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Name of Sponsor/Company:  LEO Pharma A/S

Name of Finished Product: Cromoglicate cream, 40 mg/g

Name of Active Ingredient: Sodium Cromoglicate

Criteria for Evaluation:

Primary Endpoint – Efficacy

The primary endpoint was change from baseline to end of treatment in subject’s assessment of maximal and average 
intensity of itch within last 12 hours.

Secondary Endpoints – Efficacy:

The secondary endpoints were:

 Change in 4-point itch scale from baseline to end of treatment

 Change in 7-point itch scale from baseline to end of treatment

 Change in duration of itch from baseline to end of treatment

 Physician´s Global Assessment of treatment areas

Safety:

Safety evaluation included any adverse events reported, any adverse drug reaction reported and reasons for withdrawal from 
trial.

Statistical Methods:

The primary efficacy endpoints, change from baseline to end of treatment in subject’s assessment of maximum and average 
itch within last 12 hours, were compared between cromoglicate cream and vehicle cream using a paired Wilcoxon test.

If data for Day 14 was missing a last observation carried forward approach was used.

The secondary endpoints, change in 4-point itch scale from baseline to end of treatment, and change in 7-point itch scale 
from baseline to end of treatment were analysed using a paired Wilcoxon text.

Summary – Conclusions

Study Population: 

A total of 30 subjects (mean age 50.5 years) were randomised in the trial. The majority of subjects were white (93.3%), non-
Hispanic/Latino (100%) and had Fitzpatrick skin types II or III (90%). The majority of subjects had psoriasis of moderate 
intensity and the mean duration of psoriasis was 20.8 years. Except for one, all subjects were treated according to the 
protocol. All 30 subjects completed the trial.

Efficacy Summary: 

Both cromoglicate cream and vehicle cream reduced average and maximum itch within last 12 hours. Average itch reduced 
from approximately 55 to 25 mm on the visual analogue scale and maximum itch from approximately 60 to 30 mm. 

According to subject’s assessment of present itch on a 4-point scale, both treatments reduced the severity of itch from 
baseline to end of treatment. According to subject’s assessment of change in itch on a 7-point itch scale, the majority of 
subjects experienced a similar improvement of their itch in both treatment areas from baseline to end of treatment.

The duration of itch was reduced by approximately 2 hours during night-time and 2.5 hours during day-time.

Safety Summary: 

Administration of cromoglicate cream was well tolerated in this population. There were no SAEs, few AEs (all mild) and 
two adverse drug reactions. There were no clinically relevant changes in vital signs recorded during the trial.

Conclusion: 

• Cromoglicate did not have an effect on itch in this trial. No clinical or statistical difference between cromoglicate and 
vehicle cream was observed in any of the efficacy endpoints used in the trial.

• The effect on itch by the cream vehicle was large - approximately 50% reduction in average itch for both night-time 
and day-time itch.

• Administration of cromoglicate cream was safe and well tolerated in this relatively small population of subjects with 
itchy psoriasis.
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