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these impurities proposed by the applicant, and the acceptance criteria for 
 with limits of “NMT ppm” in the 

crisaborole drug substance specification are acceptable.  Additionally, descriptions of the 
analytical methods for  in the proposed 
drug substance specification and the method validation reports are deemed acceptable.  
The addendum to the drug substance review is attached below (Attachment - 1).

Update of the Status of Facility Inspection
Dr. Vipulchandra Dholakia, who is the facility reviewer of the NDA, has reviewed the 
inspection status of the newly added testing facility (Pfizer Groton, Pfizer Laboratories 
Div, Pfizer, Inc.).  He still recommended approval for the manufacturing and test 
facilities of the NDA with addition of the new testing facility.  The updated overall 
manufacturing inspection recommendation (OMIR) is attached below (Attachment - 2).

Label/Labeling
On September 21, 2016, the NDA applicant submitted an amendment providing the 
finalized mock up container and carton labels.  Additionally, the applicant also agreed to 
all the CMC changes made to the package insert.  All the labels/labeling issues are now 
satisfactorily resolved.  The review of the CMC sections of the final package insert, and 
mock up container and carton labels was conducted by Dr. Bhavishya Mittal, and is 
attached below (Attachment - 3).

Recommendation:
The revised package insert and mock-up container and carton labels are now satisfactory 
from the CMC perspective.  Additionally, issues related to potential mutagenic impurities 

 have been satisfactorily resolved.  Therefore, from the 
OPQ’s perspective, this NDA is recommended for APPROVAL with an expiration 
dating period of 24 months.
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Application Technical Lead’s Assessment and Signature

The NDA is recommended for approval from a quality perspective.

Yichun Sun, Ph.D.
Application Technical Lead, Branch V
Division of New Drug Products II
11/28/2016
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Memorandum  DEPARTMENT OF HEALTH AND HUMAN SERVICES 
    PUBLIC HEALTH SERVICE 
    FOOD AND DRUG ADMINISTRATION 
    CENTER FOR DRUG EVALUATION AND RESEARCH

Date:   November 22, 2016 

From:   Bhavishya Mittal, Ph.D. 
  Reviewer 

Division of New Drug Products II 
Office of New Drug Products 

Through:  Moo-Jhong Rhee, Ph.D. 
Chief, Branch V 
Division of New Drug Products II 
Office of New Drug Products 

To: CMC Review #1 of NDA 207695  

Subject: Final Labeling/label Recommendation for NDA 207695 

At the time when the CMC review #1 was written, resolution of issues on Labels and 
Labeling was pending.  These issues were communicated to the applicant, and based on 
the applicant’s responses; all the issues were satisfactorily resolved.  The revised labels 
for the container and the carton are included in this memo.     

Recommendation: 
All pending issues on container and carton labels are now satisfactorily resolved for the 
NDA.  Therefore, from the labeling/label’s perspective, this NDA is recommended for 
APPROVAL.
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Container Label for Package Content: 60 g 

(b) (4)
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2) Carton Labeling 
EUCRISA will be supplied in 2.5 g (physician sample size), 60 g, and 100 g laminate 
tubes containing 2% white to off-white petrolatum-based ointment.  The carton 
dimensions for each tube size are as follows:  

Carton Label for Package Content: 2.5 g (Physician’s sample)

(b) (4)
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Carton Label for Package Content: 60 g

(b) (4)











Moo Jhong
Rhee

Digitally signed by Moo Jhong Rhee

Date: 11/22/2016 03 29:03PM

GUID: 502d0913000029f9798ca689a802fa55

Bhavishya
Mittal

Digitally signed by Bhavishya Mittal

Date: 11/22/2016 02 25:19PM

GUID: 55f19b8b0058f94e4d5464e1f775d0f8


























































































