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1. Executive Summary: 

Cutivate (fluticasone propionate) lotion, 0.05% was approved on 03/31/2005 for the relief 
of the inflammatory and pruritic manifestations of atopic dermatitis in patients 1 year of 
age or older. This NDA was approved with a post marketing requirement (PMR) to 
conduct the deferred pediatric studies including evaluating safety and systemic exposure 
of the product for the treatment of atopic dermatitis in pediatric subjects ages 3 months to 
1 year. 

The original supplement (submitted on 04/22/2010) provided the final study report for a 
PREA post-marketing requirement. The applicant requested to expand the indication to 
include patients 3 months to 11 months of age. 

With regard to assessment of systemic exposure, Clinical Pharmacology considered this 
requirement fulfilled as per Clinical Pharmacology review by Dr. Abimbola Adebowale 
(see review dated 09/28/2010 in DARRTS). The medical officer Dr. Amy Woitach also 
recommended an approval action to modify the indicated age range from 1 year and older 
to 3 months and older and had considered the PMR fulfilled (see review dated 
10/26/2010 in DARRTS). However, Dr. Woitach has indicated in her review that the 
approval recommendation is contingent upon resolution of outstanding issues which 
included the fact that Cutivate Lotion was manufactured at a non-FDA approved facility. 
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(b) (4)

who were treated with CUTIVATE Lotion twice daily for 3 to 4 weeks, 
a single subject with > 90% body surface area treated showed laboratory evidence of 
transient suppression immediately post-treatment.  

(b) (4)
The post cosyntropin stimulation 

testing serum cortisol 

The effects of CUTIVATE Lotion on HPA axis function in pediatric patients were 
trials

(
b
) 

(b) 
(4)

(b) (4)
investigated in two Among a total of 89 evaluable subjects from the 
two trials 

returned to a normal level (22.1g/dL) within one week of 
the final treatment visit [see Use In Specific Populations (8.4) and Clinical 
Pharmacology (12.2)]. 

(b) (4)

Reviewer comments: Edits to the standard language for HPA axis suppression in section 
5.1 will be proposed by Clinical. 

8 USE IN SPECIFIC POPULATIONS 

8.4 Pediatric Use 

CUTIVATE Lotion may be used in pediatric patients as young as 3 months of age.  The 
safety and effectiveness of CUTIVATE Lotion in pediatric patients below 3 
months of age have not been established. 

(b) (4)

(b) (4)
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(b) (4)

In an HPA axis suppression trial, none of the 40 evaluable pediatric subjects, 4 
months old to < 6 years old, with moderate to severe atopic dermatitis covering ≥ 
35% Body Surface Area (BSA) who were treated with an exaggerated dosing 
regimen (twice daily) of CUTIVATE Lotion experienced adrenal suppression 
(defined as a 30-minute post-stimulation cortisol level ≤18 micrograms/dL). [See 
Warnings and Precautions (5.1) and Clinical Pharmacology  (12.2)]. 

In another HPA axis suppression trial, one of 49 (2%) evaluable pediatric subjects, 
3 months to 11 months old, with moderate to severe atopic dermatitis covering ≥ 
35% Body Surface Area (BSA) who applied an exaggerated dosing regimen (twice 
daily) of CUTIVATE Lotion experienced reversible adrenal suppression (defined as 
a 30-minute post-stimulation cortisol level ≤18 micrograms/dL) following 4 weeks of 
therapy. [See Warnings and Precautions (5.1) and Clinical Pharmacology (12.2)]. 

(b) (4)
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(b) (4)

Reviewer comments: Additional edits in section 8.4 will be proposed by Clinical. 

12 CLINICAL PHARMACOLOGY 

12.1 Mechanism of Action 
(b) (4)

Corticosteroids play a role in cellular signaling, immune function, inflammation, 
and protein regulation; however, the precise mechanism of action of CUTIVATE 
Lotion in corticosteroid responsive dermatoses is unknown. 

12.2 Pharmacodynamics 
(b) (4)

Vasoconstrictor Assay 

Trials performed with CUTIVATE Lotion indicate that it is in the medium range of 
potency as demonstrated in vasoconstrictor trials in healthy subjects when 
compared with other topical corticosteroids. However, similar blanching scores do 
not necessarily imply therapeutic equivalence. 
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