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Chemistry Review of Efficacy Supplement with PLR label conversion

For Clinical Division: 

REVIEW #2:

Mifeprex

20-687/ S-020

Efficacy Supplement with Labeling/PLR Conversion

Letter date:  28-May-2015

Stamp date:  29-May-2015

Final label submitted:  17-Mar-2016

Review Date:   21-Mar-2016

Chemistry Reviewer:  (b) (6)

(b) (6)

(b) (6)

(b) (6)

(b) (6)
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Chemistry Review #2

Chemistry review #2 evaluates the DOSAGE FORMS AND ADMINISTRATION 
and HOW SUPPLIED sections updated in the Final Label submitted on 17-Mar-
2016.  These sections reflect that the drug product will be provided as one tablet 
per blister card.

All other evaluation of the label and supplement 20 is provided in chemistry 
review #1 by , dated January 2016.

Highlights of Prescribing Information:

The dosage forms and strengths section is the following:
---------------------DOSAGE FORMS AND STRENGTHS----------------------

Tablets containing 200 mg of mifepristone each, supplied as 1 tablet on one blister card 

Evaluation: Acceptable

PRESCRIBING INFORMATION

The dosage forms and strengths section is the following:

3 DOSAGE FORMS AND STRENGTHS

Tablets containing 200 mg of mifepristone each, supplied as 1 tablet on one blister card. 
MIFEPREX tablets are light yellow, cylindrical, and bi-convex tablets, approximately 11 mm in 
diameter and imprinted on one side with “MF.”

Evaluation: Acceptable.  

Section 16

16 HOW SUPPLIED/STORAGE AND HANDLING

MIFEPREX is only available through a restricted program called the MIFEPREX REMS 
Program [see Warnings and Precautions (5.3)].

(b) (6)
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MIFEPREX is supplied as light yellow, cylindrical, and bi-convex tablets imprinted on one side 
with “MF.” Each tablet contains 200 mg of mifepristone. One tablet is individually blistered on 
one blister card that is packaged in an individual package (National Drug Code 64875-001-01).

Store at 25°C (77°F); excursions permitted to 15 to 30°C (59 to 86°F) [see USP Controlled 
Room Temperature].

Evaluation:  Acceptable.  
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ELECTRONIC SIGNATURES

., chemistry reviewer, /
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Chemistry Review of Efficacy Supplement with PLR label conversion

For Clinical Division: 

REVIEW OF:

Mifeprex

20-687/ S-020

Efficacy Supplement with Labeling/PLR Conversion

Letter date:  28-May-2015

Stamp date:  29-May-2015

Review Date:   11-Jan-2016

Chemistry Reviewer:  (b) (6)

(b) (6)

(b) (6)

(b) (6)

(b) (6)
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