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Item Information Provided in 
NDA

Reviewer’s Assessment

(Refer to Labeling Review Tool and 21 CFR 
201.57(c)(12), 21 CFR 201.100(b)(5)(iii), 21 CFR 
314.94(a)(9)(iii), and 21 CFR 314.94(a)(9)(iv))
Proprietary name and 
established name

(clobetasol Adequate

Dosage form and route of 
administration

cream intent for topical 
application 

Adequate

Active moiety expression of 
strength with equivalence 
statement (if applicable)

N/A

For parenteral, otic, and 
ophthalmic dosage forms, 
include the quantities of all 
inactive ingredients [see 21 CFR 
201.100(b)(5)(iii), 21 CFR 
314.94(a)(9)(iii), and 21 CFR 
314.94(a)(9)(iv)], listed by 
USP/NF names (if any) in 
alphabetical order (USP 
<1091>)

 All inactive ingredients are 
listed.

Adequate

Statement of being sterile (if 
applicable)

N/A

Pharmacological/ therapeutic 
class 

clobetasol propionate a 
synthetic, and fluorinated 
corticosteroid

Adequate

Chemical name, structural 
formula, molecular weight 

Provided Adequate

If radioactive, statement of 
important nuclear 
characteristics.

N/A

Other important chemical or 
physical properties (such as pKa 
or pH)

It is a white to cream-
colored crystalline powder 
practically insoluble in 
water.

Adequate

5. Section 16 How Supplied/Storage and Handling 

(b) (4)





(b) (4)







Item Information Provided in NDA Reviewer’s 
Assessment

Proprietary name, 
established name (font size, 
prominence)

(clobetasol propionate) Adequate

Dosage strength
Active moiety expression of 
strength with equivalence 
statement (if applicable) in 
the side panel.

0.025% Adequate

Net quantity of dosage form 60 g, 112 g Adequate
“Rx only” displayed 
prominently on the main 
panel

provided Adequate

Lot number and expiration 
date

Not provided Inadequate

Storage conditions 
Special handling, e.g., 
“Dispense in tight and light 
resistant container as 
defined in USP”.

Provided

 

Inadequate

Add “Do not 
freeze”

Bar code (21CFR 201.25) Provided Adequate
NDC number (21 CFR 
207.35(b)(3)(i))

Provided Adequate

Manufacturer/distributor's 
name

Provided Adequate

Quantitative ingredient 
information (injectables)

Each gram contains clobetasol propionate 0.25 mg Adequate

Statement of being sterile (if 
applicable)

N/A Adequate

“See package insert for 
dosage information”

 Adequate

 “Keep out of reach of 
children” (Required for 
OTC in CFR. Optional for 
Rx drugs)

 Adequate

Deficiencies:
 Add Lot No and expiration date
 Add “Do not freeze”

(b) (4)



Revised Labels Submitted in Amendment Dated 31-July-2017 

As shown in the following labels, the applicant added the lot No and expiration date, as well as 
the “do not freeze” statement.  The revised carton and container labels are acceptable from the 
CMC perspective.  The trade name is under review in DMEPA.

Carton Label

Container Label

(b) (4)



List of Deficiencies:

Section 16 of the Package Insert should be revised as follows: 
1. Strength of the drug product should be included. 
2. A statement “Do not freeze” should be added. 

Overall Assessment and Recommendation:

The applicant revised carton/container labels according to the Agency’s recommendation.  
However, the trade name is still under review by DMEPA.  Section 16 of the Package Insert 
should be revised as shown above before approval of this application.     

Primary Labeling Reviewer Name and Date:

Zhengfang Ge, Ph. D.

Reviewer, BRANCH V/DIVISION II

OFFICE OF NEW DRUG PRODUCT 

(b) (4)



Secondary Reviewer Name and Date (and Secondary Summary, as needed):

I agree with Dr. Ge for her assessment on the labels and labeling and that those deficiencies 
delineated above need to be resolved before approval of this application.

Moo-Jhong Rhee, Ph. D.

Branch Chief, BRANCH V/DIVISION II

OFFICE OF NEW DRUG PRODUCT 
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