
 

 

 

 

 

 

 

 

  

 
 

 

 

 

 

 

 

 

 

OFFICE OF CLINICAL PHARMACOLOGY REVIEW
 

NDA: 022430 Submission Date: 6/6/2013 (SDN 142) 

Brand Name Lysteda 

Generic Name Tranexamic acid  

Reviewer Hyunjin Kim, Pharm.D., M.S. 

Team Leader Myong-Jin Kim, Pharm.D. 

OCP Division Division of Clinical Pharmacology 3 

OND Division Division of Bone, Reproductive and Urologic 
Products 

Sponsor Ferring Pharmaceuticals, Inc. 

Relevant IND IND 068096 

Submission Type Labeling 

Formulation; Strength(s) Tablet; tranexamic acid 650 mg 

Indication Treatment of cyclic heavy menstrual bleeding 

On November 13, 2009, a tablet formulation (650 mg) of tranexamic acid for the 
treatment of heavy menstrual bleeding (HMB) was approved by the FDA as a 505(b)(2) 
product. The approved dosing regimen in adults is two 650 mg tablets administered 3 
times daily, a total of 3,900 mg daily, during menstruation up to five days. 

As a post-marketing requirement (PMR), a pediatric study was required under section 2 
of the Pediatric Research Equity Act (PREA). Therefore, the sponsor conducted a 
pharmacokinetics (PK) study in healthy female subjects of 12-17 years of age, with heavy 
menstrual bleeding. The current submission contains the labeling revision based on the 
PMR PK study results (review in DARRTS, 3/29/2013). The final agreed label is 
included in section 1.3 of this review.  

1.1 Recommendation 

The Division of Clinical Pharmacology 3, Office of Clinical Pharmacology finds NDA 
022430 (SDN 142) acceptable from a Clinical Pharmacology perspective.  

1.2 Phase IV Commitments 

None 

1.3 Clinical Pharmacology Related Sections of the Final Agreed Label  
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The final agreed label is attached. 
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