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1. Executive Summary 

Mirena was approved in December 2000 for the intrauterine contraception for up to 5 
years. 

Bayer submitted an efficacy supplement under NDA 21-225/SE27 to seek an additional 
indication of treatment of heavy menstrual bleeding in women who desire intrauterine 
contraception on April 1, 2009. The efficacy supplement consists of 11 phase 3 studies 
(A38313, B088, A02916, A00630, A14096, A36340, A00696, BC71, B086, AY01, 
AW82) with Mirena for the treatment of heavy menstrual bleeding. Studies submitted 
under SE27 did not contain any clinical pharmacology related information. Therefore, no 
review was done for this efficacy supplement. However, this review addresses on the 
sponsor’s proposed label.  

1.1 Recommendation 
The Division of Clinical Pharmacology 3, Office of Clinical Pharmacology, finds the 
efficacy supplement of NDA 21-225 acceptable.  

1.2 Phase IV Commitments 
None. 

4 pages of Draft Labeling have been Withheld in Full as b4 (CCI/TS) immediately following 
this page

2 



    

 

 

 
 

 

3. Appendix 
3.1 Cover Sheet and OCP Filing 

7/11 



 

 

 

8/11 



 

 

 

9/11 



 

 

 

10/11 



 

 

  

11/11 



-------------------- -------------------- -------------------- ------------------------------------------

---------------------------------------------------------------------------------------------------------

---------------------------------------------------------------------------------------------------------

----------------------------------------------------

Application Submission Submitter Name Product NameType/Number Type/Number 

NDA-21225 SUPPL-27	 BAYER MIRENA(LEVONORGESTREL 
HEALTHCARE RELEASING INTRA-UT 
PHARMACEUTICA 
LS INC 

NDA-21225 SUPPL-27	 BAYER MIRENA(LEVONORGESTREL 
HEALTHCARE RELEASING INTRA-UT 
PHARMACEUTICA 
LS INC 

This is a representation of an electronic record that was signed 
electronically and this page is the manifestation of the electronic 
signature. 

/s/ 

HYUNJIN KIM 
09/30/2009 

MYONG JIN KIM 
10/01/2009 




