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AE: adverse event.
† Clinical signi�cance unknown.
‡ ERASURE was a randomized, multicenter, double-blind, placebo-controlled phase III trial. Patients were randomized in a 1:1:1 ratio to receive COSENTYX® 300 mg (n=245), COSENTYX® 150 mg (n=245), or placebo (n=248). COSENTYX® 

groups received two 150-mg subcutaneous injections (i.e., 300 mg total) or one 150-mg injection plus one placebo injection. Both injections were administered once weekly at weeks 0, 1, 2, 3, then monthly from week 4 to week 48. 
§ FIXTURE was a randomized, multicenter, double-blind, placebo- and active-controlled phase III trial. Patients were randomized in a 1:1:1:1 ratio to receive COSENTYX® 300 mg (n=327), COSENTYX® 150 mg (n=327), etanercept (n=326), 

or placebo (n=326). COSENTYX® groups received two 150-mg subcutaneous injections (i.e., 300 mg total) or one 150-mg injection plus one placebo injection. Both injections were administered once weekly at weeks 0, 1, 2, 3, then monthly 
from week 4 to week 48. Etanercept patients received 50 mg administered subcutaneously twice weekly from baseline until week 12 and then once weekly through week 51, in accordance with the standard dosing regimen. 

Indication and clinical use:
COSENTYX® (secukinumab) is indicated for the treatment of moderate to severe plaque 
psoriasis in adult patients who are candidates for systemic therapy or phototherapy.
 • Geriatric patients ≥65 years: Although limited data, no differences in safety or ef�cacy 

observed between older and younger patients
 • Safety and effectiveness not established in patients below 18 years of age
Contraindications:
• Severe hypersensitivity to the active substance or any of its excipients
Relevant warnings and precautions:
 • Infections: could potentially increase risk of infections; caution in patients with a chronic 

infection or recurrent infections; patients should be evaluated for tuberculosis prior 
to initiation of treatment with COSENTYX®

 • Caution in patients with active Crohn’s disease
 • Caution in latex-sensitive patients: natural latex derivatives in the removable cap of 

the pre-�lled syringe/COSENTYX® SensoReady® pen
 • Should not be used with live vaccinations; can be used with those that are inactivated 

or non-live 
 • Pregnancy: should not be used unless expected bene�ts to the mother clearly outweigh 

potential risks to fetus
 • Nursing women: Caution should be exercised
For more information:
Consult the Product Monograph at www.novartis.ca/CosentyxMonograph for important infor-
mation relating to adverse reactions, drug interactions, and dosing information which have not 
been discussed in this piece. The Product Monograph is also available by calling 1-800-363-8883.

References:  1. COSENTYX® Product Monograph. Novartis Pharmaceuticals Inc., February 27, 2015.  2. Langley RG, Elewski BE, Lebwohl M et al. Secukinumab in plaque psoriasis – results of two phase III trials. N Engl J Med 2014;371(4):326–38.  
3. Data on �le. Novartis Pharmaceuticals Canada Inc.

NEW

THE FIRST AND ONLY 

IL-17A INHIBITOR†

65.0% of patients achieved PASI 90
vs. 33.4% etanercept 
(p<0.0001, secondary endpoint)

The most common AEs 
were nasopharyngitis (11.4%), 
diarrhea (4.1%), and upper 
respiratory tract infection (2.5%)

59.2% of patients achieved PASI 90
vs. 1.2% placebo 
(p<0.0001, secondary endpoint)

81.6% of patients achieved PASI 75
vs. 4.5% placebo 
(p<0.0001, co-primary endpoint)

COSENTYX’S
SUSTAINABILITY 
High ef�cacy sustained at 

week 52
vs. etanercept§

COSENTYX’S
SAFETY PROFILE 

Proven
safety pro�le

COSENTYX’S
STRENGTH
High

PASI 90 scores
achieved at week 12 vs. placebo 
(secondary endpoint)‡

  

  

C l i n i c a l  p r a c t i c e

n HS considered underdiagnosed and difficult to treat; new therapy may offer solution

T
he approval of a
biologic for the
treatment of
hidradenitis sup-
purativa (HS),

the availability of a new
topical formulation of ada-
palene-benzoyl peroxide,
and vigilance regarding
the dermatologic signs of
the Zika virus are all devel-
opments that are top of
mind for Canadian derma-
tologists in 2016.
HS
The approval of adalimumab by
Health Canada for the treatment of
moderate-to-severe HS signals the
first-ever treatment in Canada indi-
cated for HS, which can be a chal-
lenging disease to treat.

“I think this is a major step for-
ward for these patients with moder-
ate to severe disease who have been
frustrated with lack of effective treat-
ment options,” said Dr. Melinda J.
Gooderham, a dermatologist and
director of SKiN Centre for
Dermatology in Peterborough, Ont.

“This [approval by Health
Canada] will improve access to ther-
apy instead of having to try to get this
medication for off-label use, which
has been difficult in the past few

years. Now,
Health Canada
recognizes it as
an effective and
safe therapy [for
HS]. The payers
must recognize
this as an
option.”

Dr. Benjamin
Barankin, a der-
matologist and
co-founder of the
Toronto Derma-
tology Centre,
agreed that thera-
pies have been
used off-label to
treat HS, and that
an approved ther-
apy will present
an option for
long-term man-
agement of the
disease in mod-
erate-to-severe
stages. For more
mild HS or more
severe HS, adali-
mumab would
not be a therapeutic choice,
explained Dr. Barankin.

“It will be a way to control the
disease medically, and the therapy
will most likely be used chronically,”
he said. 

“The treatment can address the
inflammation and prevent some of
the scarring that can occur. It is nice

to have an exist-
ing drug that has
been around for
years approved
for treatment [of
HS]. We have
comfort with this
therapy [adali-
mumab] to treat
psoriasis and
other conditions.
We know how
the medication
works, and it has
a terrific safety
profile.”

Dr. Charlene
Linzon, director
at Forest Hill
Dermatology in
Toronto, noted
that patients may
be referred for
another reason,
but that HS is
actually identi-
fied during the
examination. “It’s
a condition that
patients may not

want to talk about and are embar-
rassed about,” said Dr. Linzon. “It’s a
condition that is underdiagnosed and
difficult to treat. It’s a good thing to
have a new treatment available.”

Acne
Dr. Marlene Dytoc, director and der-
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Please turn to Advances page 6à

Six essential topics for
2016

Clinical advances
include approval of
therapy for HS
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NEW ROSIVER™ (ivermectin) Cream, 1% for the
topical treatment of papulopustular rosacea in adults1

ROSIVER™ is a trademark of Galderma Canada Inc.

ROSIVER (ivermectin) Cream, 1% is for the topical 
treatment of infl ammatory lesions (papules and 
pustules) of rosacea in adults 18 years of age or older. 

Refer to the page in the bottom right icon for additional 
safety information and for a web link to the Product 
Monograph discussing:

• Relevant warnings and precautions regarding skin 
  reactions, allergic reactions, and skin irritation; 
   concomitant use of potentially irritating topical 
  products or procedures; use in pregnant women; and  
   serious adverse reactions in nursing infants

• Conditions of clinical use, adverse reactions, drug 
  interactions, and dosing/administration instructions

The additional safety information page contains the  
reference list and study parameters relating to this 
advertisement.

 *Mean infl ammatory lesion counts at baseline: ROSIVER 31.0; 
   vehicle 30.5.1
 †Mean infl ammatory lesion counts at baseline: ROSIVER 32.9;
   metronidazole 0.75% cream 32.1.3 

• Demonstrated a powerful and rapid reduction in infl ammatory lesions vs. vehicle
°  Median percent reduction from baseline in infl ammatory lesion counts at 

Weeks 2 and 12 was 30.0% and 76.0% vs. 16.5% and 50.0% for once-daily 
ROSIVER vs. vehicle cream, respectively; both P<0.001 (secondary endpoint)*2

• Provided superior effi cacy vs. metronidazole 0.75% cream 
° Percent reduction from baseline in infl ammatory lesion counts at Weeks 3 

        and 16 were 32.5% and 83.0% vs. 30.5% and 73.7% for once-daily
        ROSIVER vs. twice-daily metronidazole 0.75% cream, respectively;  
        both P≤0.04 (primary endpoint)†1,3

• Demonstrated an excellent safety and tolerability profi le
° Most common adverse reactions were: skin burning sensation, skin irritation, 
  pruritus, and dry skin (1.0% vs. 2.2%, 0.9% vs. 2.4%, 0.8% vs. 1.1%, and 
   0.5% vs. 0.7% for ROSIVER vs. vehicle cream, respectively)1

° The safety profi le remained stable under conditions of long-term use as observed 
        with treatment for up to one year1
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matologist, MDSkinHealth, and clini-
cal professor of medicine,
University of Alberta in Edmonton,
noted that research published in
January of this year suggested that
monthly laboratory monitoring of all
patients taking oral isotretinoin for
acne is not necessary (JAMA
Dermatol 2016 Jan 1; 152(1):35–44).

“The research concludes that we
do not have to be so rigorous with our
monitoring of [isotretinoin],” said Dr.
Dytoc, although monthly monitoring
in female patients is justified because
isotretinoin is teratogenic.

Dr. Mark Lupin, a dermatologist in
Victoria, B.C., and clinical instructor
in the Department of Dermatology
and Skin Science in the Faculty of
Medicine at the University of British
Columbia in Victoria, said CIP-
isotretinoin is a therapeutic option
that is much more readily absorbed
in the absence of a high-fat meal,
which eliminates a barrier to efficacy. 

“The absorption is approximately
83 per cent greater with CIP-
isotretinoin than with regular
isotretinoin in the fasted state,” said
Dr. Lupin. “We have been prescribing
isotretinoin for about 40 years, but we
tell patients that they need to take it
with the main meal of the day. Many
people today have variations in their
diet, so it has been a plus to have CIP-
isotretinoin as a treatment option,
from the point of view of compliance”
(J Am Acad Dermatol 2013 Nov;
69(5):762–767).

A modified concentration of ada-
palene and benzoyl peroxide, avail-
able in a pump, will offer alternatives
to patients who want to avoid sys-
temic therapy for acne.

“It’s good for the patient who
doesn’t want to go on oral
[isotretinoin] therapy,” said Dr.
Barankin. “It is a nice addition to our
armamentarium. A patient may need
aggressive topical therapy. The ada-
palene-benzoyl peroxide combina-
tion does not present any antibiotic
resistance issues. It covers come-
donal and non-comedonal acne.”

Zika virus
For travellers to tropical climates, par-
ticularly for women who are preg-
nant, epidemiologists are warning
about the danger of being infected
with the Zika virus transmitted by the
Aedes mosquito. There is a suspected
link between Zika virus in women
who became pregnant and babies
born with microcephaly.

“With globalization and with glob-
al warming, we are starting to see
outbreaks of disease that are vector
transmitted,” explained Dr. Gail Nield,
a dermatologist in Woodbridge, Ont.
who travels to Haiti to offer medical
dermatology services. 

“Globally, viruses like Zika seem
to transmit so quickly.”

Infection with the Zika virus may
be asymptomatic 70 to 80% of the
time, but it can produce a macu-
lopapular eruption and blood tests
may be needed to confirm a diagno-
sis of Zika virus, explained Dr. Nield,
who recently saw a patient with Zika
virus in her local Woodbridge prac-
tice.

AKs
Dermatologists will soon have anoth-
er option for treating actinic keratoses
with the availability of a treatment
that combines fluorouracil and sali-
cyclic acid. “The salicyclic acid will
help with penetration of fluorouracil,
so that fluorouracil works better and
there is improved efficacy,” said Dr.
Barankin. “The price point will likely
be reasonable as well.”

Salicylic acid is also being added
to a new topical formulation of
CeraVe, a ceramide-based moisturiz-
er. Dr. Barankin noted the new for-
mulation will offer benefit to patients
with conditions such as keratosis
pilaris, ichthyosis, psoriasis, and
hyperkeratosis of the elbows and
knees.

Psoriasis
Patients with psoriasis are likely to
see another treatment option with the
expected approval of certolizumab
pegol, which has been used to treat
psoriatic arthritis. “It’s a medication in
the TNF [tumour necrosis factor]-
alpha family,” said Dr. Barankin.
“There are very good data to support
its use for psoriatic arthritis.”

For patients with scalp psoriasis, a
new form of delivery of
calcipotriol/betamethasone gel that
comes with an applicator will facilitate
application of the therapy and avoid
messy contact with the gel. “It would
be easier for patients with arthritis who
have difficulty applying the gel,” said
Dr. Barankin.

Atopic dermatitis
Emerging biologic therapies for atopic
dermatitis are under study in Phase II,
noted Dr. Gooderham. “They work
differently from dupilumab, which
blocks IL-4 and IL-13,” said Dr.
Gooderham. “It’s too early to tell if
they will work as well [as dupilum-
ab]. We do see that people are
responding in the [Phase II] studies.”

A recent article sought to describe
the quality of life impact of moderate-
to-severe AD in adults who were
entering a Phase II b trial of dupilumab
and found a proportion of 380 patients
(with a mean age of 37 years and
many of whom said they had AD most
of their lives), experienced challenges
such as pruritus, sleep disturbance,
anxiety, and depression (J Am Acad
Dermatol 2016; Jan 14).

In addition, research about the
pathways that are being targeted by
the biologics that have been devel-
oped to treat AD continues, noted Dr.
Gooderham. Furthermore, pediatric
studies in dupilumab are underway.

“The first [pediatric] patients are
now in an open-label extension
study,” said Dr. Gooderham. “More
pediatric studies are planned [with
dupilumab]. We may see pediatric
approval of dupilumab [for AD] not
too far after approval of the therapy
for adults. Usually, pediatric approval
of a drug takes place years after
approval in adults.”

Non-proprietary and brand names of
therapies: adalimumab (Humira,
AbbVie); isotretinoin (Accutane,
Roche); CIP-isotretinoin (Epuris,
Cipher); adapalene/benzoyl peroxide
pump (TactuPump, Galderma); fluo-
rouracil 5 mg and salicylic acid 100
mg solution (Actikeral, Cipher);
CeraVe (Valeant); certolizumab pegol
(Cimzia, UCB); calcipotriol 50 mcg/g
and betamethasone 0.5 mg/g
(Dovobet Gel, LEO); dupilumab (not
approved in Canada).

Advances include new treatment for AKs
Continued from page 4

Indication and clinical use: 
ROSIVER (ivermectin) Cream, 1% 
is for the topical treatment of 
infl ammatory lesions (papules and 
pustules) of rosacea in adults 
18 years of age or older.  

Relevant warnings and 
precautions:
•   Risk of local skin reactions, 

allergic reactions, and skin 
irritation

•   Avoid concomitant use of 
potentially irritating topical 
products or procedures

•   Caution in pregnant women
•   Risk of serious adverse reactions 

in nursing infants (nursing women 
should discontinue nursing or the 
drug)

For more information:
Please consult the Product 
Monograph at http://galderma.ca/
Portals/4/pdf/ROSIVER_product-
monograph.pdf for important 
information relating to adverse 
reactions, drug interactions, and 
dosing/administration information 
which have not been discussed in 
this advertisement.

The Product Monograph is 
also available by calling us at 
1-800-467-2081.
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1.  ROSIVER™ Product Monograph. Galderma 

Canada Inc. April 22, 2015.
2.  Stein Gold L et al; Effi cacy and safety of 

ivermectin 1% cream in treatment of 
papulopustular rosacea: results of two 
randomized, double-blind, vehicle-
controlled pivotal studies. J Drugs Dermatol. 
2014;13(3):316–323. A phase 3, multicentre, 
randomized, double-blind, 12-week, vehicle-
controlled, parallel-group study assessing 
the effi cacy and safety of ROSIVER once 
daily in 683 patients with moderate to 
severe papulopustular rosacea (IGA score of 
3 or 4). The co-primary effi cacy endpoints 
were the success rate based on the IGA 
outcome (percentage of patients “clear” 
and “almost clear” at Week 12 of the study) 
and absolute change from baseline in 
infl ammatory lesion counts. 

3.  Taieb A et al; Ivermectin Phase III Study 
Group. Superiority of ivermectin 1% cream 
over metronidazole 0.75% cream in 
treating infl ammatory lesions of rosacea: 
a randomized, investigator-blinded trial. 
Br J Dermatol. 2015;172(4):1103–10.
An investigator-blinded, multicentre, 
randomized, parallel-group study comparing 
the effi cacy and safety of ROSIVER once 
daily with metronidazole 0.75% cream 
twice daily in 962 patients with moderate to 
severe papulopustular rosacea (IGA score 
of 3 or 4) over a 16-week treatment period. 
The primary effi cacy endpoint was percent 
change in infl ammatory lesion counts from 
baseline to week 16. 

IGA: Investigator Global Assessment.
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