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Imiquimod cream (Aldara®) is unlike most other topical 
treatments and special care is required for it to be used 
safely1. Imiquimod is considered to be a high-risk medicine 
because there is potential for harm even when it’s used 
correctly2. There have been reports of significant side-effects, 
both at the site of application and systemically3.

Problems may arise because it has a different dosing 
regimen compared to most other topical products (i.e. it is 
not used everyday)1; its frequency of use also depends on the 
indication for which it’s being prescribed (e.g. genital warts vs. 
superficial basal cell carcinoma)2. Compared to many other 
topical medicines, imiquimod cream may be less convenient 
to use, and extra care is required when applying1.

Imiquimod therapy requires patients to persevere with a six 
week course, often through a degree of treatment-related 
discomfort1. Its use has been associated with a number of 
adverse reaction reports (local and systemic – see below2). 
Occasionally, the local reactions may necessitate a ‘rest 
period’2; systemic reactions can sometimes be relieved with 
oral paracetamol4.

Harm may occur as a consequence of incorrect use1. In 2 
cases reported to CARM, the patients had used the cream 
more frequently than recommended and developed ulceration 
at the site of application3. There have also been reports 
of patients with toxicity after adhering to incorrect dosing 
instructions following prescribing and/or dispensing errors 
(i.e. labelled ‘three times a day’, instead of ‘three times a 
week’)5.

Local inflammatory reactions can occur at any time during 
treatment and they can often be troublesome1. They 
commonly include: oedema, erosion, redness, flaking/scaling, 

thickening/hardening, and scabbing/crusting1,2. In trials, more 
than 50% of patients had these reactions, and about 1% had 
an infection at the application site. Skin irritations are also 
common: 16% having itch, 7% burning, and 3% pain6. 

Cases of hyper- and hypopigmentation at the site of 
application have been reported; some of these skin colour 
changes can be permanent2. In one trial, using imiquimod 
3 times a week for up to 12 weeks, 31% of patients had 
pigment changes that persisted at 6 months after treatment7. 
Imiquimod may also cause generalised exacerbations of pre-
existing eczema and psoriasis1.

Systemic side-effects such as fatigue, headache, and 
flu-like illnesses have been reported2,3, although only a 
small percentage of topical imiquimod is absorbed into the 
circulation6. In trials, symptoms included: headache (8% of 
patients), lymphadenopathy (2%), fatigue (2%), and fever (2%)1. 
There have been case reports of more serious events; these 
may be due to increased absorption through inflamed or 
vascular skin (e.g. scalp)8.

Toxicity from incorrect imiquimod use may be prevented by:

• Carefully prescribing and checking the frequency, and 
labelling correctly when dispensing 

• Choosing imiquimod only for patients who you know will 
use it correctly1

• Warning patients about the expected adverse reactions 
- and how to deal with them1,4

• Scheduling regular reviews (e.g. 2-weekly) for on-going 
treatment to promote adherence, treat side-effects, and 
manage treatment ‘rest periods’/adjust dosing intervals1.
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For further information on other high-risk medicines visit our website at:  www.saferx.co.nz

No: 0182-01-021, Issued Dec 2009, Review Dec 2011 

DISCLAIMER: This information is provided to assist primary care health professionals with the use of prescribed medicines. Users of this information must always consider current 
best practice and use their clinical judgement with each patient. This information is not a substitute for individual clinical decision making. Issued by the Quality Use of Medicines Team 
at Waitemata District Health Board, email: feedback@saferx.co.nz 



SAFER USE OF HIGH RISK MEDICINES

®

RefeRences

1. National Prescribing Service Ltd. Imiquimod cream (Aldara) for superficial basal cell 
carcinoma. NPS RADAR, December 2006.  http://nps.org.au/health_professionals/
publications/nps_radar/issues/current/december_2006/imiquimod (accessed on 30 
Apr 2009)

2. iNova Pharmaceuticals (NZ) Ltd. ALDARA cream data sheet 20 Jan 2009  
www.medsafe.govt.nz/Profs/Datasheet/a/aldaracream.htm  
(accessed on 30 Apr 2009)

3. Medsafe Pharmacovigilance Team. Imiquimod cream – skin pigmentation changes and 
flu-like symptoms. Prescriber Update 2008;29(1):3

4. DermNet NZ. Imiquimod. http://dermnetnz.org/treatments/imiquimod.html (accessed on 
30 Apr 2009)

5. Personal communication, Nov 2007. Pharmacy Defence Association, Wellington

6. Graceway Pharmaceuticals, LLC. Aldara product information Feb 2007. Available on 
www.aldara.com (accessed on 30 Apr 2009)

7. Peris K, Campione E, Micantonio T, et al. Imiquimod treatment of superficial and 
nodular basal cell carcinoma: 12-week open-label trial. Dermatol Surg 2005;31:318-23

8. Hanger C, Dalrymple J, Hepburn D. Systemic side effects from topical imiquimod. NZ 
Med J 2005;118(1223)

ImIquImod (AldArA®) 2

 AldArA® generAl InFormATIon 

4	Before applying, patients should wash the treatment area and dry thoroughly

4	The cream should be applied prior to sleep and remain on the skin for 8 (6-10) hours;  
 avoid bathing/showering during this period

4	Rub with fingertip into affected area until cream vanishes

4	Wash area with soap and water at end of treatment period

4	A single use sachet is sufficient to cover an area of 20cm2

  Please refer to full information in Aldara® datasheet before prescribing6

Indication Dose Comment

Actinic keratosis Three times a week

4	Max dose = 1 sachet
4	Review after 4 weeks; repeat if  
 necessary
4	Max treatment duration 8 weeks

Superficial basal cell carcinoma
Once daily for 5 consecutive  
days per week

4	Apply to tumour and 1 cm of   
 surrounding skin
4	Continue treatment for 6 weeks
4	Review 6-12 weeks after end of  
 treatment

External genital/perianal warts
Once daily, 3 times a week (every 
other day followed by a 2 day 
treatment-free interval)

4	Continue until wart clearance, or  
 a max of 16 weeks
4	Apply after, rather than before   
 sexual activity


