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Sponsor– NOVARTIS Web Page/Link to Prescribing/Label Information– 
www.pharma.us.novartis.com/product/pi.jsp 

Generic Drug Name– pimecrolimus cream 1% 

Therapeutic Area of Trial– Dermatology 

Approved Indication– Mild/moderate atopic dermatitis, >2 yr age 

Study Number– CASM981CUS03 

Title– A 6-month, randomized, multicenter, parallel-group, double-blind, vehicle-controlled study to 
evaluate the efficacy and safety of pimecrolimus 1% cream  twice daily vs standard of care in the 
management of mild to severe atopic dermatitis in adults 

Phase of Development– Phase 3b 

Study Start/End dates– 05-Oct-2001 / 02-Feb-2003 

Study Design/Methodology– This was a multicenter, randomized, parallel-group, double-blind, vehicle-
controlled trial using pimecrolimus cream 1% twice daily versus standard of care therapy. 

Centres– 36 sites in the United States 

Publication– Ongoing 

Objectives– 
Primary outcome/efficacy objective(s)– 

• To compare efficacy and safety of pimecrolimus cream 1% foundation therapy1 to standard of care 
therapy2 over a 6-month treatment period in adults with mild to severe atopic dermatitis. 

Secondary outcome/efficacy objective(s)– 

 
1 Foundation therapy is emollients for underlying dry skin, pimecrolimus cream 1% at the earliest signs/symptoms of eczema, and 
topical corticosteroids for established flares. 
2 Conventional therapy is emollients for underlying dry skin and topical corticosteroids for established flares  

Test Product, Dose, and Mode of Administration– pimecrolimus cream 1%, topical 

Reference Product(s), Dose(s), and Mode(s) of Administration– Vehicle cream, topical 

Criteria for Evaluation– 

Primary efficacy: The primary efficacy variable was the percentage of patients with no flares over the 24-
week treatment period.   

Secondary efficacy:  

• Percentage of patients with 0 or 1 flare3 over the 24-week treatment period 

• Number of days of corticosteroid use 
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• Number of flares3 over the 24-week treatment period 

• Average per patient flare3 duration in days 

• Global rating of change 

• Percentage of patients discontinued due to unsatisfactory therapeutic effect.  
3A flare was determined by an investigator global assessment (IGA) score of 4 or 5. 

Safety/tolerability:. Safety variables for the study comprised adverse events (AEs), serious adverse events 
(SAEs), physical examinations, vital signs (blood pressure and pulse rate), and laboratory evaluations. 

Other: NA 

Pharmacology: Not conducted 

Statistical Methods– Data from 8 low-enrolling centers with 1, 2, or 3 patients were pooled for analysis of 
variance and analysis of covariance analyses. For the Poisson regression analysis, centers were pooled 
to accommodate low-enrolling sites, as well as centers with 0 flares only for both treatment groups. All 
statistical tests were conducted against a 2-sided alternative hypothesis, employing a significance level of 
0.05.  

 

 

Study Population: Inclusion/Exclusion Criteria and Demographics–. Male or female patients between 
18 and 65 years of age with mild to severe atopic dermatitis, as determined by an Investigator’s Global 
Assessment (IGA) score of 2 (mild), 3 (moderate), or 4 (severe) and having atopic dermatitis affecting 
=5% total body surface area (TBSA) based on rule of 9s, on a stable dose of an allowed bland emollient 
for at least 1 week at baseline, and who were out patients at baseline (Day 1). Diagnosis of atopic 
dermatitis was made using Hanafin and Rajka diagnostic criteria. 
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Number of Subjects 
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Demographic and Background Characteristics  
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Primary Efficacy Result(s)–intent to treat population  

 

 

Secondary efficacy result(s)–intent to treat population  

 Pimecrolimus Control  p-value 
Mean Days of CS Use  13 days 21.3 days 0.005 
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Safety Results 
Patients with Adverse Events and Adverse Events by System Organ Class 
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10 Most Frequently Reported AEs 
Overall by Preferred Term 

Pimecrolimus 
Crude incidence (%) 

Control 
Crude incidence (%) 

Nasopharyngitis 7.4 13.6 
URI, NOS 10.8 6.8 
Headache 7.4 2.3 

Pharyngitis 1.1 6.8 
Skin bacterial infection 4.5 1.1 
Application site burning 4.5 0 

Sinusitis NOS 3.4 3.4 
Nasal congestion 1.1 3.4 
Back pain 0.6 3.4 

Diarrhea NOS 3.4 0 
Serious Adverse Events and Deaths  
 

 Pimecrolimus 
 

Control 
 

Deaths  0 0 
Serious AEs 4 2 
Discontinuations due to AEs 6 0 

 
 
Other Relevant Findings– 

Date of Clinical Trial Report– 04-Aug-2003  

Date Inclusion on Registry– 14-Feb-2005  
Date of Latest Update–   

 


