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Industry News 
 
Going for the gold: Sebacia microparticles help direct lasers to the source of acne. DermWire, Practical 
Dermatology. October 26, 2019. https://practicaldermatology.com/news/going-for-the-gold-sebacia-microparticles-
help-direct-lasers-to-the-source-of-acne?c4src=news:feed  
Two new studies suggest that Sebacia Microparticles may be an important part of acne polytherapy.  Sebacia 
microparticles may be acne’s latest and greatest nemesis.  New research presented the American Society for 
Dermatologic Surgery (ASDS) 2019 Annual Meeting in Chicago shows that the technology helps to safely and 
effectively clear acne when used with or following pre-treatment with common first-line topical acne medications.  The 
microparticles feature a silica core covered in gold. When broken down into really small pieces, these microparticles 
can penetrate the skin and reach the sebaceous glands. Gold is a light-absorbing material, it draws in the laser’s 
energy delivers it directly to the sebaceous gland.  In the ongoing European Union real-world registry, patients were 
prescribed a 2-4-week course of topical retinoid followed by three weekly in-office treatments of Sebacia 
Microparticles at commercial centers. The study is being conducted at nine non-academic clinical practices in Europe 
and to date has enrolled 76 patients. Latest clinical results out to two years demonstrated: 

• 92 percent average acne inflammatory lesion count (ILC) improvement at 24 months compared to baseline. 
• 77 percent of patients were acne medication-free at 24 months. 
• 9 percent of patients received a topical acne drug and only 14 percent received a systemic acne drug during 

the follow-up period. 
• There were no serious or unanticipated adverse events. 

"These 24-month results from the EU registry study provide us the first perspective of the long-term safety and 
durability of Sebacia Microparticles in acne patients,” says Jill S. Waibel, MD, a dermatologist practicing at the Miami 
Dermatology and Laser Institute, in a news release. “Sebacia Microparticles represents an option for dermatologists 
that is complementary to our polytherapy approach to acne while allowing us to target the sebaceous glands with a 
selective and local treatment."  US Study: Microparticles plus topical retinoids:  The ongoing U.S. registry study was 
designed to evaluate acne outcomes in patients treated with Sebacia Microparticles in combination with the ongoing 
use of topical retinoids. Patients in the U.S. study were able to continue topical therapy after their third Sebacia 
treatment at the discretion of the investigator. The study is being conducted at six non-academic clinical practices in 
the U.S. and to date, 72 patients have completed the 3-month follow-up.   
The latest clinical results out to 3 months include:   

• 65 percent average acne ILC improvement at 3 months from baseline. These findings are better than 
historically reported ILC reduction at 3-months of about 40-50 percent without topical pre-treatment. 

• 90 percent of the subjects were responders, defined as a reduction of ILC of 40 percent or better. 
• Transient erythema (redness of the skin typical with laser use) was reported and patients were able to return 

to school or work immediately after the procedure. There were no serious or unanticipated adverse events. 
"I am pleased to see these 3-month results from the U.S. registry tracking similarly to the European registry study that 
was conducted previously,” adds Ashish Bhatia, MD, a dermatologist practicing at Oak Dermatology in the greater 
Chicago area and Clinical Associate Professor at the Feinberg School of Medicine at Northwestern University. “The 
real-world results provide clinicians with additional data about treating acne patients with Sebacia Microparticles who 
are already using topical retinoids, a common first-line therapy." 
 
 
 
 

https://practicaldermatology.com/news/going-for-the-gold-sebacia-microparticles-help-direct-lasers-to-the-source-of-acne?c4src=news:feed
https://practicaldermatology.com/news/going-for-the-gold-sebacia-microparticles-help-direct-lasers-to-the-source-of-acne?c4src=news:feed
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FDA approves Amzeeq minocycline foam from Foamix.  DermWire, Practical Dermatology.  October 21, 2019.  
https://practicaldermatology.com/news/fda-approves-amzeeq-minocycline-foam-from-foamix?c4src=news:feed   
The FDA has approved Amzeeq (minocycline) topical foam, 4%, from Foamix Pharmaceuticals for the treatment of 
inflammatory lesions of non-nodular moderate to severe acne vulgaris in adults and pediatric patients 9 years of age 
and older. Amzeeq, formerly known as FMX101, is the first topical minocycline to be approved by the FDA for any 
condition. It is expected to be available January 2020.  The approval is supported by data from three Phase 3 clinical 
trials in 2,418 patients nine years of age or older. In each 12-week, multicenter, randomized, double-blind, vehicle-
controlled study, subjects with moderate to severe acne vulgaris were treated once-daily with Amzeeq or vehicle. No 
other topical or systemic acne medication was permitted to be used by subjects during the study period. The studies 
each found statistically significant disease improvement with Amzeeq versus vehicle for the co-primary endpoint of 
absolute reduction of inflammatory lesions, while studies 2 and 3 demonstrated a statistically significant improvement 
in IGA treatment success. IGA treatment success was defined as a score of 0 (“clear”) or 1 (“almost clear”) and at 
least a two-point decrease from baseline. Amzeeq was well-tolerated and no treatment-related serious adverse events 
were reported. The most common adverse reaction was headache, which was reported in 3% of subjects treated with 
Amzeeq versus 2% of subjects treated with vehicle.  Amzeeq utilizes the proprietary Molecule Stabilizing Technology 
(MST™) platform from Foamix to effectively deliver minocycline in a foam-based vehicle.  “The FDA approval of 
Amzeeq is a milestone moment in dermatology and the most significant advancement with minocycline in almost 50 
years,” says David Domzalski, Chief Executive Officer of Foamix. “We are proud that our proprietary technology 
platform has led to this new treatment option, which we believe can help address unmet treatment needs for moderate 
to severe acne patients. We are looking forward to bringing Amzeeq to market in January 2020, and to our Company’s 
first commercial launch.” 
 
Foamix update: Nine trials in five posters.  DermWire, Practical Dermatology. October 18, 2019. 
https://practicaldermatology.com/news/foamix-update-nine-trials-in-five-posters?c4src=news:feed  
Results from nine clinical trials of Foamix Pharmaceutical investigational products will be presented in five posters at 
the 39th Annual Fall Clinical Dermatology Conferencein Las Vegas. Findings relate FMX101 for the treatment of 
moderate-to-severe acne and FMX103 for the treatment of moderate-to-severe papulopustular rosacea in adults. 
Poster highlights include:  

• Long-term safety and efficacy data from the open-label extension of two Phase 3 studies (Study 04 and Study 
05) of FMX101 in patients with moderate-to-severe acne for a total treatment period of up to 52 weeks.  

• Data from three 12-week Phase 3 studies (FX2014-04, FX2014-05, and FX2017-22) that showed the safety 
and tolerability of FMX101 in pediatric patients (ages 9 - 17) with moderate-to-severe acne.  

• An ex-vivo permeation and penetration assessment in human skin, in which FMX101 and FMX103 delivered 
similar concentrations of minocycline to the epidermis and sebaceous appendage. 

Foamix will present results of a comparative trial of FMX101 versus five commercially available acne treatments in 
miscibility with sebum. Additionally, Foamix will present study endpoints achieved with FMX103 in patients with 
moderate-to-severe papulopustular rosacea in two Phase 3 12-week pivotal clinical studies (FX2016-11 and FX2016-
12). 
 
Altreno: Exclusive size available for dermatologist dispensing.  DermWire, Practical Dermatology. October 15, 
2019.https://practicaldermatology.com/news/altreno-exclusive-size-available-for-dermatologist-
dispensing?c4src=news-landing:feed      
Altreno (tretinoin) Lotion, 0.05%, is now available exclusively for physician dispensing in a 20-gram size. Launched 
last year, Altreno Lotion from Ortho Dermatologics is the first and only tretinoin available in a lotion for the treatment 

https://practicaldermatology.com/news/fda-approves-amzeeq-minocycline-foam-from-foamix?c4src=news:feed
https://practicaldermatology.com/news/foamix-update-nine-trials-in-five-posters?c4src=news:feed
https://practicaldermatology.com/news/altreno-exclusive-size-available-for-dermatologist-dispensing?c4src=news-landing:feed
https://practicaldermatology.com/news/altreno-exclusive-size-available-for-dermatologist-dispensing?c4src=news-landing:feed
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of acne that has been shown to be effective and generally well tolerated.  Dispensing through dermatologists’ offices 
allows dermatologists to provide patients Altreno Lotion right at the time of their appointment, avoiding issues with  
prescriptions not getting filled due to cost or inconvenience.  “We like having a derm-dispensed option in our office,” 
says Florida-based dermatologist Leslie Baumann, MD.  “I believe there is a link between an office visit and 
compliance when the patient can leave with the recommended medication in hand. Life is full of distractions and 
making a drug available in the office helps to ensure that the patient will use it in the way it has been prescribed. And, 
there is an enhanced possibility that use of the drug will begin that day. This means the patient will be able to see 
results sooner. We dispense several brands in our office, specifically for this reason and I suspect it is a strong trend.”  
Another benefit to having a derm-dispensed product in the office is the convenience factor cited by dermatologists. 
“Dispensing in the office helps ensure patients are getting the formulations and products that we believe are right for 
them and their skin-care goals,” says Joel L. Cohen, MD, dermatologist and director of AboutSkin Dermatology, in 
Colorado. “With the more recent addition of Rx product sales in the office, patients find this to be convenient for them, 
because it helps them avoid a trip, and lines, at the pharmacy and prior authorization delays. Our staff appreciates 
this as well, with the hope that it will minimize the time spent on prior authorization hassles and help with overall 
efficiency.” 

 
New Medical Research 
 

Clinical evaluation of microneedling therapy in the management of facial scar: A prospective randomized 
study.  Bandral MR, Padgavankar PH, Japatti SR, et al.  J Maxillofac Oral Surg. 2019 Dec;18(4):572-578. doi: 
10.1007/s12663-018-1155-7. Epub 2018 Oct 3.  https://www.ncbi.nlm.nih.gov/pubmed/31624439  

Purpose: To evaluate the therapeutic efficacy and complications of microneedling (dermaroller) therapy as a treatment 
modality in the treatment of facial scars resulting from acne, trauma and surgery.  Materials and methods: Fifty patients 
with facial acne scar, traumatic scar, hypertrophic scars and scars with skin discoloration reporting to our institute 
were included in the study. Microneedling procedure was performed with the help of dermaroller. Postoperative wound 
was evaluated by three evaluators by comparing preoperative and postoperative clinical photographs.  Results: Seven 
out of the total 50 patients (14%) showed an excellent response to dermaroller treatment, while 26 patients (52%) 
had a good response. Fourteen patients (28%) had fair response, and 3 patients (6%) had poor response.  
Conclusion: Microneedling therapy with dermaroller is one of the simplest, yet most effective skin treatments for scars, 
stretch marks, deep wrinkles, etc. The dermaroller is a definitive credit crunch skin rescue option. It is simple yet 
effective and suitable for all skin types and skin tones. 

 

Comparison of fractional neodymium-doped yttrium aluminum garnet (Nd:YAG) 1064-nm picosecond laser 
and fractional 1550-nm erbium fiber laser in facial acne scar treatment.  Chayavichitsilp P, Limtong P, 
Triyangkulsri K, Pratumchart N.  Lasers Med Sci. 2019 Oct 24. doi: 10.1007/s10103-019-02891-5. [Epub ahead of 
print]  https://www.ncbi.nlm.nih.gov/pubmed/31646393  

To compare the safety and efficacy of fractional neodymium-doped yttrium aluminum garnet (Nd:YAG) 1064-nm 
picosecond laser and fractional 1550-nm erbium fiber laser in acne scar treatment and to assess the adverse effects 
and complications of the two devices. Thirty patients with cosmetically similar acne scars on both sides of the faces 
were enrolled and treated four times at 4-week intervals. Each side of the face was treated with either fractional 1064-
nm Nd:YAG picosecond laser or fractional 1550-nm erbium fiber laser. Efficacy was evaluated using digital  

https://www.ncbi.nlm.nih.gov/pubmed/31624439
https://www.ncbi.nlm.nih.gov/pubmed/31646393
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photography taken at baseline and 5 months by a blinded dermatologist using the ECCA grading scale (échelle 
d'évaluation clinique des cicatrices d'acné). Patient overall satisfaction and self-rated improvement scores were 
recorded at baseline and 5 months. Adverse effects were recorded at every visit. Twenty-seven patients completed 
the study. Both devices demonstrated significant median ECCA score improvement from baseline (P < 0.001). 
However, there was no significant difference between the two in terms of median ECCA score improvement, patients' 
perception of scar improvement, and overall satisfaction. Considering the adverse effects, more pinpoint bleeding 
was significantly observed with the picosecond laser (P = 0.002), whereas more pain was noted with the erbium laser 
(P < 0.001). Both fractional 1064-nm Nd:YAG picosecond laser and fractional 1550-nm erbium fiber laser are safe 
and effective in the treatment of acne scars. Costs should be taken into consideration when deciding on which device 
to use to maximize treatment outcomes. 

 

Down-regulation of S100a7a antimicrobial peptide in acne vulgaris patients after isotretinoin therapy.  Al-
Sudany NK, Mohammed NH, Alrifai SB.  Dermatol Ther. 2019 Oct 22:e13136. doi: 10.1111/dth.13136. [Epub ahead 
of print]  https://www.ncbi.nlm.nih.gov/pubmed/31639246   

Background: The S100a7a protein is expressed in keratinocytes, its level is increased in acne condition. As 
isotretinoin therapy is known to alter some of S100 peptides, these could be important specific targets for acne therapy 
and may have an important role in clinical remission.  Methodology: A randomized controlled trial was held in a 
dermatology clinic in Baghdad, where 30 patients with moderate to severe acne vulgaris condition aged 16-31 years 
were enrolled. Five milliliters of venous blood samples were taken before and after 6 weeks of isotretinoin therapeutic 
trial. A placebo- control group of 26 acne patients were also enrolled. The S100a7a peptide was measured in both 
groups using the ELISA technique before and after the trial.  Results: High levels of serum S100a7a were found in 
acne patients of both groups before therapeutic trial. Following the trial, a significant statistical difference (P= 0.0003) 
was noticed between mean S100a7a protein level of study and control groups. By comparing the mean S100a7a 
protein level before and after isotretinoin therapy in the study group, a highly significant statistical difference was also 
found (P=0.001).  Conclusion: The current study showed a down-regulatory effect of isotretinoin therapy on the 
S100a7a peptide mean level. 

 

Clinical response rate and flares of hidradenitis suppurativa in the treatment with adalimumab.  Caposiena 
Caro RD, Cannizzaro MV, Tartaglia C, Bianchi L.  Clin Exp Dermatol. 2019 Oct 20. doi: 10.1111/ced.14127. [Epub 
ahead of print]  https://www.ncbi.nlm.nih.gov/pubmed/31630436  

Background: Hidradenitis suppurativa/acne inversa (HS) is a chronic, inflammatory, skin disease. Adalimumab is the 
only approved drug for the treatment of hidradenitis suppurativa (HS), but it only partially controls the symptoms.  Aim: 
Evaluate the incidence of flares during 108 weeks of therapy and the clinical response to Adalimumab.  Methods: 
Twenty patients with moderate-severe HS treated with Adalimumab were included to evaluate the number of flares, 
average interval of time among flares, number of patients who reached the Hidradenitis Suppurativa Clinical 
Response (HiSCR), IHS4, pain VAS, lesions count and DLQI assessment.  Results: 90% of patients reported at least 
1 flare and a total of 48 flares were counted in all patients; average time between flares was 26.9±16.4 weeks. In 
particular, duration between flares was 30.5±16.3 and 12.5±5.7 respectively in responders and non-responders. A 
progressive decline of flares was observed, while a gradual increase in the number of patients achieving HiSCR was 
attained during the observational period. Lesions count, IHS4, pain VAS and DLQI decreased throughout the study.  

https://www.ncbi.nlm.nih.gov/pubmed/31639246
https://www.ncbi.nlm.nih.gov/pubmed/31630436
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In detail, Adalimumab showed a higher efficacy on nodules-abscesses than on draining tunnels.  Limitations: The 
study had a retrospective nature and a small number of patients.  Conclusion: Adalimumab is an effective and safe 
treatment for HS patients despite the high number of flares. 

 

Weekly adalimumab treatment decreased disease flare in hidradenitis suppurativa over 36 weeks: Integrated 
results from the phase 3 PIONEER trials.  van der Zee HH, Longcore M, Geng Z, Garg A.  J Eur Acad Dermatol 
Venereol. 2019 Oct 20. doi: 10.1111/jdv.16023. [Epub ahead of print]  
https://www.ncbi.nlm.nih.gov/pubmed/31630445  

Background: Hidradenitis suppurativa (HS) is a chronic skin disease characterized by inflammatory lesions that flare 
unpredictably. The impact of weekly adalimumab (ADAew) on HS flare is not well-characterized.  Objective: To 
evaluate the impact of disease flare on health-related quality of life (HRQOL) in moderate-to-severe HS patients, and 
to determine the effect of ADAew on disease flare using integrated data from two phase 3 trials over 36 weeks.  
Methods: In period A (12 weeks), Dermatology Life Quality Index (DLQI) score change from baseline was compared 
in patients who flared and those who did not, regardless of treatment. The proportion of patients experiencing flare, 
duration of flare, and time to flare was evaluated for ADAew vs. placebo (PBO). In period B (24 weeks), proportion of 
patients experiencing flare who received continuous ADAew treatment through 36 weeks was assessed.  Results: 
HRQOL was markedly improved among those who did not experience flare. In period A, the proportion of patients 
who experienced flare was significantly lower with ADAew vs. PBO (12.3% vs. 35.3%, P < 0.001). ADAew patients 
also had longer time to first flare (101 days vs. 57 days; P < 0.001) and shorter flare duration (18.9 days vs. 32.0 
days, respectively; P = 0.001) vs. PBO. Through 36 weeks of treatment, 20.2% of ADAew patients flared, and for 
those who achieved at least a partial clinical response to ADAew at 12 weeks, only 5.7% flared.  Conclusions: Flare 
reduction is an important measure in HS that correlates with clinically meaningful improvement in HRQOL. ADAew 
reduces HS flare through 12 and subsequent 36 weeks of treatment. 

 

An open-label, intra-individual study to evaluate a regimen of three cosmetic products combined with medical 
treatment of rosacea: Cutaneous tolerability and effect on hydration.  Santoro F, Lachmann N.  Dermatol Ther 
(Heidelb). 2019 Oct 17. doi: 10.1007/s13555-019-00331-4. [Epub ahead of print]  
https://www.ncbi.nlm.nih.gov/pubmed/31625112  

Introduction: Although rosacea management includes general skincare, previous studies have not evaluated 
comprehensive skincare regimens as adjuvants to other treatments.  Methods: The primary objective of this open-
label, intra-individual study of subjects with rosacea was to evaluate the cutaneous tolerability of a regimen consisting 
of Cetaphil PRO Redness Control Day Moisturizing Cream (once daily in the morning), Cetaphil PRO Redness Control 
Night Repair Cream (once daily in the evening) and Cetaphil PRO Redness Control Facial Wash (foam once in the 
morning and once in the evening). Secondary objectives were to evaluate the effect on transepidermal water loss 
(TEWL) and cutaneous hydration and to determine the subjects' evaluation of efficacy, tolerability and future use. A 
dermatologist examined subjects and measured TEWL and cutaneous hydration on day (D) 0, D7 and D21, when 
subjects ranked symptoms. Subjects completed a questionnaire on D21. Results: The per-protocol population 
consisted of 42 subjects receiving treatment for rosacea. Eleven subjects developed adverse events, none of which 
were considered to be related to the skincare products. Five subjects showed signs or symptoms that were potentially 
associated with the skincare products that might suggest poor cutaneous tolerability; these were generally mild. TEWL 
decreased significantly by a mean of 17% on D7 and a mean of 28% on D21 compared with baseline (both P < 0.001). 
Skin hydration increased significantly by a mean of 5% on D7 (P = 0.008) and a mean of 10% on D21 (P < 0.001) 

https://www.ncbi.nlm.nih.gov/pubmed/31630445
https://www.ncbi.nlm.nih.gov/pubmed/31625112
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compared with baseline. Subjects reported that the regimen was pleasant (98%) and effective (95%) and that it offered 
various benefits; 90% of subjects reported that they would like to continue to use the regimen and would buy the 
products.  Conclusion: The skincare regimen improved skin hydration and skin barrier function in subjects receiving 
medical treatment for rosacea and was well tolerated.  Funding: Galderma S.A.  

Download Reference Document 

 

The efficacy and safety of permethrin 2.5% with tea tree oil gel on rosacea treatment: A double-blind, 
controlled clinical trial.  Ebneyamin E, Mansouri P, Rajabi M, et al.  J Cosmet Dermatol. 2019 Oct 15. doi: 
10.1111/jocd.13177. [Epub ahead of print]  https://www.ncbi.nlm.nih.gov/pubmed/31613050  

Background: Rosacea is a chronic skin condition that typically affects the face and it results in redness and 
inflammation. The main risk factors of this disease are Demodex folliculorum, living in the pilosebaceous units.  Aims: 
To evaluate the efficacy and safety of permethrin 2.5% in combination with tea tree oil (TTO) topical gel versus 
placebo on Demodex density (Dd) and clinical manifestation using standard skin surface biopsy (SSSB) in rosacea 
patients.  Patient/methods:  In this double-blind, randomized clinical trial, 47 papulopustular rosacea patients were 
enrolled, with 35 patients finishing the 12 weeks of treatment. Each patient used permethrin 2.5% with TTO on one 
side of the face and a placebo on the other, twice daily for 12 weeks. SSSB, photography and clinical rosacea scores 
according to National Rosacea Society, as well as adverse drug reaction (ADRs) were reported at the baseline, 2nd, 
5th, 8th, and 12th weeks.  Results: A total of 47 patients were enrolled with papulopustular rosacea, and 35 patients 
finished the study. The effects of permethrin 2.5% with TTO gel on mite density were significant at week 5, 8, 12 (P 
value = .001). Clinical features and global assessments showed papules, pustules and nontransient erythema had 
improvement in drug group after 12 weeks (P values <.05). The improvement of burning and stinging and dry 
appearance was greater than the placebo gel (P value <.05). Itching in placebo group was significantly more than 
other group (P value = .002).  Conclusion: Administration of permethrin 2.5% with TTO gel demonstrated good efficacy 
and safety in rosacea. This topical gel inhibited the inflammatory effects of rosacea and reduced Demodex mite. 

 

Difficulties in emotion regulation and quality of life in patients with acne.  Cengiz GF, Gürel G.  Qual Life Res. 
2019 Oct 11. doi: 10.1007/s11136-019-02318-2. [Epub ahead of print]  
https://www.ncbi.nlm.nih.gov/pubmed/31605308  

Background: The psychological factors associated with the impairment of the quality of life (QoL) in acne vulgaris 
have not been fully elucidated, yet. The aim of the present study was to evaluate the performance of the difficulties in 
emotion regulation (DER) in predicting the QoL of patients with acne vulgaris and to examine the relationship between 
acne vulgaris and common psychopathologies, such as anxiety and depression.  Methods: A total of 141 patients 
were administered the difficulties in emotion regulation scale (DERS-Brief Form) (DERS-16), Hospital Anxiety and 
Depression Scale (HADS), and Acne Quality of Life (AQOL) Scale, while the control group including 102 participants 
was administered all scales other than the AQOL.  Results: The patients with acne vulgaris had significantly higher 
DERS scores than the control group. DER were found to predict quality of life more than acne severity. A strong 
positive correlation was found between the DERS and anxiety and depressive symptoms. There was no significant 
correlation between the acne severity and HADS and DERS scores, although only a weak correlation was found with 
the AQOL scores. The duration of acne showed no correlation with any of the variables.  Conclusions: Our study 
results showed the relationship between the DER and acne vulgaris. The ignorance of this relationship while 
evaluating patients with acne may result in anxiety and depression symptoms and impairment in the QoL in the future. 

https://files.constantcontact.com/c2fa20d1101/b421592f-3d0a-426d-9ab8-bb9035700866.pdf
https://www.ncbi.nlm.nih.gov/pubmed/31613050
https://www.ncbi.nlm.nih.gov/pubmed/31605308
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Hence, psychopathologies should be considered in acne treatment and patients should gain the ability of regulating 
their emotions through appropriate therapeutic approaches. 

 

A real-life, international, observational study demonstrating the efficacy of a cosmetic emulsion in the 
supportive care of mild-to-moderate facial acne.  Bettoli V, Coutanceau C, Georgescu V.  Clin Cosmet Investig 
Dermatol. 2019 Oct 10;12:759-769. doi: 10.2147/CCID.S205170. eCollection 2019.  
https://www.ncbi.nlm.nih.gov/pubmed/31632124  

Purpose: Cosmetic emulsions are increasingly being used as supportive care products to alleviate the severe side 
effects and improve the clinical outcomes associated with conventional acne treatments. The objectives of this study 
were to determine, in a real-life setting, the global effectiveness of an emulsion with antiseborrheic, keratolytic and 
anti-Propionibacterium acnes activities as an adjunct to anti-acne therapy, and to evaluate the effect of the product 
on acne severity, noninflammatory and inflammatory lesions, hyperseborrhea, skin irritation and patient quality of life 
(QoL). Tolerance of the product was also assessed.  Patients and methods: This international observational study 
involved 3960 patients aged 12 years and over with mild-to-moderate acne. The conventional acne prescriptions for 
these patients were either initiated at inclusion or were reviewed. Reviewed prescriptions may have been left 
unchanged, switched, or an addition made to ongoing treatment. At inclusion, participants were instructed to apply 
the cosmetic product daily for 2-3 months in combination with their medical acne treatment.  Results: After 2 to 3 
months of use, the combined therapy resulted in moderate-to-large improvements in acne in over 75% of the patients 
whose acne prescriptions were left unchanged (n=859). The combination treatment led to an improvement in acne 
severity (-38.3% change in the mean investigator's global assessment score; p<0.0001) and QoL (-38.3% change in 
the mean Cardiff acne disability index score; p<0.0001), and reduced noninflammatory and superficial inflammatory 
lesions (-35.3% and -47.0%, respectively; p<0.0001), hyperseborrhoea (-40.6%; p<0.0001) and skin irritation (-37.2%; 
p<0.0001). Tolerance was very good.  Conclusion: Use of the cosmetic emulsion combined with conventional acne 
therapy significantly improved clinical outcomes and patient QoL and was very well tolerated. The combined therapy 
may have improved patient satisfaction, leading to improved patient adherence and higher rates of therapeutic 
success. 

Download Reference Document 

 

Topical 2% ketoconazole cream monotherapy significantly improves adult female acne: A double-blind, 
randomized placebo-controlled trial.  Chottawornsak N, Chongpison Y, Asawanonda P, Kumtornrut C.  J Dermatol. 
2019 Oct 9. doi: 10.1111/1346-8138.15113. [Epub ahead of print] https://www.ncbi.nlm.nih.gov/pubmed/31599059  

The emergence of bacterial resistance is a global crisis. Prolonged use of antibiotics especially in acne is one issue 
of concern among dermatologists. Ketoconazole (KTZ) cream, a topical antifungal with anti-inflammatory and 
antiandrogenic actions, can decrease lipase activity of Cutibacterium acnes in vitro. We evaluated the efficacy and 
safety of KTZ cream in mild adult female acne (AFA) by conducting a randomized, double-blind, placebo-controlled 
trial using KTZ 2% and placebo cream twice daily for 10 weeks. We assessed the improvement of clinical severity, 
measured by AFA score graded by investigators and participants, and the change of acne count. Forty-one 
participants enrolled in our study. The proportion of participants with acne improvement from baseline (42.9% vs 
9.5%, P = 0.015) and the success rate (45.0% vs 14.3%, P = 0.043) in the KTZ group were significantly higher than 
that of the placebo group. The most common adverse events were dryness and itching. The percentage change of 
acne count decreased significantly compared with baseline but did not differ statistically between the two groups (P 
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= 0.268). We concluded that the KTZ monotherapy showed a plausible effect in improving AFA with excellent safety 
profile. It should be considered as a viable option for mild AFA treatment. 

 

Novel tretinoin 0.05% lotion for the once-daily treatment of moderate-to-severe acne vulgaris in a 
preadolescent and adolescent population.  St Surin-Lord S, Schlesinger TE, Guenin E.  J Clin Aesthet Dermatol. 
2019 Sep;12(9):E57-E61. Epub 2019 Sep 1.  https://www.ncbi.nlm.nih.gov/pubmed/31641421  

Background: The efficacy of tretinoin is well documented in adolescent acne, with limited data available in 
preadolescents. A novel tretinoin 0.05% lotion formulation has been shown to be effective and well tolerated in 
moderate-to-severe acne. Objective: We sought to evaluate the safety and efficacy of tretinoin 0.05% lotion in 
preadolescent (≤13 years) and adolescent (14-17 years) subjects with acne. Methods: This study involved the post-
hoc analysis of two multicenter, randomized, double-blind, vehicle-controlled Phase III studies. Preadolescent (n=154) 
and adolescent (n=575) subjects were randomized (1:1) to tretinoin 0.05% lotion or vehicle used once daily for 12 
weeks. Efficacy assessments included lesion count reductions, treatment success (at least a two-grade reduction in 
the Evaluator's Global Severity Score and clear/almost clear). Safety, adverse events (AEs), and cutaneous 
tolerability were evaluated. Results: At Week 12, mean percent reductions in inflammatory and noninflammatory 
lesion counts were 49.5% and 44.0% in preadolescents and 50.5% and 41.2% in adolescents, compared to 31.4%, 
18.8%, 35.9%, and 23.8% for the vehicle, respectively (all p≤0.001). Treatment success was achieved by 23.7% 
(preadolescent) and 17.5% (adolescent) of subjects by Week 12, compared to 7.2% (p=0.009) and 8.8% (P=0.004) 
with the vehicle. The majority of AEs were mild and transient; the most frequent occurrences were application site 
pain and dryness in 5.6% and 2.8% of preadolescents and 3.2% and 3.6% of adolescents. Local cutaneous safety 
and tolerability assessments were generally mild-to-moderate, with slight transient increases in mean scores at Week 
4. Conclusions: Tretinoin 0.05% lotion was significantly more effective than the vehicle in achieving treatment success 
and reducing inflammatory and noninflammatory lesions in preadolescent and adolescent acne. It was well tolerated, 
and all treatment-related AEs were mild or moderate. 

Download Reference Document 

 

Clinical Reviews 
 

Safety of combination laser or intense pulsed light therapies and doxycycline for the treatment of rosacea.  
Schilling LM, Halvorson CR, Weiss RA, et al.  Dermatol Surg. 2019 Nov;45(11):1401-1405. doi: 
10.1097/DSS.0000000000002009.  https://www.ncbi.nlm.nih.gov/pubmed/31658188  

Background: Current treatment options for rosacea include topical agents, oral therapies, phototherapy using lasers, 
or intense pulsed light (IPL). Combination therapy for rosacea often yields better results than monotherapy. The safety 
of laser/light treatments in combination with systemic doxycycline has been questioned because of the theoretical risk 
of photosensitivity.  Objective: The purpose of this study was to assess the incidence of phototoxicity or 
photosensitivity in rosacea patients receiving concomitant laser or light treatments and systemic doxycycline.  
Methods: Treatment records of 36 patients receiving laser/light treatments while also being treated with standard dose 
or anti-inflammatory dose of doxycycline were retrospectively reviewed.  Results: No adverse reactions related to 
doxycycline combined with laser/light therapy were reported. Specifically, no photosensitivity or sensitivity to 
wavelengths in the pulsed dye laser (PDL), or IPL range was observed in this cohort. All patients achieved some 
degree of clearance.  Conclusion: The results of this retrospective study demonstrate that doxycycline used in 
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conjunction with laser or nonlaser light therapy is a valid combination therapy for improving signs and symptoms of 
rosacea. No photosensitivity reactions were observed to commonly used IPL or PDL devices.  

 
Comment on "The effects of isotretinoin therapy on serum homocysteine, folate and vitamin B12 levels in 
patients with acne": May retinoids be useful to treat hyperhomocysteinemia found in patients affected by 
hidradenitis suppurativa?  Marasca C, Donnarumma M, Annunziata MC, Fabbrocini G. J Eur Acad Dermatol 
Venereol. 2019 Oct 29. doi: 10.1111/jdv.16039. [Epub ahead of print] 
https://www.ncbi.nlm.nih.gov/pubmed/31660646  
We read with great interest the original article by Tsai et al.  Several studies have been previously showed that patients 
with acne receiving isotretinoin treatment revealed changes in the serum level of homocysteine, folate and vitamin 
B12: nevertheless, data still remain sparse. Tsai checked that isotretinoin may cause hyperhomocysteinemia and 
folate deficiency in acne patients and potentially increase cardiovascular and neuropsychiatric risks. Plasmatic 
homocysteine may contribute to cardiovascular risk, promoting atherosclerotic disease, coronary disease, stroke and 
peripheral vascular disease through several mechanisms: damage of endothelial cells, reduced production of nitric 
oxide (NO), decreased flexibility of blood vessels leading to aortic stiffness and reduction of the speed of blood flow. 
 
Efficacy of photodynamic therapy for the treatment of inflammatory acne vulgaris: A systematic review and 
meta-analysis.  Tang X, Li C, Ge S, et al.  J Cosmet Dermatol. 2019 Oct 25. doi: 10.1111/jocd.13197. [Epub ahead 
of print]  https://www.ncbi.nlm.nih.gov/pubmed/31654468  
Background:  Photodynamic therapy (PDT) has emerged as the effective new method to treat acne vulgaris. However, 
no meta-analysis has been published on PDT for acne vulgaris currently.  Objective: The current meta-analysis and 
systematic review were carried out to assess the safety and effect of PDT on treating acne vulgaris.  Methods: The 
electronic databases, including EMBASE, Cochrane Library, and MEDLINE, were systemically retrieved to identify 
relevant articles for meta-analysis. The primary outcome included mean percentage reduction in the inflammatory 
lesion count (MPRILC), while the secondary outcome included the total effective response (TER).  Results: Altogether 
13 randomized controlled trials (RCTs) involving 701 subjects had been enrolled into the current meta-analysis. PDT 
had certain effect on acne vulgaris in terms of the outcomes of MPRILC (MD: 15.97, 95% CI: 11.93 to 20.00, P < 
.00001) and TER (RR: 1.55, 95% CI: 1.38-1.74, P < .00001). Totally, 6 articles had been evaluated to have a low bias 
risk overall. Results of sensitivity and subgroup analyses were similar to meta-analysis results, reflecting the result 
reliability in this meta-analysis.  Conclusions: PDT is beneficial for improving the clinical efficacy of inflammatory acne 
vulgaris, which can be widely used to treat inflammatory acne vulgaris in clinic. 
 
Pediatric ocular acne rosacea: Clinical features and long-term follow-up of sixteen cases.  Donmez O, Akova 
YA.  Ocul Immunol Inflamm. 2019 Oct 24:1-9. doi: 10.1080/09273948.2019.1668951. [Epub ahead of print]  
https://www.ncbi.nlm.nih.gov/pubmed/31647686  
Purpose: To report the clinical characteristics, treatment modalities and long-term follow-up of 16 pediatric ocular 
acne rosacea patients. Methods: The medical records of pediatric ocular acne rosacea patients were reviewed. 
Results: There were 16 patients with a mean age of 7.7 ± 5 (1-16) years. The mean follow-up period was 52.8 ± 52 
(3-150) months. Eight patients had skin involvement. The mean duration of delay for diagnosis was 16.2 ± 5.1 (4-48) 
months. Nine patients had a delayed diagnosis. Meibomitis, blepharitis, lid telangiectasia, and conjunctival hyperemia 
were present in all cases. Systemic antibiotics were prescribed in 12 patients. The mean delay in diagnosis was longer 
in patients with conjunctival/corneal involvement (p = .001) and these patients required longer systemic treatment (p 
= .001). Complete remission was achieved in 87.5% of cases. Conclusion: Children presenting with a long history of 
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ocular irritation, meibomian gland disease, recurrent chalazia and peripheral corneal infiltrates should alert 
ophthalmologists to consider the diagnosis of ocular acne rosacea even in the absence of skin changes. 
 
Analysis of acne-related judicial precedents from 1997 to 2018 in South Korea.  Cho SI, Shin SH, Yang JH, et 
al.  J Dermatol. 2019 Oct 23. doi: 10.1111/1346-8138.15119. [Epub ahead of print]  
https://www.ncbi.nlm.nih.gov/pubmed/31642108  
Medicolegal disputes are increasing in practical medicine. Medications or procedures related to acne could lead to 
medical malpractice. This study analyzed medical litigation associated with acne in South Korea. Acne-related 
judgments were searched using the Supreme Court of Korea's Written Judgment Management System based on the 
keyword "acne". Eleven cases were selected; eight cases were related to acne scar and three cases were related to 
acne. Treatment modalities such as peeling, laser treatment, photodynamic therapy and antibiotics resulted in 
lawsuits. Claimed sequelae of the treatments were hyperpigmentation, scar worsening, erythema, skin bumps and 
liver transplant. Eight cases were awarded to the plaintiff, and the others were dismissed. This study shows that 
various treatments for acne can cause medical disputes. 
 
A comparison of international management guidelines for hidradenitis suppurativa.  Hendricks AJ, Hsiao JL, 
Lowes MA, Shi VY.  Dermatology. 2019 Oct 23:1-16. doi: 10.1159/000503605. [Epub ahead of print] 
https://www.ncbi.nlm.nih.gov/pubmed/31645040  
Hidradenitis suppurativa (HS) is a chronic inflammatory dermatosis that imparts a significant burden on patients and 
presents a management challenge for healthcare providers. As attention to this debilitating condition has grown over 
recent years, our understanding of HS pathogenesis and optimal treatment approaches continues to evolve. Nine HS 
treatment guidelines developed by various expert organizations have been published, encompassing therapeutic 
modalities ranging from topical agents to systemic therapies to procedural interventions. These guidelines 
demonstrate significant overlap in treatment recommendations and have all been published within the last 5 years. 
Therefore, we aim to compare and synthesize the recommendations of international HS treatment guidelines and to 
encourage inter-organizational communication for the development of consensus or staggered publication of 
recommendations for HS management. 
Download Reference Document 
 
Adalimumab dose intensification in recalcitrant hidradenitis suppurativa/acne inversa.  Zouboulis CC, Hansen 
H, Caposiena Caro RD, et al.  Dermatology. 2019 Oct 18:1-6. doi: 10.1159/000503606. [Epub ahead of print] 
https://www.ncbi.nlm.nih.gov/pubmed/31630144  
Background: Adalimumab is the only approved compound for the treatment of adult patients with moderate-to-severe 
hidradenitis suppurativa (HS) who did not respond to a systemic classical treatment. Despite its significant short- and 
long-term efficacy, a percentage of patients do not respond sufficiently. Moreover, some primary responders 
experience a response loss with time.  Objective: To analyse the effectiveness of adalimumab dose intensification in 
HS patients.  Methods: A case series of adalimumab 80 mg/week subcutaneously (s.c.) compassionate use in patients 
with HS, who did not respond sufficiently or in primary responders with progressive response loss to the registered 
adalimumab dose of 40 mg/week s.c. Patients were collected and evaluated retrospectively. Patients' data were 
extracted from medical records.  Results: The 14 patients collected were Caucasian with HS of Hurley stage II-III and 
moderate or severe International HS Severity Score System (IHS4) stage. Adalimumab dose intensification 
significantly improved IHS4 score, Pain Index, HS-Physician Global Assessment, pain, and Cardiff Dermatology Life 
Quality Index. Two young female patients with HS and Crohn's disease developed psoriatic lesions during the 
treatment with adalimumab 80 mg/week s.c.  Conclusion: An enhanced level of effectiveness was assessed in the 
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majority of the HS patients treated with adalimumab dose intensification (80 mg/week s.c.). Larger studies are required 
to evaluate this observation. 
 
Acne vulgaris: Diagnosis and treatment.  Oge' LK, Broussard A, Marshall MD.  Am Fam Physician. 2019 Oct 
15;100(8):475-484.  https://www.ncbi.nlm.nih.gov/pubmed/31613567    
Acne vulgaris is the most prevalent chronic skin disease in the United States, affecting nearly 50 million people per 
year, mostly adolescents and young adults. Potential sequelae of acne, such as scarring, dyspigmentation, and low 
self-esteem, may result in significant morbidity. Typical acne lesions involve the pilosebaceous follicles and the 
interrelated processes of sebum production, Cutibacterium acnes (previously called Propionibacterium acnes) 
colonization, and inflammation. Acne may be classified as mild, moderate, or severe based on the number and type 
of skin lesions. Multiple treatment agents and formulations are available, with each agent targeting a specific area 
within acne pathogenesis. Treatment selection is based on disease severity, patient preference, and tolerability. 
Topical retinoids are indicated for acne of any severity and for maintenance therapy. Systemic and topical antibiotics 
should be used only in combination with benzoyl peroxide and retinoids and for a maximum of 12 weeks. Isotretinoin 
is used for severe, recalcitrant acne. Because of the risk of teratogenicity, patients, pharmacists, and prescribers must 
register with the U.S. Food and Drug Administration-mandated risk management program, iPledge, before 
implementing isotretinoin therapy. There is limited evidence for physical modalities (e.g., laser therapy, light therapy, 
chemical peels) and complementary therapies (e.g., purified bee venom, low-glycemic-load diet, tea tree oil); 
therefore, further study is required. 
 
Real life experience on effectiveness and tolerability of topical ivermectin in papulopustular rosacea and anti-
parasitic effect on Demodex mites.  Trave I, Merlo G, Cozzani E, Parodi A.  Dermatol Ther. 2019 Oct 3:e13093. 
doi: 10.1111/dth.13093. [Epub ahead of print]  https://www.ncbi.nlm.nih.gov/pubmed/31579993  

Background: Ivermectin is a drug approved for the treatment of papulopustular rosacea. Although clinical guidelines 
recommend the use of ivermectin as the first-line treatment in patients with almost clear and mild rosacea, studies 
concerning its use on them are lacking.  Objective: This study investigated the effectiveness and the tolerability of 
ivermectin in almost clear to severe rosacea and assessed the anti-parasitic effect on Demodex mites.  Methods: This 
is a retrospective study based on 50 patients affected by papulopustular rosacea and treated with topical ivermectin 
1% once daily over 16 weeks. The disease severity, the patient-examined improvement and the safety assessment 
of patients were evaluated. Demodex mites were studied with the standardized skin surface biopsy.  Results: 
Papulopustular rosacea to all severity achieved a therapeutic success. The number of inflammatory lesions was 
significantly decreased in almost clear (P<0.0001), mild, moderate and severe (P<0.001) forms. A complete remission 
of inflammatory lesions was achieved by almost clear (p<0,001) and mild (p=0,005) with 82% with none-to-mild 
cutaneous adverse events. Thirty-two percent were positive for Demodex mites and all of them turned negative after 
16 weeks.  Conclusion: Ivermectin is an effective treatment not only in moderate-severe papulopustular rosacea but 
also in almost clear/mild rosacea. 
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