actinic keratoses, the combination of Ameluz® 

and BF-RhodoLED® provided excellent efficacy. After a maximum of two treatments clearance 

of the non-hyperkeratotic Olsen Grade I lesions1 reached 99.1%, that of the moderately 

hyperkeratotic Olsen Grade II lesions 91.7%. Completely eliminating all Olsen Grade I lesions 

is of particular importance since up to 63.8% of all squamous cell carcinomas originate from 

the less suspicious Olsen Grade I lesions2. 

The cosmetic outcome of the treatment was assessed by the clinical investigators without 

taking the removal of the keratotic lesions into consideration. All tested parameters improved 

significantly during the treatment. The number of patients left without skin roughness, dryness, 

and scaliness increased from 14.8% to 63% after Ameluz® treatment. Patients without 

hyperpigmentation or hypopigmentation increased from 40.7% to 57.4% and 53.7% to 70.4%, 

respectively. Mottled pigmentation, including both hyper- and hypopigmentation within the 

treatment area, decreased from 48.1% of the patients to 29.6% of the patients, respectively. 

Before treatment, 22.2% of the patients displayed mild scarring, which after treatment was 

reduced to 14.8% of the patients. Atrophic skin tissue was apparent in 31.5% of the patients 

before, and in 16.7% of the patients after treatment. 

The study is an important component of the application that is currently prepared by Biofrontera 

to obtain approval for Ameluz® and BF-RhodoLED® in the USA. No other phase III trial applying 

PDT in the field-directed approach has ever been conducted, rendering Biofrontera’s study an 

important contribution to the field. The application for approval in the USA is expected to be 

made by the end of Q2, and approval is anticipated 12 months after application.  
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For Biofrontera’s strategically evenly important study in Basal Cell Carcinoma the number of 

enrolled patients is now sufficient for a statistical power of greater than 90%, and Biofrontera’s 

request for completion of patient recruitment is currently evaluated by the responsible federal 

agency. 

Commenting on findings of the study, CEO Prof. Hermann Lübbert said: “Field therapy with 

PDT should be the standard of care for patients with multiple actinic keratoses because of the 

extremely high efficacy rates, the potent skin rejuvenation effect documented in this study, and 

the potential to prevent new neoplastic lesions. The latter effect will be documented further 

during the ongoing follow-up phase of the study, but the fact that no patient presented with 

new tumours in the treatment field after Ameluz® treatment, while one patient with new lesions 

was in fact present in the twice smaller placebo group, may, even though not statistically 

relevant, indicate the prophylactic effect of field therapy using Ameluz® PDT.” 
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The Biofrontera Group (FSE/AIM: B8F, ISIN DE0006046113) is a biopharmaceutical company specialising in the 

development, sale and distribution of drugs and medical cosmetics for the care and treatment of skin diseases. 
Biofrontera’s most important product is Ameluz®, a prescription drug which is approved in Europe for the treatment 

of mild and moderate actinic keratosis (superficial skin cancer) with photodynamic therapy (light therapy). 
Biofrontera is the first German pharmaceutical start-up company to obtain centralised approval for a drug it has 
developed itself. The company also plans for Ameluz® to be approved for basal cell carcinoma and is currently 
preparing for approval in other countries, especially in the largest pharmaceutical market in the world, the United 
States.  

The company also markets the Belixos® dermatological range of cosmetics. Belixos® products contain combinations 
of active substances extracted from plants, relieve itching and redness and are used for the regenerative care of 
chronic skin conditions such as atopic dermatitis or psoriasis. At the moment, Belixos® cream, gel and scalp tonic 
are available through Amazon. 

The Biofrontera Group was established in 1997 by Prof. Dr Hermann Lübbert, the Chairman of the company's 
Management Board, and has its headquarters in Leverkusen, Germany. 

 
www.biofrontera.com 

 
This communication expressly or implicitly contains certain forward-looking statements concerning the 
business activities of Biofrontera AG. These forward-looking statements reflect the opinion of Biofrontera 
at the time of this communication and involve certain known and unknown risks. The actual results 
achieved by Biofrontera may differ significantly from future results or performances which are published 
in its forward-looking statements. Biofrontera assumes no responsibility to update its forward-looking 
statements.  
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