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Treatment with an antiviral drug alone does 
not affect symptoms caused by the patient’s 
inflammatory response. The addition of a 
topical corticosteroid creates a synergy that 
reduces inflammation. A new prescription 
cream for cold sore sufferers is coming to 
Canada in the summer of 2013. It combines 
5% acyclovir with 1% hydrocortisone cream 
(Xerese™/Valeant Canada). Lesions become 
clear within three days. 

A double-blind, placebo-controlled study1 
was conducted at four sites in Canada 
and 51 sites in the United States. In all, 
2,437 patients were randomized to self-
initiated treatment with 5% acyclovir plus 
1% hydrocortisone cream or vehicle at the 
earliest sign of a cold sore. 

The cream was applied five times daily 
for five days. Cumulative lesion area for 
all lesions was reduced by 50% in patients 
receiving treatment versus placebo. 
Progression of cold sores to ulcerative 
lesions was significantly reduced as well: 42 
per cent did not develop ulcerative lesions.

Of those who developed lesions, median 

time to healing was three days in the 
treatment group versus five days in the 
placebo group.

It makes sense to decrease inflammation 
by adding corticosteroid to the antiviral, 
according to one of the study’s authors, 
Stephen Tyring, MD, PhD. “A lot of what we 
see in the fever blister is the reaction to the 
virus, and not the virus itself.”

Safety
The medication has proven to be safe for 
the early treatment of recurrent cold sores 
in immunocompetent adult and adolescent 
patients (over 12 years). It is well tolerated, 
with no evidence of emergence of viral 
resistance to acyclovir with the addition of 
hydrocortisone.

1  Hull CM, Harmenberg J, Arlander E, Aoki F, 
Bring J, Darop B, Levin MJ, Tyring S, Spruance 
SL. Early Treatment of cold sores with topical 
ME-609 decreases the frequency of ulcerative 
lesions: a randomized, double-blind, placebo-
controlled, patient-initiated clinical trial. 
Journal of the American Academy of Dermatology 
2011; 64:696.
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Q & A
Is it okay to put 1% hydrocortisone on the face?
Dr. Tyring: Yes. A mild corticosteroid used on the face 
for a few days will not thin the skin or disrupt the skin 
barrier. Sunscreens or oral antivirals are recommended 
for prophylaxis.

Are there compliance issues when prescribing a 
medication to be used five times daily?
Dr. Sibbald: Studies have shown that adherence is 
better in acute or episodic diseases than in chronic ones. 
Patients should be advised to apply the medication after 
each meal and before bedtime. It might help to keep a 
tube in the home, office and car.

Will acyclovir/hydrocortisone cream remove the 
redness?
Dr. Sibbald: The hydrocortisone will take the erythema  
away quickly.

Are there side effects?
Dry lips are a common side effect of acyclovir.

What about cost?
Dr. Tyring: A thin layer is all that is needed, so a 
5-gram tube will  last a long time. The product will 
be competitively priced with currently available, non-
prescription cold sore treatments.
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Approximately half of the population suffers from 
recurrent herpes simplex labialis. It may manifest 
as painful, distressing, and unsightly lesions on the 
lips, nose and nasal septum. Tingling, itching and 
burning are typical symptoms, but it is the fever 
blisters that take a big toll on a patient’s self-image. 
Clinical trials conducted on both labialis and genital 
forms of herpes have found that patients suffer more 
from labialis because it is so visible.

Mississauga dermatologist Gary Sibbald, MD, 
surveyed 103 of his patients who suffer from cold 
sores, in order to gain their perspectives. Dr. Sibbald 
is the former Director of the Wound Healing Clinic 
and former Director of Medical Education at the 
Women’s College Hospital, Toronto.

survey results
Two-thirds of those who completed Dr. Sibbald’s 
survey were female. Approximately 73 per cent said 
they get one to three cold sores per year, and 20 per 
cent said they get four or five per year, each lasting 
three days or more. Tingling and burning are the 
first signs of a cold sore, according to the majority 
of respondents (63.5 per cent). Typically, a cold sore 
will last four to 10 days. Forty per cent said their 

cold sores last longer than eight days, with most 
appearing on the lips and mouth.

Patients said they informed themselves about cold 
sores by asking a general physician (58.5 per cent), 
talking to friends and family (35.1 per cent), and 
Internet research (21.3 per cent).

Most knew the herpes simplex virus to be the cause. 
Stress, emotional upset and fatigue were identified 
as common triggers, along with illness (cold or flu), 
sunburn and UV light, and cold weather.

More than half said cold sores affect their self-
image and social life severely.

The majority said they would prefer a topical 
cream to an oral medication for continuous cold 
sore prevention. At the time of first outbreak, 42.6 
per cent said they were prefer a topical, prescription 
medication, and 35.1 per cent said they would prefer 
a topical, non-prescription medication.

Asked how they were currently treating their cold 

sores, they responded as follows:
• Topical nonprescription: 53.1%
• Oral nonprescription (Lysine): 6.3%
• Both of above: 12.5%
• Nothing: 11.5%
Current topical treatments include benzyl alcohol, 

lubricant with camphor, dimethicone petrolatum, 
sodium hydroxide, boric acid, and propolis AF.

Single-agent antiviral therapies are limited 
because they do not address the inflammatory 
process underlying lesion development, and they do 
not treat inflammatory symptoms that remain long 
after the virus has cleared, says Stephen Tyring, MD, 
PhD, Clinical Professor of Dermatology, University of 
Texas Health Science Center, Houston.

As well, current treatments offer just a narrow 
window for the effective initiation of treatment 
because viral multiplication is brief during 
recurrences.

 “The goal of treatment should be to reduce viral 
multiplication and minimize the impact of the 
inflammatory response on cold sore development 
and progression,” Dr. Tyring says. 

There appears to be an unmet need for an effective 
topical cold sore treatment in Canada.
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