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DEPARTMENT OF HEALTH & HUMAN SERVICES 

 
 
 

 
 

 
                             

             Food and Drug Administration 
             Rockville, MD  20857 

 

ANDA 040445 
 
 
 
 
 
 
Sandoz Inc. 
Attention: Marcy Macdonald 
   Director, Regulatory Affairs 
4700 Sandoz Drive 
Wilson, NC 27893 
 
 
Dear Madam: 
 
This is in reference to your abbreviated new drug application 
(ANDA) submitted pursuant to section 505(j) of the Federal Food, 
Drug, and Cosmetic Act (the Act), for Metaxalone Tablets, 800 
mg, an amendment for which was received on November 4, 2004.1  
 
Reference is also made to your amendments dated November 8, 
2001; June 19, June 21, July 16, October 24, November 15, and 
December 4, 2002; January 7, 2003; May 10, November 1, and 
December 15, 2004; September 6, 2006; February 2, 2007; January 
26, August 29, 2008; and November 23, December 8, December 23, 
2009; January 14, January 27 (2 submissions), and March 9, 2010. 
 
We have completed the review of this ANDA and have concluded 
that adequate information has been presented to demonstrate that 
the drug is safe and effective for use as recommended in the 
submitted labeling.  Accordingly the ANDA is approved, effective 
on the date of this letter.  The Division of Bioequivalence has 
determined your Metaxalone Tablets, 800 mg, to be bioequivalent 
and, therefore, therapeutically equivalent to the reference 
listed drug (RLD), Skelaxin Tablets of King Pharmaceuticals, 
Inc. (King).  Your dissolution testing should be incorporated 
into the stability and quality control program using the same 
method proposed in your ANDA.   
 
 
 
 
 
                                                           
1  ANDA 040445 was submitted on August 31, 2001 for a 400 mg. strength which 
was later withdrawn. 



The reference listed drug (RLD) upon which you have based your 
ANDA, King’s Skelaxin Tablets, 800 mg, is subject to periods of 
patent protection.  The following patents and their expiration 
dates are listed in the agency’s publication titled Approved 
Drug Products with Therapeutic Equivalence Evaluations (the 
“Orange Book”) for this drug product: 
      

U.S. Patent Number   Expiration Date 
 

 6,407,128 (the ‘128 patent) December 3, 2021 
 6,683,102 (the ‘102 patent) December 3, 2021 
 7,122,566 (the ‘566 patent) February 6, 2026 
 
With respect to all three patents, your ANDA contains paragraph 
IV certifications under section 505(j)(2)(A)(vii)(IV) of the Act 
stating that each patent is invalid, unenforceable, or will not 
be infringed by your manufacture, use, or sale of Metaxalone 
Tablets, 800 mg, under this ANDA.  You notified the agency that 
Sandoz complied with the requirements of section 505(j)(2)(B) of 
the Act, and litigation for infringement of the ‘128 and ‘102 
patents was brought against Eon Labs (now Sandoz) within the 
statutory 45-day period in the United States District Court for 
the Eastern District of New York [King Pharmaceuticals, Inc. v. 
Eon Labs, Inc., Civil Action No. 04-5540].  You have also 
notified the agency that the court decided that the '128 and 
'102 patents are invalid; therefore, under section 
505(j)(5)(B)(iii) your ANDA is eligible for approval.2   
 
With respect to 180-day generic drug exclusivity for Metaxalone 
Tablets, 800 mg, the agency has concluded that Sandoz was the 
first ANDA applicant to submit a substantially complete ANDA for 
Metaxalone Tablets, 800 mg, with paragraph IV certifications to 
the ‘128 and ‘102 patents.  The agency notes that Sandoz failed 
to obtain tentative approval of this ANDA within 30 months after 
the date on which the ANDA was filed.  We have determined, 
however, that this was caused by a change in or a review of the 
requirements for approval of the application imposed after the 
date on which the application was filed.  Namely, Sandoz 
submitted its amendment for the 800 mg strength on November 4, 
2004, and during the entire time the ANDA was under review, the 

                                                           
2 You also notified the agency that litigation for infringement of the '566 
patent was brought against Sandoz in the United States District Court for the 
District of New Jersey [King Pharmaceuticals Inc., King Pharmaceuticals 
Research and Development Inc., Pharmaceutical IP Holding Inc. v. Sandoz Inc., 
Civil Action No. 08-CV-05974-GEB-JJH].  Although this litigation is ongoing, 
because the ‘566 patent was listed after submission of your ANDA, litigation 
with respect to it creates no statutory stay of approval of your ANDA. 



agency had pending before it a citizen petition that created a 
review of the appropriate labeling for generic metaxalone in 
light of certain patent-protected language in the labeling of 
the RLD. 
 
 Therefore, with this approval, the agency has determined 
that Sandoz is eligible for 180 days of generic drug 
exclusivity for Metaxalone Tablets, 800 mg.  Generic drug 
exclusivity, which is provided for under section 
505(j)(5)(B)(iv) of the Act, begins to run from the date of 
commercial marketing identified in that section.  Please 
submit correspondence to this ANDA informing the agency of 
the date commercial marketing begins.   
 
Under section 506A of the Act, certain changes in the 
conditions described in this ANDA require an approved 
supplemental application before the change may be made.  
 
Please note that if FDA requires a Risk Evaluation & Mitigation 
Strategy (REMS) for a listed drug, an ANDA citing that listed 
drug also will be required to have a REMS. See section 505-1(i) 
of the Act. 
   
Postmarketing reporting requirements for this ANDA are set forth 
in 21 CFR 314.80-81 and 314.98.  The Office of Generic Drugs 
should be advised of any change in the marketing status of this 
drug. 
   
Promotional materials may be submitted to FDA for comment prior 
to publication or dissemination.  Please note that these 
submissions are voluntary.  If you desire comments on proposed 
launch promotional materials with respect to compliance with 
applicable regulatory requirements, we recommend you submit, in 
draft or mock-up form, two copies of both the promotional 
materials and package insert directly to: 
 

Food and Drug Administration 
Center for Drug Evaluation and Research 
Division of Drug Marketing, Advertising, and Communications 
5901-B Ammendale Road 
Beltsville, MD 20705 

 
We call your attention to 21 CFR 314.81(b)(3) which requires 
that all promotional materials be submitted to the Division of 
Drug Marketing, Advertising, and Communications with a completed 
Form FDA 2253 at the time of their initial use. 
    



Within 14 days of the date of this letter, submit updated 
content of labeling [21 CFR 314.50(1)] in structured product 
labeling (SPL) format, as described at 
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLa
beling/default.htm, that is identical in content to the approved 
labeling.  Upon receipt and verification, we will transmit that 
version to the National Library of Medicine for public 
dissemination.  For administrative purposes, please designate 
this submission as “Miscellaneous Correspondence – SPL for 
Approved ANDA 040445”. 
 

 
Sincerely yours, 
 
{See appended electronic signature page} 
 
Gary Buehler 
Director 
Office of Generic Drugs 
Center for Drug Evaluation and Research 
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This labeling approval summary supersedes the labeling approval summary dated 1/7/2003. 
APPROVAL SUMMARY #2 

REVIEW OF PROFESSIONAL LABELING 
DIVISION OF LABELING AND PROGRAM SUPPORT 

LABELING REVIEW BRANCH 
____________________________________________________________________________________ 
____________________________________________________________________________________ 
 
ANDA Number:    40-445    
 
Dates of Submission:  January 26, 2008 and November 1, 2004 
 
Applicant's Name:    Sandoz Inc. (formerly Eon Labs, Inc.) 
 
Established Name:   Metaxalone Tablets, 800 mg 
____________________________________________________________________________________ 
____________________________________________________________________________________ 
 
APPROVAL SUMMARY  
 
CONTAINER LABELS – Bottles of 100's and 1000’s: 

Satisfactory in FPL as of the January 26, 2008 e-submission.  
 

PROFESSIONAL PACKAGE INSERT: 
Satisfactory in FPL as of the January 26, 2008 e-submission.  

  
Revisions needed post-approval:   
In the DESCRIPTION section, revise the first sentence to read, “Metaxolone is available as an 800 mg 
tablet for oral administration.” 
 

 
Patent Data – NDA 13-217 

Patent No. Patent Expiration Use Code Description How Filed Labeling Impact
6407128 December 3, 2021 U-189 Enhancement of the bioavailability of the drug 

substance. 
IV None 

 
Exclusivity Data– NDA 13-217 

Code Reference Expiration Labeling Impact 
None There is no unexpired exclusivity for this product in the Orange Book Database. 

 
N/A None 

 
BASIS OF APPROVAL: 
 
Was this approval based upon a petition?   No. 
What is the RLD on the 356(h) form: Skelaxin®  
NDA Number: 13-217 
NDA Drug Name: Skelaxin® (metaxalone) Tablets  
NDA Firm: King Pharmaceuticals, Inc. 
Date of Approval of NDA Insert and supplement: November 24, 2006; NDA 13-217/S-046 
Has this been verified by the MIS system for the NDA?   Yes.  
Was this approval based upon an OGD labeling guidance?   No. 
Basis of Approval for the Container Labels: Side-by-side comparison with innovator labels. 

 
 
FOR THE RECORD:   
 



The following comments are from the previous reviewer: 
 
FOR THE RECORD: 
 
1. This review was based on the labeling for Skelaxin® Tablets: Approved on November 24, 2006; NDA 

13-217/S-046.  
 

2. Patent Data – NDA 13-217 
Patent No. Patent Expiration Use Code Description How Filed Labeling Impact
6407128 December 3, 2021 U-189 Enhancement of the bioavailability of the drug 

substance. 
IV None 

 
Exclusivity Data– NDA 13-217 

Code Reference Expiration Labeling Impact 
None There is no unexpired exclusivity for this product in the Orange Book Database. 

 
N/A None 

 
3. Storage/Dispensing Conditions: 

NDA: Store at controlled room temperature between 15 to 30°C (59 to 86°F)  
 ANDA: Store at   

NDA: Dispense in a well-closed container.  
ANDA:This is a bulk package. Dispense in tight, light-reisitant containers as defined in the USP.  With 

a child-resistant closure, (as required).  
 

Note that requested revisions to the storage/temp conditions were made to be in accord with 
comments from Dr. Rich Adams. 

 
4. Product Line: 

The innovator markets their product in two strengths (400 mg and 800 mg).  They are packaged in 
bottles of 100 and 500 tablets. 
The applicant proposes to market their product  
tablets. 

 
5. The tablet imprinting have been accurately described in the HOW SUPPLIED section as required by 

21CFR 206, et al. (Imprinting of Solid Oral Dosage Form Products for Human Use; Final Rule, 
effective 9/13/95. (See pgs 0556 in volume B. 1.3) 

 
6. Inactive Ingredients: 

The listing of inactive ingredients in the DESCRIPTION section of the package insert appears to be 
consistent with the listing of inactive ingredients found in the statement of components appearing on 
page 0054, Vol B. 1.1. 

 
7.  Container/Closure (See page 0380 in Vol. B. 1.3) 

Containers: HDPE 
 Closure: CRC closures for 100 count bottles and non-CRC for the  1000 count bottles. 
 
8. All manufacturing will be done by Eon Laboratories, Inc.  (page 0205 in vol. B. 1.2) 
 
9. The drug product submitted for this ANDA is scored as is the RLD’s drug product. 
 
10.  APPLICANT ADDRESS AND CONTACT INFORMATION 
 
  Sandoz Inc. 
  4700 Sandoz Drive 
  Wilson, NC  27893 
  Dietrich Bartel 

(b) (4)

(b) (4)

(b) (4)



  (252)234-2212 
 
11.  BIOEQUIVALENCE 
 
  The following information was extracted from the 11/9/2007 bioequivalence review: 
 

 1. The bioequivalence studies (fasted & fed) conducted by PRACS Institute for Eon 
Labs Inc. on its metaxalone 800 mg tablet have been found acceptable to the Division 
of Bioequivalence. 
 
2. The firm’s in vitro dissolution testing is acceptable. The dissolution testing should be 
conducted in 900 mL of 0.5% SLS in water at temp, 37ºC + 0.5ºC using the USP 
apparatus II (paddle) at 100 rpm. The test product should meet the following 
specification:  NLT ( %) (Q) of metaxalone in the dosage form is dissolved in 60 minutes. 
 
3. Division of Bioequivalence deems the test product Metaxalone Tablet 800 mg, 
manufactured by Eon/Sandoz to be bioequivalent to the reference product, 
Skelaxin®, 800 mg Tablet manufactured by Jones Pharma Inc/ King Pharms. 

 
12.  The firm has withdrawn the 400 mg tablet. 
____________________________________________________________________________________
____________________________________________________________________________________ 
 
Date of Review:   September 30, 2008         
 
Dates of Submission:  January 26, 2008 and November 1, 2004 
 
Primary Reviewer:   Postelle Birch-Smith, Pharm.D. 
 
Team Leader:    John Grace     
____________________________________________________________________________________ 
____________________________________________________________________________________ 
cc: 

ANDA: 40-445 
Review 

 

Following this page, 4 pages withheld in full - (b)(4), draft labeling

(b) 
(4)
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This approval summary supersedes the labeling approval summary dated 1/26/08 and 11/1/04.  
APPROVAL SUMMARY #3 

REVIEW OF PROFESSIONAL LABELING 
DIVISION OF LABELING AND PROGRAM SUPPORT 

LABELING REVIEW BRANCH 
____________________________________________________________________________________ 
____________________________________________________________________________________ 
 
ANDA Number:    040445    
 
Dates of Submission:  November 23, 2009 
 
Applicant's Name:    Sandoz Inc. (formerly Eon Labs, Inc.) 
 
Established Name:   Metaxalone Tablets, 800 mg 
____________________________________________________________________________________ 
____________________________________________________________________________________ 
 
APPROVAL SUMMARY  
 
CONTAINER LABELS – Bottles of 100's and 1000’s: 

Satisfactory in FPL as of the January 26, 2008 e-submission.  
 

PROFESSIONAL PACKAGE INSERT: 
Satisfactory in FPL as of the November 23, 2009 e-submission.  

  
 
Revisions needed post-approval:   
 

 
BASIS OF APPROVAL: 
 
Was this approval based upon a petition?   No. 
What is the RLD on the 356(h) form: Skelaxin®  
NDA Number: 013217 
NDA Drug Name: Skelaxin® (metaxalone) Tablets  
NDA Firm: King Pharmaceuticals, Inc. 
Date of Approval of NDA Insert and supplement: October 31, 2008; NDA 013217/S-053 
Has this been verified by the MIS system for the NDA?   Yes.  
Was this approval based upon an OGD labeling guidance?   No. 
Basis of Approval for the Container Labels: Side-by-side comparison with innovator labels. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 





  
 
3. Storage/Dispensing Conditions: 

NDA: Store at controlled room temperature between 15 to 30°C (59 to 86°F)  
 ANDA: Store at 20° to 25°C (68° to 77°F) [see USP Controlled Room Temperature]. 

NDA: Dispense in a well-closed container.  
ANDA: Dispense in tight, light-resistant containers as defined in the USP with a child-resistant closure, 

as required.  
 
Note that requested revisions to the storage/temp conditions were made to be in accord with 
comments from Dr. Rich Adams. 

 
4. Product Line: 

The innovator markets their product in two strengths (400 mg and 800 mg).  They are packaged in 
bottles of 100 and 500 tablets. 
The applicant proposes to market their product  
tablets. 

 ___________________ 
Update (11/23/09): The innovator markets their product in 800 mg packages in bottles of 100 and 500 
tablets. 
 
The applicant proposes to market their product as 800 mg packages in bottles of 100 and 1000 tablets. 

 
5. The tablet imprinting have been accurately described in the HOW SUPPLIED section as required by 

21CFR 206, et al. (Imprinting of Solid Oral Dosage Form Products for Human Use; Final Rule, 
effective 9/13/95. (See pgs 0556 in volume B. 1.3) 

 
6. Inactive Ingredients: 

The listing of inactive ingredients in the DESCRIPTION section of the package insert appears to be 
consistent with the listing of inactive ingredients found in the statement of components appearing on 
page 0054, Vol B. 1.1. 

 
7.  Container/Closure (See page 0380 in Vol. B. 1.3) 

Containers: HDPE 
 Closure: CRC closures for 100 count bottles and non-CRC for the 1000 count bottles. 
 
8. All manufacturing will be done by Eon Laboratories, Inc.  (page 0205 in vol. B. 1.2) 
 
9. The drug product submitted for this ANDA is scored as is the RLD’s drug product. 
 
 
 

(b) (4)



10.  APPLICANT ADDRESS AND CONTACT INFORMATION 
 
  Sandoz Inc. 
  4700 Sandoz Drive 
  Wilson, NC  27893 
  Dietrich Bartel 
  (252)234-2212 
 
11.  BIOEQUIVALENCE 
 
  The following information was extracted from the 11/9/2007 bioequivalence review: 
 

 1. The bioequivalence studies (fasted & fed) conducted by PRACS Institute for Eon 
Labs Inc. on its metaxalone 800 mg tablet have been found acceptable to the Division 
of Bioequivalence. 
 
2. The firm’s in vitro dissolution testing is acceptable. The dissolution testing should be 
conducted in 900 mL of 0.5% SLS in water at temp, 37ºC + 0.5ºC using the USP 
apparatus II (paddle) at 100 rpm. The test product should meet the following 
specification:  NLT ( %) (Q) of metaxalone in the dosage form is dissolved in 60 minutes. 
 
3. Division of Bioequivalence deems the test product Metaxalone Tablet 800 mg, 
manufactured by Eon/Sandoz to be bioequivalent to the reference product, 
Skelaxin®, 800 mg Tablet manufactured by Jones Pharma Inc/ King Pharms. 

 
12.  The firm has withdrawn the 400 mg tablet. 
____________________________________________________________________________________
____________________________________________________________________________________ 
 
Date of Review:   December 8, 2009         
 
Dates of Submission:  November 23, 2009 
 
Primary Reviewer:   Burhan Nour 
 
Team Leader:    John Grace     
____________________________________________________________________________________ 
____________________________________________________________________________________ 

(b) 
(4)
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1. CHEMISTRY REVIEW NO.  4 (four) 
 
2. ANDA # 40-445   
 
3. NAME AND ADDRESS OF APPLICANT 

Sandoz, Inc. 
4700 Sandoz Drive 
Wilson, NC 27893 
Tel: 303-438-4599 
 

4. LEGAL BASIS FOR SUBMISSION 
RLD: Skelaxin® tablets (Metaxalone Tablets) 800 mg, NDA 13-217 manufactured by  
Jones Pharma, Inc. 
Patent IV certification  
Eon Labs acknowledges that US patent # 6407128 and US patent # 6683102 associated with NDA 
13-217 for Skelaxin® tablets, 800 mg. The patent will expire on December 3, 2021. 
Eon Labs certify under Section 505 (j)(2)(A)(vii)(IV) of the federal food, drug and cosmetic act that 
US patent # 6407128 and US patent # 6683102 are invalid, unenforceable, or will not be infringed by 
the manufacture, use, or sale of Metaxalone Tablets 800 mg, for which this application is submitted. 
Exclusivity 
There is no exclusivity associated with NDA 13-217 Skelaxin® tablets, 400 mg and 800 mg. 

 
5. SUPPLEMENT(s)    
 None  
 
6. PROPRIETARY NAME 
 None 
 
7. NONPROPRIETARY NAME   

Metaxalone Tablets, 800 mg 
 
8. SUPPLEMENT(s) PROVIDE(s) FOR: 

None 
 
9. AMENDMENTS AND OTHER DATES: 

Date of submission: August 31, 2001 
Acceptable for filing: November 7, 2001  
Bio amendment: June 19, 2002 
Minor amendment: June 21, 2002     

 Telephone amendment: October 24, 2002 
 Telephone amendment: November 15, 2002 
 Telephone amendment: December 4, 2002 
 Major amendment: May 10, 2004  

(New strength was submitted for 800 mg tablets) 
Acceptable for filing (800 mg strength): 12/28/04 
Correspondence (change of ownership): 7/21/05 
Amendment: February 02, 2007 
Sandoz submitted a withdrawal letter to the Agency on September 6, 2006, withdrawing the 400 mg 





 
 

3

 
 
 
 
16. RECORDS AND REPORTS 
 None 
 
 
17. COMMENTS 

This application is approvable.  
The drug substance and drug product meet the ICH limits. 
 

 
18. CONCLUSIONS AND RECOMMENDATIONS 
 This application is approvable.  
 
 
19. REVIEWER:    DATE COMPLETED: 
 Liang-Lii Huang, Ph.D.  January 27, 2010 
 Endorsed by James Fan  January 27, 2010    

 

Following this page, 25 pages withheld in full - (b)(4)
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cc: 

ANDA 40-445 
ANDA DUP 40-445 
DIV FILE 
Field Copy 

Endorsements (Draft and Final with Dates): 
 

HFD-627/Liang-Lii Huang, Ph.D./12/8/09; 1/27/10 
 
HFD-627/James Fan, Team Leader /12/8/09; 1/27/10 
 

 HFD-617/T. Tran, Project Manager /12/8/09; 1/27/10 
 
 
 
 
 
 
 

V:\Chemistry Division I\Team 3\FIRMSNZ\SANDOZ\LTRS&RVS\40445 rev4.doc 
 
 
January 27, 2010 

 
CHEMISTRY REVIEW –  APPROVABLE  
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Page 6 of 7 

BIOEQUIVALENCE COMMENTS TO BE PROVIDED TO THE APPLICANT 
 

ANDA: 40-445 

APPLICANT: Sandoz (Eon) 

DRUG PRODUCT: Metaxalone Tablet 800 mg 

 
The Division of Bioequivalence has completed its review and 
has no further questions at this time. 
 
The Division of Bioequivalence acknowledges that you will 
conduct the dissolution testing in 900 mL of 0.5% SLS in 
water at temp, 37ºC + 0.5ºC using the USP apparatus II 
(paddle) at 100 rpm.  The test product should meet the 
following specification: 
 
NLT ( %) (Q) of metaxalone in the dosage form is 
dissolved in 60 minutes. 
 
Please note that the bioequivalence comments provided in 
this communication are preliminary.  These comments are 
subject to revision after review of the entire application, 
upon consideration of the chemistry, manufacturing and 
controls, microbiology, labeling, or other scientific or 
regulatory issues.  Please be advised that these reviews 
may result in the need for additional bioequivalence 
information and/or studies, or may result in a conclusion 
that the proposed formulation is not approvable. 
 
 

Sincerely yours, 
 
{See appended electronic signature page} 
 
Dale P. Conner, Pharm.D. 
Director, Division of Bioequivalence 
Office of Generic Drugs 
Center for Drug Evaluation and Research 

(b) (4)
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3.8 Outcome Page 

ANDA:  40445 
 
Completed Assignment for 40445 ID: 786  
 
10/30/2007  2:55:42 PM 
 
 

Reviewer:  Shrivastava, Surendra  Date 
Completed:   

Verifier:  Shriniwas Nerurkar  Date Verified:  10/30/2007 
Division:  Division of Bioequivalence    

Description: Metaxalone Tablets Sandoz (Previously 
Eon)     

 
Productivity:  

ID Date 
Entered 

Productivity 
Category Sub Category Productivity Subtota

l 
786  9/6/2006  Other  Study 

Amendment  
1   1   Edit Delete

    Bean Total: 1     
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Record of t-con between Sandoz and FDA 
Office of Generic Drugs 
Division of Chemistry 1 
Team 3   

 
FROM: Liang-Lii Huang, Ph.D.  

 
DATE: June 27, 2008 

 
ANDA: 40-445 
 

NAME/TITLE OF INDIVIDUAL from FDA: Liang-Lii Huang, Ph.D.   
Review Chemist   
FIRM: Sandoz 
NAME/TITLE OF INDIVIDUAL from the firm: Griha Mangru, Reg. Affair 
 
PRODUCT NAME:  
ANDA: 40-445  
Mataxalone tablets 800 mg 
TEL #:  252-234-2206 

 
  Record of t-con of 6/27/08 
  FDA initiated this t-con  
 

Effective 7/1/08, all ANDAs applicants have to demonstrate that their drug 
products are in compliance with USP<467> residual solvents for the drug 
products. 
  
(1) I  called Sandoz  to tell them that if their ANDAs  are not approved prior 

to July 1, 2008, they will need to submit a telephone amendment to 
address the new USP <467> issue.   

 
(2) I told them that their DP release specifications should be revised to include 

"Residual Solvents" with an acceptance criterion as " Complies with USP 
<467>".    I also told Sandoz that information and test data are necessary to 
fulfill this requirement.   

 
(3)       I told Sandoz that they may refer to OGD website at 
 

 http://www.fda.gov/cder/ogd/Residual Solvents.pdf. 
   

Also, I told Sandoz that if their ANDAs are approved prior to July 1, 2008, 
they may provide this information in their first Annual Report(s). 

 
 



SIGNATURE OF OGD REPRESENTATIVES: 
Liang-Lii Huang, Ph.D., Review chemist   

 
Location of Electronic Copy:  
 
V:\Chemistry Division I\Team 3\T-CONS\40-445 6-27-08 TCON.doc 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 
 
 
 

 
 

 
               

             Food and Drug Administration 
             Rockville, MD  20857 

 

M E M O R A N D U M  DEPARTMENT OF HEALTH AND HUMAN SERVICES 
    PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 

CENTER FOR DRUG EVALUATION AND RESEARCH 
_____________________________________________________________________________  
 
DATE:  March 29, 2010 
  
FROM: Martin Shimer 

Branch Chief, Regulatory Support Branch 
Office of Generic Drugs (HFD-600) 

   
TO:  ANDA 040445 
   
SUBJECT: Background for Sandoz’ Metaxalone Tablets, 800 mg; Decision regarding non- 

forfeiture of 180-day exclusivity 
 
 
The purpose of this memorandum is to document the status of Sandoz’s ANDA 040445 for 
Metaxalone Tablets, 800 mg, as of the date of approval, and to document the agency’s decision 
regarding whether Sandoz forfeited its 180-day generic drug exclusivity because it did not obtain 
tentative approval within 30 months.  Sandoz’ new strength amendment for the 800 mg strength 
was submitted on November 4, 2004, and contained paragraph IV certifications to the ‘128 and 
‘102 patents.  The paragraph IV certifications made Sandoz eligible for 180-day generic drug 
exclusivity.  However, Sandoz did not receive tentative approval within 30 months.  
 
I. FACTUAL BACKGROUND 
 
The following is a timeline of ANDA 040445: 
 

9/05/01 ANDA submitted 
10/17/01 Refuse to receive 
11/07/01 Amendment; this is the receipt date of the ANDA 
11/30/01 Amendment 
4/03/02 Chemistry review #1 (deficient), chemistry deficiencies faxed 
6/20/02 Bioequivalence amendment 
6/24/02 Chemistry amendment 
7/19/02 Bioequivalence amendment 
10/25/02 Chemistry amendment 
11/18/02 Chemistry amendment 
12/06/02 Chemistry amendment 
1/08/03 Labeling amendment 
3/06/03 Chemistry review #2 (deficient – major), chemistry deficiencies 

faxed 
4/15/03 Correspondence 

 



 
4/15/03 Correspondence 
2/10/04 Patent amendment 
5/13/04 Amendment (chemistry) 
11/04/04 Amendment adding 800 mg strength; included PIV 

certifications to the ‘128 and ‘102 patents 
12/16/04 Telephone amendment (chemistry) 
5/09/05 Bioequivalence review (deficient), bioequivalence deficiencies 

faxed 
12/05/05 Chemistry review #3 (deficient), chemistry deficiencies faxed 
9/06/06 Firm withdrew 400 mg strength 
9/07/06 Bioequivalence (amendment) 
10/20/06- 
11/22/06 

Serial patent amendments to the ‘566 patent (but this patent was     
not listed until 11/26/08) 

11/24/06 Patent amendment 
2/05/07 Chemistry amendment 
5/04/07 11/04/04 plus 30 months 
11/09/07 Bioequivalence review (acceptable) 
12/11/07 Correspondence 
1/29/08 Labeling amendment 
2/28/08 Patent amendment 
7/17/08 Telecon (chemistry) 
9/02/08 Telephone amendment (chemistry) 
10/01/08 Labeling review (acceptable) 
11/05/08- 
12/05/08 

Serial patent amendments to the ‘566 patent, which was listed on    
11/26/08 

6/29/09 Patent amendment 
11/24/09 Labeling amendment 
12/08/09 Labeling review (acceptable) 
12/09/09 Labeling amendment 
12/11/09 Patent amendment 
12/24/09 Telephone amendment (chemistry) 
1/15/10 Telephone amendment (chemistry) 
1/28/10 Telephone amendment (chemistry) 

 



The following chart lists the many citizen petitions that have been submitted regarding 
metaxalone: 
 

Citizen Petition 
Number 

Date 
Submitted 

Action 
Requested 

Action 
Taken 

FDA-2001-P-0001 
(formerly 01P-
0117), submitted by 
Mutual 

3/06/01 Reclassify metaxalone tablets as a drug product with 
potential or actual bioequivalence problems and 
make inclusion of an in vivo fasting bioequivalence 
study a condition of approval for an ANDA 

Granted 
1/30/02 

01P-0481, submitted 
by Elan 

10/17/01 That FDA require, as a condition for generic 
approval of solid oral dosage forms of metaxalone, 
an acceptable in vivo fasting and fed BE study. 

Granted 
3/21/02 

FDA-2003-P-0081 
(formerly 03P-
0027), submitted by 
Eon (now Sandoz) 

1/28/03 Restore the labeling for Skelaxin that was approved 
as of May 31, 2002; or in the alternative, determine 
that the May 31, 2002 labeling was not withdrawn 
for safety or effectiveness reasons. 

Withdrawn 
1/17/08 

FDA-2004-P-0426 
(formerly 04P-
0140), CP1 and 
PSA1 submitted by 
RLD-holder King 
Pharmaceutical 
 
 
PSA2 submitted by 
Mutual 

3/18/04 
(CP1 
&PSA1) 
 
 
 
 
 
4/05/04 
(PSA2) 
 

CP1 & PSA1;: (1) Rescind the March 1, 2004, “Dear 
Applicant” letter regarding metaxalone labeling, (2) 
require applicants seeking approval to market 
generic metaxalone products that rely on Skelaxin 
to submit a patent certification, and (3) prohibit 
the removal from generic labeling of the 
pharmacokinetics information that appears in the 
Skelaxin labeling. 
PSA2: Stay any final approval of NDA 13-217/S-046 
or any other labeling supplement for Skelaxin 

Pending 

FDA-2007-P-0017 
(formerly 07P-
0296), submitted by 
Mutual 

7/27/07 Require potential drug-drug interaction (DDI)-related 
labeling changes for Skelaxin 

Denied 
7/18/08 

FDA-2008-P-0052, 
submitted by Mutual  

1/22/08 Refrain from approval of any ANDAs for 
metaxalone products until (1) certain in vivo DDI 
studies of Skelaxin are conducted and any relevant 
results are included in Skelaxin’s labeling, and (2) 
the Agency establishes statistical criteria related to 
Tmax, if Tmax is determined to be a relevant safety 
consideration, and requires all applicants seeking 
approval of a generic version of metaxalone to 
demonstrate equivalence either by satisfying the 
criteria or submitted the results of certain in vivo DDI 
studies.  

Denied 
7/18/08 

FDA-2009-P-0223, 
submitted by Mutual 

5/15/09 Declare that Skelaxin (metaxalone tablets 800 mg) is 
a delayed dosage form and take other related actions. 

Pending 

 





“Tentative approval” means, generally, that an ANDA otherwise meets the requirements for 
approval under the Act, but cannot be fully approved for marketing because of patent or 
exclusivity protections. Section 505(j)(5)(B)(iv)(II)(dd).  The “failure to obtain tentative 
approval” forfeiture provision establishes a bright line standard: If within 30 months an ANDA 
has been determined by the agency to meet the statutory standards for approval and it is only 
patent and/or exclusivity protection that prevents full approval, then an applicant maintains 
eligibility for 180-day exclusivity.  If this standard is not met in 30 months, eligibility for 180-
day exclusivity is forfeited.  It should be noted that the 30-month timeframe generally is without 
regard to the length of time the ANDA was under review by the Agency.  One exception to this 
general rule, described in section 505(j)(5)(D)(i)(IV), states that forfeiture will not occur if "the 
failure [to obtain a tentative approval] is caused by a change in or a review of the requirements 
for approval of the application imposed after the date on which the application is filed". 
 
A second exception is found in new section 505(q)(1)(G) of the Act, enacted as part of the 
Food and Drug Administration Amendments Act of 2007 (Pub. Law 110-85)(FDAAA).2  
This section, however, is not relevant here because the still-pending petitions regarding 
metaxalone are not 505(q) petitions.3   Therefore, only the first exception described above 
might provide a basis for finding that Sandoz has not forfeited its 180-day exclusivity. It was 
FDA’s policy, prior to passage of the FDAAA, generally to regard a citizen petition that 
seeks to impose conditions on the approval of ANDAs (such as the citizen petition submitted 
by King) as creating a “review of the requirements for approval.”  
 
II. DISCUSSION 
 
Sandoz’ new strength amendment for the 800 mg strength was submitted on November 4, 2004, 
and was never tentatively approved.  The date of submission of the new strength amendment plus 
30 months was May 4, 2007; therefore, Sandoz’ ANDA was not tentatively approved within 30 
months. 
 
 
 
 
 
 
                                                
2 This provides that  
 

If the filing of an application resulted in first-applicant status under subsection 
(j)(5)(D)(i)(IV) and approval of the application was delayed because of a [505(q)] petition, 
the 30-month period under such subsection is deemed to be extended by a period of time 
equal to the period beginning on the date on which the Secretary received the petition and 
ending on the date of final agency action on the petition (inclusive of such beginning and 
ending dates), without regard to whether the Secretary grants, in whole or in part, or denies, 
in whole or in part, the petition. 

 
Pursuant to this provision, therefore, the 30-month period will be extended for the prescribed period during the 
review of a related petition subject to section 505(q). 
 
3 The petition and petition for stay of action in FDA-2004-P-0426 were submitted well before passage of the 
FDAAA, and the petition in FDA-2009-P-0223 does not contain a request to take any form of action relating to a 
pending 505(b)(2) or 505(j) application. 





24, 2006, labeling changes for Skelaxin that included, among other changes, the following 
information in the Precautions section:  

 
Taking SKELAXIN with food may enhance general CNS depression; elderly 
patients may be especially susceptible to this CNS effect.  

 
Skelaxin has only one indication (as an adjunct to rest, physical therapy, and other measures for 
the relief of discomforts associated with acute, painful musculoskeletal conditions), so 
everything in the Precautions section applies to that one use.   Carving out patent-protected 
language from the Precautions section of a label that pertains to a labeled use would generally 
not be permitted.     
When an ANDA is tentatively approved, the proposed labeling must be acceptable to the 
agency.  It was not possible, therefore, because of the patent-protected language, to 
tentatively approve Sandoz’ 800 mg product prior to the resolution of the patent case 
involving these patents.  Sandoz submitted its amendment for the 800 mg strength on 
November 4, 2004, and 30 months from that date is May 4, 2007.  During that entire time 
the agency had pending before it King’s citizen petition that prompted a review of a 
requirement for approval of a generic drug application, namely, what the appropriate 
labeling should be.  The court’s finding that the two patents are invalid essentially 
renders the matter moot, for it permitted Sandoz to amend its proposed labeling so that it 
is identical to that of Skelaxin.   
  
III. CONCLUSION 
 
Sandoz was the first ANDA applicant to submit a substantially complete ANDA for 
Metaxalone Tablets, 800 mg, with a paragraph IV certification to the ‘128 and ‘102 
patents.  Therefore, Sandoz is eligible for 180 days of generic drug exclusivity for 
Metaxalone Tablets, 800 mg.  Although Sandoz failed to obtain tentative approval of 
their ANDA within 30 months after the date on which the supplement for the 800 mg 
strength was filed, we have determined that this was caused by a change in or a review of 
the requirements for approval of the application imposed after the date on which the 
application was filed. 
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From:  West, Robert L   
Sent: Sunday, March 28, 2010 10:54 AM 
To: CDER EESQUESTIONS 
Cc: Tran, Trang; Ames, Timothy W; Rickman, William P; Read, David T 
Subject: FW: SANDOZ'S ANDA 40-445 FOR METAXALONE TABLETS - FIRST GENERIC APPROVAL - STATUS OF 

 INSPECTION 
 
Dear EES: 
 
Please refer to the email sent to CDER EESQUESTIONS on February 1, 2010 (copy below) 
regarding OGD's planned approval of Sandoz's ANDA 40-445 for Metaxalone Tablets. 
 
At this time, there does not appear to be any indication in EES that an inspection of the 

 facility in  has been scheduled or initiated. 
 
In the absence of information from the Office of Compliance documentating safety issues 
associated with the  at the  facility, OGD plans to grant approval 
to Sandoz's ANDA 40-445 for Metaxalone Tablets 800 mg by noon on Wednesday, March 31, 
2010.  As noted below, this site appears to have an acceptable inspectional history and there are 
no "OAI" alerts indicated.  All other sites associated with the manufacture of this drug product 
have "Acceptable" recommendations made since September 2009. 
 
Thank you, 
 
Bob 
  
 
 
______________________________________________  
From:  West, Robert L   
Sent: Monday, February 01, 2010 12:09 PM 
To: CDER EESQUESTIONS 
Cc: Rosa, Carmelo R; Stock, Marisa; Ames, Timothy W; Tran, Trang 
Subject: SANDOZ'S ANDA 40-445 FOR METAXALONE TABLETS - FIRST GENERIC APPROVAL - STATUS OF 

 INSPECTION 
 
Dear EES: 
 
Later this month OGD anticipates having a first-generic approval package ready for Sandoz's 
ANDA 40-445 for Metaxalone Tablets, 800 mg.  This represents a first-generic approval for a 
product that has been without generic competition for more than 40 years!  The NDA holder has 
up until now been successful in delaying generic competition through a series of labeling changes 
and Citizen Petitions. 
 
Currently, all facilities in EES are "acceptable", with the exception of the  

   Acceptable recommendations 
have been provided twice in the past for this facility under this ANDA.  However, due to the length 
of time this ANDA is been with us, another update was requested in September 2009.  It now 
appears that a reinspection has been proposed for this facility. 
 
Please advise as to whether this inspection has been scheduled. 
 
Thank you, 
 
Bob 
 
 

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4) (b) (4)

(b) (4) (b) (4)
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 OGD APPROVAL ROUTING SUMMARY 
 
ANDA # 40-445 ApplicantSandoz, Inc. 
Drug Metaxalone Tablets    Strength(s)800 mg 
 
APPROVAL    TENTATIVE APPROVAL    SUPPLEMENTAL APPROVAL (NEW STRENGTH)    OTHER  
 
REVIEWER:       DRAFT Package  FINAL Package 
 
1.   Martin Shimer        
     Chief, Reg. Support Branch   

Contains GDEA certification:   Yes    No  Determ. of Involvement? Yes   No  
(required if sub after 6/1/92)      Pediatric Exclusivity System 
       RLD =Skelaxin NDA# 13-217 
Patent/Exclusivity Certification: Yes    No        Date Checked N/A 
If Para. IV Certification- did applicant        Nothing Submitted         
Notify patent holder/NDA holder Yes    No   Written request issued    
Was applicant sued w/in 45 days:Yes    No   Study Submitted     
Has case been settled:          Yes    No  Date settled:      
Is applicant eligible for 180 day         
Generic Drugs Exclusivity for each strength:  Yes    No  
Date of latest Labeling Review/Approval Summary       
Any filing status changes requiring addition Labeling Review  Yes    No        
Type of Letter:Full Approval.  
Comments:800 mg strength was submitted as a New Strength Amendment to ANDA 40-445 on 11/4/2004, BOS=Skelaxin NDA 13-

217, PIV to '128 and '102.  As this strength was submitted as an amendment there is no outgoing filing letter.  There is both 
a filing review checklist indicating that the application is substantially complete and a DBE checklist which indicates that 
Fasting and Fed studies were conducted and are acceptable for the purpose of filing the ANDA.  Applicant sent a letter w/d 
the 400 mg strength from this ANDA on 9/6/2006-this correspondence was formally acknowledged and the Agency's W/D Letter was 
issued on 9/20/2006. Firm submitted PIV certs to the '128 and '102(from looking at this PIV cert it appears that Sandoz's 
intent was to provide a PIV to the '566  but their certification does not come out and state this.  The same patent cert was 
provided again on 10/24, 10/25, 10/26, 10/27, 10/30, 11/13, 11/14, 11/15, 11/16, 11/17, 11/20, 11/21, 11/22.  On June 26, 
2009 the sponsor submitted a patent amendment which included-RR from Elan Pharmaceuticals signed and dated 11/8/2004, RR from 
Jones PHarma signed and dated 11/9/2004, RR from King signed and dated 11/8/2004, notice was sent on 11/3/2004, CA 04-5540 
was filed in the Eastern D of NY on 12/17/2004 for infringement of the '128 and '102  patents, 30 month stay of approval will 
expire on 5/9/2007.  The 6/26/2009(in the EDR) amendment also included a copy of an Order signed by the DC for the Eastern 
District of NY on 6/3/2009 which found that the '128 and '102 patents are INVALID and the case was dismissed. Sandoz provided 
a PIV cert to the '566 patent on 11/5/2008, 11/6, 11/7, 11/10, 11/12, 11/13, 11/14, 11/17, 11/19, 11/20, 11/21, 11/24, 11/25, 
11/26, 11/28, 12/1, 12/2, 12/3, 12/4, and 12/5/2008.  Sandoz submitted a patent amendment on 12/11/2009-RR from UBS AG 
Stamford signed and dated 11/18/2008, RR from King Pharmaceuticals in Bristol TN signed and dated 11/10/2008, RR from UBS AG 
STamford in Costa Mesa CA signed and dated 11/17/2008 againg 11/18/2008…after reviewing this patent amendment it is clear 
that Sandoz sent notice to the appropriate parties on a daily basis as they submitted their serial certifications to the '566 
patent.  The 12/11/09 patent amendment contains multiple RRs from the same parties with dates on the RRs between 11/10/2008 
and 12/8/2008.  CA 08 CV 5974 was filed in the D of NJ on 12/5/2008 for infringement of the '566 patent.  

 Normally it would be necessary to ascertain the date upon which the '566 was listed in the OB in order to figure out 
which of the serial certifications was the first valid certification.  However, because there can be no 30 month stay of 
approval related to the '566 patent and because there is no opportunity for 180 day exclusivity related to the '566 patent 
this information is unnecessary.  Furthermore, we know that notice was adequately served to the appropriate parties as suit 
was brought in the D of NJ.  

Date3 February 2010 
  

Date 3/30/10 

InitialsMHS Initials rlw 



This application is subject to post-MMA(this amendment submitted by Sandoz was the first submitted for the 800 mg 
strength and was submitted after implementation of MMA) rules concerning 180 day exclusivity and eligibility for approval.  
Therefore, there is no 30 month stay of approval associated with the suit on the '566 patent, the '566 is not a barrier to 
approval at this time.  The DC issued a ruling in favor of Sandoz with respect to the '128 and '102 patents so neither of 
these patents is a barrier to approval.  Under MMA the first applicant is required to secure TA within 30 months of the 
submission date that qualifies that applicant for 180 day exclusivity.  The NSA for the 800 mg product was submitted on 
11/4/2004, became eligible for exclusivity as of this date but was not TA'd before 5/4/2007.  Therefore at first pass it 
would appear that Sandoz has forfeited eligibility for 180 day exclusivity.  The Agency will need to make a formal 
determination regarding whether either of the pending Citizen's Petitions for this drug product resulted in a tolling of the 
forfeiture period such that Sandoz would still be considered eligible for 180 day exclusivity.             

 
Addendum:  The agency has determined that Sandoz is eligible for 180-day generic 
drug exclusivity for Metaxalone Tablets, 800 mg.  See Memorandum to the Record 
dated March 29, 2010 and entered into DARRTS./RLWest 3/30/10. 

 
 
2.  Project Manager, Nitin Patel Team 3     Review Support Branch    
        

Original Rec′d date8/31/2001 EER Status   Pending   Acceptable  OAI  
Date Acceptable for Filing11/7/2001 Date of EER Status Please see Memo 
Patent Certification (type)IV Date of Office Bio Review 11/9/2007 
Date Patent/Exclus.expires2/6/2026 Date of Labeling Approv. Sum 12/8/2009 
Citizens' Petition/Legal Case Yes  No  
(If YES, attach email from PM to CP coord) 

Labeling Acceptable Email Rec'd Yes  No  
Labeling Acceptable Email filed Yes  No  

First Generic                 Yes  No  Date of Sterility Assur. App. NA 
Priority Approval   Yes  No  
(If yes, prepare Draft Press Release, Email 
it to Cecelia Parise) 

Methods Val. Samples Pending  Yes  No   
MV Commitment Rcd. from Firm  Yes  No  

Acceptable Bio reviews tabbed Yes  No  Modified-release dosage form: Yes   No  
Bio Review Filed Electronically:Yes  No  Interim Dissol. Specs in AP Ltr:  Yes  
Suitability Petition/Pediatric Waiver Yes   
Pediatric Waiver Request Accepted Rejected Pending  
Previously reviewed and tentatively approved            Date       
Previously reviewed and CGMP def. /NA Minor issued        Date        

    Comments:PM will put CP note here.      
 
 
3. Labeling Endorsement  
 Reviewer:           Labeling Team Leader: 
 
  

 Comments: 
 ______________________________________________  
From:  Grace, John F   
Sent: Monday, March 22, 2010 9:44 AM 
To: Nour, Burhan; Tran, Trang; Hoppes, Charles V 
Subject: RE: Request for labeling endorsement for ANDA-040445 Product Name:  METAXALONE Dosage Form:  TABLET Applicant:  
SANDOZ INC  
 

Date12/11/2009   Date3/31/10 
InitialsNP InitialsTTforNP 

Date3/18/10   Date3/22/10 
Name/InitialsBN Name/InitialsJG 



concur. 
 
_____________________________________________  
From:  Nour, Burhan   
Sent: Thursday, March 18, 2010 4:53 PM 
To: Tran, Trang; Hoppes, Charles V 
Cc: Grace, John F 
Subject: RE: Request for labeling endorsement for ANDA-040445 Product Name:  METAXALONE Dosage Form:  TABLET Applicant:  
SANDOZ INC  
 
Charlie, 
 
There are no changes or updates. 
 
Burhan 
 
_____________________________________________  
From:  Tran, Trang   
Sent: Thursday, March 18, 2010 4:03 PM 
To: Nour, Burhan; Grace, John F 
Subject: Request for labeling endorsement for ANDA-040445 Product Name:  METAXALONE Dosage Form:  TABLET Applicant:  
SANDOZ INC  
 
Hi Burhan and John, 
 
Could you please send me the labeling endorsement for the above ANDA? Attached are the copies of the Labeling Approval 
Summary and the AP letter. 
 
Thanks, 
 
Trang 
 
 
4. David Read (PP IVs Only) Pre-MMA  Language included    Date  3/30/10 
 OGD Regulatory Counsel,   Post-MMA Language Included    Initials rlw/for 

Comments:Text of approval letter has been reviewed by D.Read. 
 
 
5. Div. Dir./Deputy Dir.               
    Chemistry Div. I  
      

Comments:cmc ok. 
 
 
 
6.  Frank Holcombe  First Generics Only    Date 3/30/10 
    Assoc. Dir. For Chemistry       Initials rlw/for    Comments: (First generic drug 
review) 
 N/A.  CorePharma's ANDA 40-486 was granted tentative approval on 6/11/03. 
 

Date3/12/10  
InitialsPS 



        
7.   Vacant          Date       Deputy Dir., DLPS   
      Initials      
 RLD = Skelaxin Tablets, 800 mg 
            King Pharmaceuticals, Inc.  NDA 13-217 
 
 
8.   Peter Rickman         Date 3/30/10 
     Director, DLPS         Initials rlw/for 

Para.IV Patent Cert: Yes   No ;Pending Legal Action: Yes  No ; Petition: Yes  No       Comments: Bioequivalence 
studies (fasting and non-fasting) found acceptable. 

In-vitro dissolution testing also found acceptable.  Bio study sites have acceptable 
DSI inspectional histories.  Office-level bio endorsed 11/9/07. 
 
Final-printed labeling (FPL) found acceptable for approval (Approval Summary #3) 
12/8/09, as endorsed 3/22/10. 
 
CMC found acceptable for approval (Chemistry Review #4). 
 

 
OR 
 
 
8. Robert L. West         Date  3/31/10 
      Deputy Director, OGD        Initials RLWest 
      Para.IV Patent Cert: Yes  No ; Pending Legal Action: Yes  No ; Petition: Yes  No  
      Press Release Acceptable  
 Comments:Refer to M.Shimer's discussion above regarding the '128, '102 and '566 
      patents and why they do not block approval of this ANDA.  There are no additional 
      patents or exclusivity listed in the current "Orange Book" for this drug product. 
 
      EES deemed to be Acceptable.  All facilities have a current "Acceptable"  
      recommendation in EES with the exception of  in 
      .  This facility appears not to have been scheduled for 
      a reinspection.  As documented in my email memorandum to OC dated February 1, 
      2010 and again on March 28, 2010, OGD will proceed to approved this ANDA in the 
      absence of information from OC.  OC has not responded to the March 28, 2010 
      email.  Copy of email filed in DARRTS for this ANDA. 
 
      This ANDA is recommended for approval. 
 
 
 
 
 
 
9.   Gary Buehler         Date  3/31/10 

Director, OGD         Initials  rlw/for 
Comments:First-generic approval for this drug product. 
First Generic Approval       PD or Clinical for BE      Special Scientific or Reg.Issue  

(b) (4)

(b) (4)



 Press Release Acceptable  
 
10. Project Manager, Nitin Patel Team  3    Date3/31/10 

 
Review Support Branch        Initials       
     Date PETS checked for first generic drug (just prior to notification to firm)  
 
Applicant notification: 
3/31/10Date notified of approval by phone  
3/31/10Date approval letter faxed 
 
FDA Notification: 
3/31/10Date e-mail message sent to "CDER-OGDAPPROVALS″ distribution list. 
     Date Approval letter copied to \\CDS014\DRUGAPP\ directory. 
 
 

 
EER DATA: 
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