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AAcne a� ects an estimated 85 percent 
of adolescents and young adults1,2 and 
appears to be increasing in prevalence 
among adults, particularly in women.3,4

Males and females have di� erent 
cutaneous physiologies and treatment 
needs, which may need to be considered 
when recommending an acne regimen. 
For example, male patients tend to have 
greater sebum production (especially 
at younger ages), lower transepidermal 
water loss, and lower pH values than 
female patients.5,6 Female patients may 
be more likely to su� er from persistent or 
recurrent acne, have � are ups associated 
with monthly hormonal � uctuations, 
and experience psychosocial distress, 
which can trigger behaviors (e.g., picking) 
that contribute to sequelae such as 
postin� ammatory hyperpigmentation and 

scarring.4,7,8

For most patients with acne, topical 
retinoids are recommended as a key 
component of the treatment regimen.2,9

However, the utility of e�  cacious 
formulations may be limited by a higher 
incidence of side e� ects, including 
dryness, irritation, peeling, and erythema.2

To address this issue, a novel lotion 
formulation was developed for tazarotene, 
a retinoid that is currently approved in 
the United States at a 0.1% concentration 
for the treatment of acne and which 
is available as a gel, cream, or foam. 
This new lotion formulation of 0.045% 
tazarotene, which uses less than half the 
concentration of 0.1% tazarotene, was 
developed using a polymeric emulsion 
technology. This results in a more uniform 
distribution of the active ingredient and 
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hydrating excipients at the skin’s surface, 
providing an aesthetically pleasing, highly 
spreadable lotion (Figure 1). 

In a 12-week, randomized, double-
blind, Phase II trial (NCT02938494), 
tazarotene 0.045% lotion was superior 
to vehicle in reducing both in� ammatory 
and nonin� ammatory lesion counts in 
adolescents and adults with moderate-
to-severe acne.10 After 12 weeks, 
in� ammatory and nonin� ammatory 
lesion counts were decreased by 63.8 
and 56.9 percent, respectively, with 
statistically signi� cant di� erences from 
vehicle (reductions of 51.4% and 35.2%, 
respectively; p<0.01, both). As compared 
with the higher-concentration tazarotene 
0.1% cream, the tazarotene 0.045% lotion 
had comparable e�  cacy but notably fewer 
adverse events. To better understand the 
potential e� ects of sex on acne outcomes, 
data from this Phase II trial were analyzed 
to evaluate the e�  cacy and safety of 
tazarotene 0.045% lotion in male and 
female participants. 

METHODS 
Study design. This was a post-hoc

analysis of data from a Phase II trial, 
for which detailed methods have been 
published.10 Brie� y, male and female 
participants with moderate-to-severe acne 
vulgaris, aged 12 years and older, were 
randomized (2:2:1:1) to receive 12 weeks 
of double-blind treatment with tazarotene 
0.045% lotion (approved for acne; Ortho 
Dermatologics), tazarotene 0.1% cream 
(approved for acne; Allergan, Inc.), vehicle 
lotion, or vehicle cream. All participants 
were required to have an Evaluator’s 
Global Severity Score (EGSS [also known 
as the Investigator’s Global Assessment]) 
rating of "moderate" (score=3) or 
"severe"(score=4) at screening and 
baseline. Participants applied study 
medication to the face once daily in the 
evening. 

Assessments. Data from male and 
female participants were analyzed post-
hoc to evaluate the following: 1) mean 
absolute changes from baseline to Week 
12 in in� ammatory and nonin� ammatory 
lesion counts; 2) mean percent changes 
from baseline in in� ammatory and 

nonin� ammatory lesions by study visit 
(Weeks 4, 8, and 12); 3) percentage of 
participants with treatment success at 
Week 12, de� ned as at least a two-grade 
reduction from baseline in EGSS score and 
a rating of "clear" or "almost clear" 
(score=0 or 1); 4) mean changes from 
baseline to Week 12 in the Acne-Speci� c 
Quality of Life Questionnaire (Acne-QoL) 
and; 5) incidence of treatment-emergent 
adverse events (TEAEs). Vehicle groups 
(lotion and cream) were combined 
("combined vehicle") for these analyses. 

Statistical analysis. Statistical 
comparisons (tazarotene 0.045% lotion 
versus combined vehicle, tazarotene-
treated male versus female participants) 
were conducted as follows: analysis of 
covariance with treatment as a factor and 
baseline lesion count as a covariate for 
mean changes from baseline to Week 12 
in absolute lesion counts; and Cochran–
Mantel–Haenszel test for treatment 
success at Week 12. No statistical 
comparisons were made between 
tazarotene 0.045% lotion and tazarotene 
0.1% cream. The last observation carried 
forward was used to impute missing data 
for changes in lesion counts and treatment 
success. All Acne-QoL and TEAE data were 
analyzed descriptively, with no imputation 
for missing values and no comparisons 
between treatment arms or between male 
and female participants. All statistical 
processing was performed using SAS 
version 9.3 or later (SAS Institute, Cary, 
North Carolina).

The study protocol, informed consent 
form, other information provided 
to participants, and all appropriate 
amendments for the original Phase 
II study were properly reviewed and 
approved by the governing Institutional 
Review Board (Veritas IRB, Inc., 
Montreal, Quebec, Canada). The study 
was conducted in accordance with the 
ethical principles originating from the 
Declaration of Helsinki, International 
Conference on Harmonization guidelines, 
and Good Clinical Practice guidelines 
and in compliance with local regulatory 
requirements. Written informed consent 
was obtained from participants or their 
legal guardians prior to participation in the 

study; participants younger than the age of 
consent signed an assent form.

RESULTS 
Participants. The intent-to-treat (ITT) 

population included 210 participants 
(n=94 males; n=116 females). At 
baseline, mean in� ammatory lesion counts 
were generally similar across treatment 
groups in both males and females, with 
no apparent di� erences between the 
sexes (Table 1). For nonin� ammatory 
lesions, the mean counts at baseline were 
somewhat higher in males who were 
randomized to tazarotene (lotion or cream) 
and in females who were randomized to 
vehicle, respectively. Few participants in 
any treatment group had an EGSS rating 
of "severe" (score=4) at baseline, but 
the percentage was somewhat higher in 
males (9.6%) than females (6.0%). Males 
and females had similar mean baseline 
scores for the acne symptoms domain of 
the Acne-QoL; however, females tended 
to have lower (worse) mean scores for the 
self-perception, role-emotional, and role-
social domains. 

E�  cacy and QoL. The least-squares 
mean decreases from baseline to Week 
12 in absolute lesion counts were greater 
with tazarotene 0.045% lotion versus 
combined vehicle in both male and female 
participants. Results for in� ammatory 
lesions were trending but not statistically 
signi� cant in males (−16.5 vs. −13.8; 
p=0.212) and were signi� cant in females 
(−18.8 vs. −14.8; p<0.05). Results for 
nonin� ammatory lesions were signi� cant 
in both males (−21.6 vs. −12.0; p<0.01) 
and females (−20.8 vs. −14.8; p<0.05).

Statistical analyses for mean 
percentages in lesion counts were not 
conducted, but some possible trends 
were observed. For in� ammatory lesions, 
mean percent changes by study visit 
in the male subgroup were generally 
similar across treatment arms, with 
decreases of −48.7 percent (combined 
vehicle), −52.9 percent (tazarotene 0.1% 
cream), and −56.5 percent (tazarotene 
0.045% lotion) recorded at Week 12 
(Figure 2A). In the female subgroup, a 
separation between the active treatments 
and combined vehicle was apparent 
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TABLE 1. Baseline characteristics by sex (ITT population)

CHARACTERISTICS

MALE PARTICIPANTS FEMALE PARTICIPANTS

COMBINED
VEHICLE 
(N=31)

TAZAROTENE
0.1% CREAM 

(N=31)

TAZAROTENE 
0.045% LOTION 

(N=32)

COMBINED 
VEHICLE
 (N=38)

TAZAROTENE
0.1% CREAM 

(N=41)

TAZAROTENE 
0.045% LOTION 

(N=37)
Lesion counts, mean (SD)

In� ammatory lesions 28.5 (6.3) 27.3 (5.4) 28.9 (6.5) 26.1 (4.5) 27.4 (6.4) 27.8 (5.6)

Nonin� ammatory lesions 33.7 (11.2) 40.7 (16.4) 43.0 (16.1) 38.9 (14.3) 33.4 (9.4) 32.9 (11.6)

EGSS severity, n (%)

Moderate (score=3) 28 (90.3) 28 (90.3) 29 (90.6) 36 (94.7) 38 (92.7) 35 (94.6)
Severe (score=4) 3 (9.7) 3 (9.7) 3 (9.4) 2 (5.3) 3 (7.3) 2 (5.4)

Acne-QoL, mean score (SD)
Self-perception 23.5 (9.9) 25.8 (7.0) 22.6 (8.8) 18.3 (8.0) 17.5 (7.5) 18.0 (8.0)
Role-emotional 23.3 (8.8) 25.3 (7.4) 22.7 (9.3) 17.9 (7.8) 18.0 (7.4) 18.3 (7.7)

Role-social 20.7 (7.3) 23.3 (5.1) 19.8 (7.4) 18.1 (6.8) 17.3 (7.5) 18.9 (6.7)

Acne symptoms 20.6 (7.3) 22.5 (5.8) 19.9 (7.2) 19.7 (5.8) 18.6 (6.1) 18.8 (6.0)

Acne-QoL: Acne-Speci� c Quality of Life Questionnaire; EGSS: Evaluator’s Global Severity Scale; ITT: intent to treat; SD: standard deviation
No statistical analyses were conducted between tazarotene 0.045% lotion and combined vehicle, between tazarotene 0.045% lotion and tazarotene 0.1% cream, or between male and 
female participants. For Acne-QoL domains, higher scores re� ect better health-related QoL; range of possible scores is 0–30 for self-perception, role-emotional, and acne symptoms and 
0–24 for role-social.

FIGURE 1. Cryo-scanning electron microscopy of novel lotion formulation; from Tanghetti EA, Stein Gold L, Del Rosso JQ, et al. Optimized formulation for topical application of a � xed 
combination halobetasol/tazarotene lotion using polymeric emulsion technology. J Dermatolog Treat. 2019:1–8.12

Reprinted by permission of the publisher Informa UK Limited, trading as Taylor & Francis Ltd, http://www.tandfonline.com.
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starting at Week 8, with decreases of 
−53.6 percent (combined vehicle), −65.4 
percent (tazarotene 0.1% cream), and 
−70.1 percent (tazarotene 0.045% lotion) 
recorded at Week 12 (Figure 2B). 

For nonin� ammatory lesions, a 
separation between active treatment 
(tazarotene lotion or cream) and 
combined vehicle was apparent from 
Week 4 through Week 12 in both male and 
female participants (Figure 3). However, 
this separation was larger in males than 
in females, possibly due to the smaller 
decreases with combined vehicle in males. 

In participants who were randomized 
to tazarotene 0.045% lotion, least-
squares mean percent changes by study 
visit indicated that female participants 
generally had greater improvements 
in in� ammatory skin lesions than male 
participants, with a signi� cant di� erence 
at Week 4 (−30.1% vs. −11.9% for 
males; p<0.05) but not at Week 12 
(−70.3% vs. −56.2%) (Figure 4A). For 
nonin� ammatory lesions, the pattern of 
improvement was more similar between 
females and males, with no signi� cant 
di� erence between subgroups at any visit 
including Week 12 (−60.0% vs. −53.2%) 
(Figure 4B). 

The percentage of participants with 
EGSS treatment success at Week 12 was 
higher with tazarotene 0.045% lotion 
versus combined vehicle in both males and 
females; however, di� erences between 
treatment and vehicle were not statistically 
signi� cant (Figure 5). As compared with 
male participants, a higher percentage of 
female participants achieved treatment 
success at Week 12 with tazarotene 
0.045% lotion (24.3% vs. 12.5%) and 
tazarotene cream (19.5% vs. 12.9%), but 
these di� erences were not statistically 
signi� cant. 

Overall, both males and females had 
mean improvements from baseline to 
Week 12 in all four Acne-QoL domains 
(Table 2). Female participants tended to 
have lower (worse) Acne-QoL scores at 
baseline than male participants (Table 1). 
However, females treated with tazarotene 
0.045% lotion had greater mean 
improvements from baseline to Week 12, 
resulting in mean scores at Week 12 that 

were comparable between tazarotene 
0.045% lotion-treated males and females, 
as follows: self-perception (28.0 vs. 28.2), 
role-emotional (26.9 vs. 27.7), role-social 
(23.5 vs. 25.0), and acne symptoms (26.6 
vs. 26.2) (Table 2). 

Safety. TEAE rates with active 
treatment (tazarotene lotion or cream) 
were higher in males than in females, 
while TEAE rates with combined vehicle 
were similar between males and females 
(Table 3). However, the incidence of any 
TEAE was lower with tazarotene 0.045% 
lotion than with tazarotene 0.1% cream in 
both males (19.4% vs. 30.0%) and females 
(10.8% vs. 24.4%). No participant in any 
treatment group had a serious adverse 
event (SAE); only a few participants 
discontinued due to a TEAE (one male with 
tazarotene 0.1% cream) or had a severe 
TEAE (one male and one female with 
tazarotene 0.045% lotion). TEAEs were 
mostly judged as unrelated to treatment, 
with the exception of those in four females 
who received tazarotene 0.1% cream and 
two participants (1 male, 1 female) in the 
tazarotene 0.045% lotion group. 

DISCUSSION
The level of evidence for tazarotene 

and other retinoids for treating acne is 
strong,2 but these therapies have also 
been associated with irritation, peeling, 
erythema, and dryness.11 To address the 
ongoing need for an e� ective topical 
retinoid treatment with better tolerability, 
polymeric emulsion technology was used 
to develop a novel lotion formulation 
of tazarotene.12 With this technology, 
tazarotene is encapsulated within oil 
droplets along with moisturizing and 
hydrating ingredients. These oil droplets 
are evenly dispersed in an oil-and-water 
emulsion and are held apart by the three-
dimensional polymeric mesh matrix. This 
allows for uniform placement of the oil 
droplets on the skin. With this technology, 
tazarotene may be delivered at a lower and 
potentially less irritating concentration 
than currently available foam, gel, and 
cream formulations.13–16

Promising results for the novel 
tazarotene 0.045% lotion were 
demonstrated in a randomized, double-

blind, vehicle-controlled, Phase II trial 
that included adolescents and adults with 
moderate-to-severe acne. In this study, 
treatment with tazarotene 0.045% lotion 
resulted in signi� cantly greater symptom 
improvements relative to with vehicle, 
with a lower incidence of TEAEs compared 
to that recorded with use of tazarotene 
0.1% cream.10 Since male and female 
patients might have di� erent responses to 
acne treatment,8,17 a post-hoc analysis was 
conducted in study participants by sex. 
The results of this analysis indicate that 
tazarotene 0.045% lotion was e� ective in 
reducing acne symptoms in both male and 
female participants.

At Week 12, there were no statistically 
signi� cant di� erences between males and 
females for clinician-assessed treatment 
outcomes (i.e., lesion counts and EGSS 
treatment success). However, there were 
some trends that suggest possible sex-
related e� ects in participants who were 
treated with tazarotene 0.045% lotion. At 
Week 12, the female subgroup had a larger 
mean percent reduction in in� ammatory 
lesions (−70.1% vs. −56.5% for males) 
and nonin� ammatory lesions (−59.2% 
vs. −54.1%), as well as a higher rate of 
treatment success (24.3% vs. 12.5%) 
than in the male subgroup (Figures 2 
and 3); a similar pattern was also found 
with tazarotene 0.1% cream. Although 
none of the comparisons between males 
and females were signi� cant at Week 
12 for tazarotene 0.045% lotion (Figure 
4), reductions in in� ammatory lesions 
at Week 4 were signi� cantly greater 
in females than in males (−30.6% vs. 
−11.4%; p<0.05), suggesting a more 
rapid onset of treatment e� ect in this 
subgroup. In the absence of long-term 
follow-up, however, it is unknown whether 
these female participants would have 
continued to experience a better treatment 
e� ect in in� ammatory lesions than male 
participants, or if the male participants 
would have eventually had similar 
outcomes with more time on treatment. 

Treatment duration is not the only 
factor to consider when interpreting any 
potential di� erences between males 
and females in this post-hoc analysis. 
Another point worth noting is that 
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FIGURE 2. Mean percent change in in� ammatory lesions by sex (ITT population); A) male participants; B) female participants; no statistical analyses were conducted between 
tazarotene 0.045% lotion and combined vehicle, between tazarotene 0.045% lotion and tazarotene 0.01% cream, or between male and female participants. ITT: intent to treat.

FIGURE 3. Mean percent change in nonin� ammatory lesions by sex (ITT population); A) male participants; B) female participants; no statistical analyses were conducted between 
tazarotene 0.045% lotion and combined vehicle, between tazarotene 0.045% lotion and tazarotene 0.01% cream, or between male and female participants. ITT: intent to treat.

FIGURE 4. Least-squares mean percent change in lesions in tazarotene 0.045% lotion-treated male and female participants (ITT population). A) in� ammatory lesions; 
B) nonin� ammatory lesions; *p<0.05 for tazarotene-treated female participants vs. male participants. ITT: intent to treat.
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female participants experienced a larger 
magnitude of improvement in lesion 
counts with combined vehicle compared 
to male participants. For example, female 
participants had a mean percent reduction 
of −40.9 percent in nonin� ammatory 
lesions with combined vehicle compared 
with that of −28.2 percent in male 
participants at Week 12. Consequently, 
the separation between tazarotene 
0.045% lotion and combined vehicle 
was smaller in females than in males, 
suggesting a potentially smaller overall 
treatment e� ect. However, there were also 
di� erences between males and females 
at baseline that might have contributed 
to these results. Mean nonin� ammatory 
lesion counts at baseline were modestly 
higher in male participants randomized 
to tazarotene (lotion or cream) and 
in female participants randomized to 
vehicle, which may have allowed more 
room for improvement with tazarotene 
in males and with vehicle in females. 
Other potential factors that may need to 
be considered when interpreting results 
from this analysis include: di� erences 
between males and females in terms 
of dermatologic physiology (e.g., 
sebum production), patient age (e.g., 
postmenopausal women or adolescent 

males), treatment adherence, and 
disease type (i.e., new onset, recurrent, or 
persistent).4–8

Acne a� ects the quality of life of patients 
of all ages. The psychosocial e� ects of 
acne can include self-consciousness and 
decreased social interaction in adolescents, 
di�  culty with intimacy in younger adults, 
and feelings of disempowerment in older 
adults.18 Acne also a� ects quality of life in 
both male and female patients, although 
studies indicate that adult women might 
experience the greatest impact.3,4 In this 
study, mean improvements in all four 
Acne-QoL domains were found in both 
males and females (Table 2). Consistent 
with the literature, female participants 
tended to have lower (worse) Acne-QoL 
scores at baseline. However, they also had 
greater improvements than males with 
active treatment (tazarotene 0.045% 
lotion or 0.1% cream), particularly 
in the domains of self-perception, 
role-emotional, and role-social. These 
improvements resulted in mean scores at 
Week 12 that were comparable between 
males and females for tazarotene 0.045% 
lotion. Notably, females also experienced 
Acne-QoL improvements with vehicle 
(lotion or cream), suggesting that 
formulations themselves might have 

properties, such as moisturization, that 
can be bene� cial to female patients. 
Much more research is needed to better 
understand which speci� c Acne-QoL items 
are the most important for quality-of-life 
improvements in males and females. Until 
then, determining patient formulation 
preferences (i.e., gel, cream, lotion, or 
foam) might be an important step toward 
improving patient satisfaction with 
treatment and medication adherence. 

To help patients understand potential 
di� erences between formulations, a 
discussion about tolerability can be 
helpful. The novel lotion formulation in 
this study was speci� cally developed to 
deliver a lower concentration of tazarotene 
that would improve tolerability without 
compromising e�  cacy. Overall, few 
participants in this study discontinued 
due to a TEAE or had severe TEAEs and 
no participant had any SAEs (Table 3). 
However, both males and females had 
a lower overall incidence of TEAEs with 
tazarotene 0.045% lotion compared to 
tazarotene 0.1% cream (males: 19.4% 
vs. 30.0%; females: 10.8% vs. 24.4%), 
suggesting that this novel formulation 
appears to have a better tolerability pro� le 
than the approved cream formulation. This 
improved tolerability might be especially 

FIGURE 5. Percentage of male and female participants with treatment success at Week 12 (ITT population); treatment success was de� ned as at least a two-grade reduction from 
baseline and a rating of "clear" or "almost clear" on the Evaluator’s Global Severity Scale. No statistically signi� cant di� erences were found between tazarotene 0.045% lotion and 
combined vehicle. No statistically signi� cant di� erences were found between tazarotene-treated males and females (0.045% lotion or 0.1% cream).  ITT: intent to treat.
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important for women, who are more likely 
to experience dryness and irritation from 
topical acne treatments.17

Limitations. Several key limitations 
of this post-hoc analysis should be noted. 
First, the study was not designed to 
compare outcomes in male and female 
participants and any interpretation of 
di� erences between subgroups should 

be taken with caution. Second, given 
the relatively small size of this study, 
the results of this post-hoc analysis are 
intended to be exploratory in nature, 
though a recent post-hoc analysis from 
two Phase III studies has con� rmed these 
� ndings in male and female participants.19

The � ndings of this Phase II study might be 
more suited to raising additional questions 

for further research than providing 
concrete treatment recommendations. 
To that end, future analyses with larger 
populations might help to elucidate 
whether any additional factors beyond 
sex (e.g., age, race, disease severity) need 
to be considered when treating patients 
with tazarotene 0.045% lotion. Finally, the 
generalizability of these results is limited 

TABLE 3. TEAEs by sex (safety population)

PARTICIPANTS, N (%)

MALE PARTICIPANTS FEMALE PARTICIPANTS

COMBINED
VEHICLE 
(N=30)

TAZAROTENE
0.1% CREAM 

(N=30)

TAZAROTENE 
0.045% LOTION 

(N=31)

COMBINED 
VEHICLE
 (N=37)

TAZAROTENE
0.1% CREAM 

(N=41)

TAZAROTENE 
0.045% LOTION 

(N=37)
Any TEAE 4 (13.3) 9 (30.0) 6 (19.4) 5 (13.5) 10 (24.4) 4 (10.8)
Any serious TEAE 0 0 0 0 0 0

Discontinuation due to TEAE 0 1 (3.3) 0 0 0 0

Maximum severity of TEAE

Mild 4 (13.3) 6 (20.0) 5 (16.1) 5 (13.5) 6 (14.6) 1 (2.7)

Moderate 0 3 (10.0) 0 0 4 (9.8) 2 (5.4)

Severe 0 0 1 (3.2) 0 0 1 (2.7)

Relationship to study drug

Unrelated 4 (13.3) 9 (30.0) 5 (16.1) 5 (13.5) 6 (14.6) 3 (8.1)

Related 0 0 1 (3.2) 0 4 (9.8) 1 (2.7)

TEAE: treatment-emergent adverse event
No statistical analyses were conducted between tazarotene 0.045% lotion and combined vehicle, between tazarotene 0.045% lotion and tazarotene 0.01% cream, or between male 
and female participants. 

TABLE 2. Acne-QoL mean scores and mean changes from baseline at Week 12a by sex (ITT population)

ACNE-QOL DOMAIN

MALE PARTICIPANTS FEMALE PARTICIPANTS

COMBINED
VEHICLE 
(N=26)

TAZAROTENE
0.1% CREAM 

(N=26)

TAZAROTENE 
0.045% LOTION 

(N=30)

COMBINED 
VEHICLE
 (N=35)

TAZAROTENE
0.1% CREAM 

(N=38)

TAZAROTENE 
0.045% LOTION 

(N=35)
Mean change at Week 12 (SD)a

Self-perception 3.1 (6.8) 5.4 (6.9) 5.1 (6.4) 8.3 (8.1) 10.5 (7.0) 10.7 (7.9)
Role-emotional 1.6 (5.9) 4.8 (8.2) 3.9 (6.2) 8.7 (8.9) 9.2 (7.1) 9.9 (8.5)

Role-social 2.2 (5.7) 2.7 (5.9) 3.4 (5.8) 6.1 (6.6) 7.8 (7.2) 6.4 (5.7)

Acne symptoms 4.5 (6.6) 4.3 (6.9) 6.8 (6.6) 7.6 (5.5) 7.3 (6.5) 7.9 (5.8)

Mean score at Week 12 (SD)a

Self-perception 27.3 (7.2) 30.9 (4.8) 28.0 (6.5) 27.2 (6.1) 28.2 (5.8) 28.2 (5.9)

Role-emotional 25.2 (8.1) 30.0 (5.9) 26.9 (7.5) 27.0 (6.8) 27.3 (6.0) 27.7 (6.7)

Role-social 23.4 (6.4) 25.9 (4.1) 23.5 (5.6) 24.4 (4.8) 25.1 (4.0) 25.0 (3.8)

Acne symptoms 25.2 (5.7) 27.0 (5.4) 26.6 (5.7) 27.5 (3.9) 26.1 (4.9) 26.2 (5.1)

Acne-QoL: Acne-Speci� c Quality of Life Questionnaire; ITT: intent to treat; SD: standard deviation
aBased on available assessments (n-values), with no imputation for missing data 
No statistical analyses were conducted between tazarotene 0.045% lotion and combined vehicle, between tazarotene 0.045% lotion and tazarotene 0.1% cream, or between male and 
female participants. For Acne-QoL domains, higher scores re� ect better health-related QoL; range of possible scores is 0–30 for self-perception, role-emotional, and acne symptoms and 
0–24 for role-social.
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by the study itself, which was designed 
to evaluate 12 weeks of treatment in 
participants with moderate or severe 
acne. Based on the original study and 
this post-hoc analysis, no conclusions can 
be drawn about the long-term e� ects 
of tazarotene 0.045% lotion on acne or 
about the treatment e� ects in patients 
with milder forms of acne. However, this 
lotion formulation does appear to be an 
e� ective treatment option for both male 
and female patients with acne, on par 
with or numerically better than the higher 
concentration 0.1% cream formulation 
that is currently approved in the United 
States for acne. 

CONCLUSIONS
Results of this post-hoc analysis indicate 

that once-daily treatment with tazarotene 
0.045% lotion for 12 weeks was well 
tolerated and e� ective versus combined 
vehicle in reducing in� ammatory and 
nonin� ammatory lesion counts in both 
male and female participants with acne. 
There were no signi� cant di� erences 
in e�  cacy between males and females 
and both sexes showed improvements 
in QoL with tazarotene treatment, 
although female participants tended to 
have larger QoL improvements. Taken 
together with the improved tolerability of 
tazarotene 0.045% lotion relative to higher 
concentration tazarotene 0.1% cream,10

this newly developed moisturizing lotion 
formulation is a viable treatment option in 
male and females with acne.
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