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From: Badrul A. Chowdhury, MD, PhD
Director, Division of Pulmonary, Allergy, and Rheumatology 
Products, CDER, FDA

Subject: Division Director Summary Review
NDA Number: 22-503
Applicant Name: CorePharma, LLC
Date of Submission: December 15, 2014, (original submission was on August 18, 2009;

second cycle resubmission on June 18, 2013)
PDUFA Goal Date: June 15, 2015
Proprietary Name: None
Established Name: Metaxalone
Dosage form: Tablets
Strength: 640 mg
Proposed Indications: Adjunct to rest, physical therapy, and other measures of relief of 

discomfort associated with acute, painful musculoskeletal 
conditions

Action: Approval

1. Introduction
CorePharma submitted their 505(b)(2) application for metaxalone tablets, as an adjunct 
to rest, physical therapy, and other measures of relief of discomfort associated with 
acute, painful musculoskeletal conditions in patients 12 years of age and older.  The 
application refers to King Pharmaceuticals metaxalone tablet (marketed as Skelaxin, 
NDA 13-217) as the listed drug and relies on a clinical pharmacology study to show 
bioequivalence (BE) to Skelaxin. The original application was submitted on August 18, 
2009, and received a Complete Response action on June 11, 2010, because of a failed 
inspection of the drug product manufacturing facility at New Jersey. In addition,
CorePharma did not provide appropriate patent certification for applicable patents and 
failed to comply with the statutory requirements for sending notice of paragraph IV 
certification to the NDA holder and each patent owner.

CorePharma resubmitted the application on June 18, 2013, and in that resubmission 
CorePharma stated that the deficiencies identified in the Complete Response were 
adequately addressed.  However, when FDA attempted to schedule re-inspection for that
NDA resubmission, CorePharma stated that the New Jersey site was not ready for re-
inspection.  The Office of Compliance therefore retained the withhold recommendation.  
With the submission of June 18, 2010, CorePharma provided paragraph IV certification 
along with notification to the NDA holder as well as proof that the notification was sent 
to the NDA holder and each patent holder. The Division took a second Complete 
Response action on December 18, 2013, due to Withhold recommendation from Office 
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13. Action and Risk Benefit Assessment
a. Regulatory Action

CorePharma has submitted adequate data to support approval of metaxalone 640 mg 
tablets for use as an adjunct to rest, physical therapy, and other measures of relief of 
discomfort associated with acute, painful musculoskeletal conditions in patients 12 years 
of age and older.

b. Risk Benefit Assessment
The overall risk and benefit assessment of metaxalone 640 mg for the indication stated 
above (section 1 and 13a) supports its approval.  The risk benefit assessment of this 
product is expected to be the same as Skelaxin since the two products are bioequivalent.  
The observed apparent lack of food effect of the CorePharma’s metaxalone compared to 
Skelaxin is not expected to alter the risk benefit assessment. The efficacy will not be 
negatively impacted and systemic safety is not expected to be any worse with lower 
exposure.  

c. Post-marketing Risk Management Activities
None.

d. Post-marketing Study Commitments
One post-marketing commitment (PMC) for comparative dissolution data (determined by 
f2 metrics) between  metaxalone tablets using the approved 
dissolution method was recommended by the CMC team.  On March 30, 2015, the 
applicant submitted timetable to conduct this study according to the following schedule: 
Study Completion: October 2015; Final Report Submission: November 2015.
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