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TOPIX PHARMACEUTICALS: REPLENIX 
RETINOLFORTE TREATMENT SERUM

Topix Pharmaceuticals is adding 
Replenix RetinolForte Treatment 
Serum to its portfolio of offerings. 
The serum’s patent-pending, time-
released Micropolymer delivery sys-
tem deposits retinol into the skin so 
patients get the full dosage without 
the irritation commonly associ-
ated with a retinoid. RetinolForte’s 
micropolymer delivery system stabi-
lizes the retinol to protect its poten-
cy, and shields it from oxidation 
while on the skin. The time-released 
delivery creates a reservoir that 
continuously bathes the skin and 
minimizes irritation. RetinolForte’s 
all-trans-Retinol increases cell turn-
over and support healthy collagen 
production, with a low incidence of 
irritation. The added antioxidants, green tea polyphenols 
and caffeine help moisturize and maintain the skin bar-
rier while calming skin. In a 6-week clinical study using 
RetinolForte, 83 percent of patients showed improve-
ment in skin tone evenness, 91 percent had an improve-
ment in fine lines, and 100 percent had an improvement 
in facial clarity/radiance, the company reports. Replenix 
RetinolForte is offered in a 1oz. pump and available in six 
strengths to accommodate various skin types and step-up 
regimens. Replenix Sheer Physical Sunscreen 50+ should be 
used during the day and RetinolForte treatment serum at 
night. Topixpharm.com

DERMALOGICA INTRODUCES NEW 
PRODUCT TO TARGET TIRED EYES

Dermalogica is launching their newest product 
—the Stress Positive Eye Lift—a two-in-one eye 
masque that targets tired eyes. Put on with a cool-
ing massage applicator, this masque reduces the 
appearance of puffiness and dark circles, brightens 
and lifts the eye area, and helps restore the skin 
barrier with such ingredients as wild indigo seed, 
sea water extract and arctic algae, fermented 
yeast, a hyaluronic acid blend, and bioactive diglu-
cosyl gallic acid. The Stress Positive Eye Lift works 
in tandem with the Dermalogica Eye Lift DIY. The 
new Lift will be available at leading Dermalogica 
Spas and Salons, Ulta Beauty, Bluemercury, and through the 
company’s website. Dermalogica.com

INTRODUCING EXUVIANCE’S NEW VITAMIN C 
SERUM CAPSULES

Coming this summer, Exuviance’s AF 
Vitamin C20 serum capsules promise 
maximum delivery of actives. Unlike many 
existing products, Exuviance AF Vitamin 
C20 Serum comes in capsule form. Other 
types of packaging expose vitamin C to 
light, air, or water and threatens stability 
and effectiveness, but the new capsules 
maintain maximum strength 20% Vitamin 
C to boost collagen production, brighten 
and prevent dark spots, and protect 
against daily environmental damage. In addition, Exuviance-
patented AminoFil Amino Acid (N-Acetyl-Tyrosinamide) aids 
with firming and volumizing. Exuviance.com

HUMIRA INDICATION EXPANDED TO INCLUDE 
SEVERE FINGERNAIL PSORIASIS 

The FDA approved the inclusion of moderate to severe 
fingernail psoriasis data in AbbVie’s adalimumab (Humira) 
prescribing information for patients with moderate to 
severe chronic plaque psoriasis. 

The Phase 3 study was dedicated to evaluating finger-
nail psoriasis in patients with moderate to severe chronic 
plaque psoriasis. The study demonstrated nearly half of 
adult patients treated with Humira achieved an assessment 
of clear or minimal with at least a two-grade improvement 
from baseline in signs and symptoms of fingernail psoriasis 
compared to 6.9 percent of placebo patients.

STUDY: SEVERE PSORIASIS  
MORE COMMON IN MEN

Severe psoriasis predominantly affects men, according to a 
new study in the American Journal of Clinical Dermatology.

In the study of 5,438 Swedish psoriasis patients, women 
had significantly lower median Psoriasis Area Severity 
Index (PASI) values than men (5.4 for women versus 7.3 for 
men), and this held across all ages and in all areas of the 
body except for the head. The study found no differences 
between women and men in the use of medications before 
enrolment in the register that would have explained the 
observed sex difference.

“Our results tell us that the well-established gender differ-
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ences in the utilization of psoriasis care can at least partially 
be explained by a higher prevalence of more severe disease 
in men,” says study author Marcus Schmitt-Egenolf, who is 
researcher at the Department of Public Health and Clinical 
Medicine at Umeå University in Sweden. “These findings 
should motivate a gender perspective in the management of 
severe psoriasis and its comorbidities, such as cardiovascular 
and metabolic disease.”

STUDIES SHOW EFFICACY OF GUSELKUMAB
Janssen Research & Development, LLC shared new findings 

from two pivotal Phase 3 studies. Data from the VOYAGE 2 
study showed that patients treated with guselkumab experi-
enced significant improvements in skin clearance and other 
measures of disease activity compared with placebo, and 
significantly greater improvements compared with the anti-
tumor necrosis factor (TNF)-alpha treatment adalimumab. 
VOYAGE 2 is the second Phase 3 study to demonstrate 
superior efficacy of guselkumab versus adalimumab follow-
ing VOYAGE 1. Data from a third Phase 3 study (NAVIGATE) 
showed that patients who had an inadequate response 
following treatment with the anti-interleukin (IL)-12/23 
monoclonal antibody (mAb) ustekinumab (Stelara) and who 
then switched to guselkumab, showed significantly greater 
improvements in skin clearance compared with patients who 
continued to receive Stelara. These data were presented at the 
2017 American Academy of Dermatology Annual Meeting. 

“Guselkumab is a human monoclonal antibody that spe-
cifically targets interleukin (IL)-23, a cytokine that plays an 
important role in the pathogenesis of psoriasis as it is further 
‘upstream’ from cytokines like IL-17 and tumor necrosis fac-
tor (TNF)-alpha,” Kristian Reich, PhD, MD, Dermatologikum 
Hamburg, told Practical Dermatology®. “While an investigation-
al treatment, results from the pivotal Phase 3 studies, VOYAGE 
1 and VOYAGE 2, showed that treatment with guselkumab 
resulted in rapid, significant and durable responses over time in 
patients with moderate to severe plaque psoriasis. Interestingly, 
guselkumab is also the first IL-23 to demonstrate significant 
efficacy in the treatment of psoriatic arthritis in a Phase 2 
study.” Dr. Reich is also a VOYAGE 2 study investigator.

In the VOYAGE 2 study, the co-primary endpoints were met 
at week 16, with 84.1 percent of patients receiving guselkumab 
100 mg at weeks 0 and 4 and then every 8 weeks achieving 
an Investigator’s Global Assessment (IGA) score of cleared (0) 
or minimal (1) disease compared with 8.5 percent of patients 
receiving placebo. In addition, 70 percent of patients receiving 
guselkumab achieved a PASI 90 score compared with 2.4 per-
cent of patients receiving placebo.  

Major secondary endpoints in VOYAGE 2 achieved statistical 
significance in comparisons of guselkumab versus adalimumab 
administered subcutaneously at weeks 0 (80mg), 1 (40mg), and 

then 40mg every other week (all P < 0.001). At week 16, follow-
ing three injections of guselkumab and ten injections of adali-
mumab, significantly higher proportions of patients receiving 
guselkumab versus adalimumab achieved IGA 0/1 (84.1 percent 
versus 67.7 percent, respectively) and PASI 90 (70.0 percent ver-
sus 46.8 percent, respectively). Guselkumab continued to dem-
onstrate superiority versus adalimumab at week 24 for both the 
IGA 0/1 and PASI 90 scores. Among other secondary endpoints, 
significantly higher proportions of patients receiving gusel-
kumab compared with adalimumab achieved Dermatology 
Life Quality Index (DLQI) scores of 0/1 (indicating no impact of 
psoriasis on health-related quality of life) and PASI 100 scores at 
week 24. Additionally, at week 16 and 24, 34.1 percent and 44.2 
percent of patients receiving guselkumab achieved PASI 100 
responses, respectively.       

The NAVIGATE study evaluated the efficacy and safety of 
guselkumab in patients who continued to experience mild to 
severe skin symptoms (IGA of 2 or more) following 16 weeks 
of treatment with Stelara. Patients who switched to gusel-
kumab consistently showed greater improvement in their 
psoriasis between weeks 28 and 40, compared with patients 
who continued to receive Stelara, having twice as many office 
visits with at least a 2-point improvement in IGA from week 
16, the study’s primary endpoint, and an IGA score of 0 or 1 
(1.5 and 0.7, respectively). Guselkumab also demonstrated 
superiority across major secondary endpoints in comparisons 
with Stelara. Major secondary endpoints included the num-
ber of visits that patients achieved a PASI 90 response or IGA 
score of 0 between weeks 28 and 40, and the proportions of 
patients that achieved an IGA score of 0 or 1 with at least a 
2-point improvement from week 16 at week 28. In addition, 
a significantly higher proportion of patients in the gusel-
kumab group achieved an IGA score of 0 or 1 and at least a 
2-point improvement from week 16 at week 52, and a PASI 90 
response at weeks 28 and 52, compared with Stelara.  

“Pending its approval, guselkumab will offer dermatolo-
gists an innovative treatment option for adult patients who 
may be candidates for biologic therapy, patients who are 
naïve to such treatments, or who may have not had an opti-
mal response to other regimens previously,” Dr. Reich said. 
“Certainly as with any medicine or biologic therapy, the safe-
ty profile is an important consideration. The benefit-to-risk 
profile of guselkumab to this point in the clinical develop-
ment program has been promising, but long-term data will 
be important to fully understand the safety of guselkumab 
over time. As guselkumab targets IL-23, one of the targets of 
Stelara, which targets IL-12 and IL-23, we do have long-term 
data for that therapy that supports a positive benefit-to-risk 
profile, which provides a level of confidence for guselkumab 
as this exciting and potential first-in-class therapy becomes 
available for patients in the future.”
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HIGH RESPONSE RATES FOR LILLY’S TALTZ
Patients with moderate-to-severe plaque psoriasis treated 

with ixekizumab (Taltz, Eli Lilly and Company) demon-
strated superior efficacy at 24 weeks compared to patients 
treated with ustekinumab (Stelara). Detailed results from the 
IXORA-S study were presented during AAD Annual Meeting.

At 24 weeks, patients treated with Taltz achieved signifi-
cantly higher response rates compared to patients treated 
with Stelara, including 83 percent of patients who achieved 
Psoriasis Area Severity Index (PASI) 90—the study’s pri-
mary endpoint—compared to 59 percent of patients who 
achieved PASI 90 after treatment with Stelara.

In the IXORA-S study, patients were randomized to 
receive either Stelara (45mg or 90mg weight-based dosing 
per label) or Taltz (80mg every two weeks for 12 weeks fol-
lowed by 80mg every four weeks), following a 160mg start-
ing dose, for a total of 52 weeks.

This study also evaluated PASI 75, PASI 100, and static 
Physician’s Global Assessment score (sPGA) 0 or 1 with at 
least a two-point improvement from baseline. 

At 24 weeks:
• 91.2 percent of patients treated with Taltz achieved 

PASI 75 vs. 81.9 percent of patients treated with Stelara;
• 83.1 percent of patients treated with Taltz achieved 

PASI 90 vs. 59.0 percent of patients treated with Stelara;
• 49.3 percent of patients treated with Taltz achieved 

PASI 100 vs. 23.5 percent of patients treated with 
Stelara.

Additionally, 86.6 percent of patients treated with Taltz 
achieved sPGA 0 or 1 compared to 69.3 percent of patients 
treated with Stelara after 24 weeks.

The majority of treatment-emergent adverse events were 
mild or moderate. There were no statistically significant 
differences between treatment groups in overall treatment-
emergent adverse events. 

ORAL OTEZLA DEMONSTRATES EFFICACY 
Celgene Corporation shared results from its Phase 4 

UNVEIL trial evaluating apremilast (Otezla), an oral, selective 
inhibitor of phosphodiesterase 4 (PDE4), in patients with 
moderate plaque psoriasis with a body surface area (BSA) of 
5-10 percent, at the AAD Annual Meeting.

The UNVEIL study evaluated the clinical efficacy and safety 
of oral Otezla 30mg twice daily compared with placebo at 
week 16 in 221 patients with moderate plaque psoriasis who 
were naïve to systemic and biologic therapy. At baseline, more 
than 80 percent of patients enrolled in the trial had previously 
received topical therapy. The primary endpoint was the mean 
percentage change from baseline in the product of PGA and 
BSA (PGA×BSA) at week 16.

At week 16, patients who received Otezla had a signifi-
cantly greater improvement in mean percentage change 
from baseline in PGA×BSA compared with those who 
received placebo (-48.1 vs. -10.2, respectively). In addition, a 
75 percent or greater improvement in PGA×BSA score was 
achieved by 35.1 percent of patients treated with Otezla vs. 
12.3 percent of patients treated with placebo. A significantly 
greater percentage of patients receiving Otezla versus pla-
cebo achieved a PGA score of 0 or 1at week 16 (30.4 percent 
vs. 9.6 percent).

In other secondary endpoints, for enrolled patients who 
had scalp psoriasis (n=167), a significantly greater percent-
age who received Otezla achieved a Scalp Physician’s Global 
Assessment score of 0 or 1 with a greater than two-point 
reduction from baseline compared with placebo (38 percent 
vs. 20 percent, respectively).

In a separate pre-specified analysis, patients in UNVEIL 
reported satisfaction scores based on the Treatment 
Satisfaction Questionnaire version II that were significantly 
greater with Otezla than placebo in global satisfaction and 
effectiveness at week 16. Patients reported no significant differ-
ence versus placebo in terms of convenience or side effects.

OTEZLA is not indicated for the treatment of plaque pso-
riasis patients with BSA involvement of less than 10 percent 
or sPGA less than 3. n

PSORIASIS: UNDER THE SKIN
Biologic therapies are a boon for many patients with 
moderate to severe psoriasis, but as Linda Stein-Gold, 
MD points out, a majority of patients with psoriasis use 
topical therapies. She reviews the treatment options and 
shares pearls for care.
Watch now at dermtube.com/series/meeting-cover-
age-maui-2017
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