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APPROVAL LETTER 
 



 
 

DEPARTMENT OF HEALTH & HUMAN SERVICES 
 
 
 

 
 

 
               

             Food and Drug Administration 
             Rockville, MD  20857 

 

ANDA 091226/S-001 
 
 
Mylan Pharmaceuticals Inc. 
Attn: Joseph J. Sobecki 
781 Chestnut Ridge Road 
P.O. Box 4310 
Morgantown, WV 26505-4310 
 
 
Dear Sir: 
 
This is in reference to your supplemental new drug application dated June 15, 2012 
submitted under section 505(j) of the Federal Food, Drug, and Cosmetic Act, regarding 
your abbreviated new drug application for Atorvastatin Calcium Tablets, 10 mg, 20 mg, 
40 mg and 80 mg. 
 
Reference is also made to your amendments dated January 25, 2013 and March 1, 2013. 
The supplemental application, submitted as “Prior Approval Supplement”, provides for: 
 

-Change of the drug substance from  to a crystalline form 
(trihydrate) 
 

We have completed the review of this supplemental application and it is approved. 
We remind you that you must comply with the requirements for an approved abbreviated 
new drug application described in 21 CFR 314.80-81. 
 
The Generic Drug User Fee Amendments of 2012 (GDUFA) (Public Law 112-144, Title 
III) established certain provisions with respect to self-identification of facilities and 
payment of annual facility fees. Your ANDA identifies at least one facility that is subject 
to the self identification requirement and payment of an annual facility fee. Selfidentification 
must occur by June 1 of each year for the next fiscal year. Facility fees 
must be paid each year by the date specified in the Federal Register notice announcing 
facility fee amounts. All finished dose form (FDFs) or active pharmaceutical ingredient 
(APIs) manufactured in a facility that has not met its obligations to self identify or to pay 
fees when they are due will be deemed misbranded. This means that it will be a violation 
of federal law to ship these products in interstate commerce or to import them into the 
United States. Such violations can result in prosecution of those responsible, injunctions, 
or seizures of misbranded products. Products misbranded because of failure to selfidentify 
or pay facility fees are subject to being denied entry into the United States. 
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The material submitted is being retained in our files. 
 

Sincerely yours, 
 
{See appended electronic signature} 
 
Vilayat A. Sayeed, Ph.D. 
Director Division of Chemistry III 
Office of Generic Drugs 
Center for Drug Evaluation and Research    
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ANDA 091226/S-001        
 

COMPLETE RESPONSE 
 
 
 
 
Mylan Pharmaceuticals Inc. 
Attention: Joseph Sobecki 
                 Vice President, Regulatory Affairs 
781 Chestnut Ridge Road, P.O. Box No. 4310 
Morgantown, WV 26504-4310 
 
 
 
Dear Sir: 
 
This is in reference to your supplemental new drug application dated June 15, 2012, submitted 
pursuant to section 505(j) of the Federal Food, Drug, and Cosmetic Act, regarding your 
abbreviated new drug application for Atorvastatin Calcium Tablets, 10 mg (base), 20 mg (base), 
40 mg (base), and 80 mg (base). 
 
Reference also made to your amendments dated November 27, 2012 and January 25, 2013. 
 
The supplement, submitted as “Prior Approval Supplement,” provides for a change in the 
Atorvastatin Calcium drug substance from  form of drug substance (Atorvastatin 
Calcium USP) as approved in the ANDA, to a relatively more stable crystalline form 
(trihydrate), and consequential changes to the CMC controls. 
 
We have completed the review of your sANDA and have determined that we cannot approve this 
sANDA in its present form. We have described our reasons for this action below and, where 
possible, our recommendations to address these issues. 
 
PRODUCT QUALITY  
 
Please refer to the Quality deficiencies faxed by this agency on February 11, 2013. 
 
BIOEQUIVALENCE 
 
The Division of Bioequivalence I (DBI) has completed its review of your submission 
acknowledged on the cover sheet and the following deficiency has been identified: 
 
During an inspection conducted by the Office of Scientific Investigation (OSI) in  
for another application, at the analytical site, Mylan Laboratories Limited, Hyderabad, India, 
(formerly known as Matrix Laboratories Ltd.), the same site where your in vivo bioequivalence 
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02/22/2013
Signed for G. Geba

Reference ID: 3265618



 
 

CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 

APPLICATION NUMBER: 
ANDA 91226/S001 

 
 
 
 
 

CHEMISTRY REVIEWS 



 

 

OFFICE OF GENERIC DRUGS 
 

REVIEW OF SUPPLEMENT TO 
ABBREVIATED NEW DRUG APPLICATION 

 
1. CHEMIST'S REVIEW NUMBER 
Review #1 
 
2. ANDA NUMBER 
ANDA 91226/S-001 
 
3. NAME AND ADDRESS OF APPLICANT 
MYLAN PHARMACEUTICALS INC. 
Attn: Joseph J Sobecki 
781 Chestnut Ridge Road 
P.O. Box 4310 
Morgantown, WV 26505-4310 
 
4. PURPOSE OF AMENDMENT/SUPPLEMENT 
To provide for a change in the drug substance from  to a crystalline form 
(trihydrate) 
 
5. DATE(S) OF SUBMISSION(S) 
6/15/2012 Original PAS Submission 
1/25/2013 Gratuitous Amendment 
3/1/2013 Tele Amendment 
 
6. PHARMACOLOGICAL CATEGORY 
Indicated in the prevention of cardiovascular disease and hypercholesterolemia 
 
7. NAME OF DRUG 
Atorvastatin Calcium Tablets 
 
8. NONPROPRIETARY NAME 
Atorvastatin Calcium Tablets 
 
9. DOSAGE FORM 
Tablets 
 
10. POTENCY 
10 mg, 20 mg, 40 mg and 80 mg 
 
11. HOW DISPENSED 
Oral 
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12. RELATED IND/NDA/DMF(s) 
DMF 21477 for crystalline form of Atorvastatin Calcium 
 
13. STERILIZATION 
NA 
 
14. LABELING 
Per the labeling reviewer, per 21 CFR 314.70(d)(2)(ix), "a change in the labeling concerning the 
description of the drug product or in the information about how the drug product is supplied…" 
is annual reportable. 
 
15. ESTABLISHMENT INSPECTION 
EES is not required as the firm provided cGMP certification. 
 
16. BIOEQUIVALENCY STATUS 
Pending review 
 
17. COMPONENTS, COMPOSITION, MANUFACTURING, CONTROLS 
See review notes. 
 
18. Packaging 
N/A 
 
19. STABILITY 
See review notes. 
 
20. REMARKS AND CONCLUSIONS 
CMC Approvable 
 
21. ORDER OF REVIEW 

The application submission(s) covered by this review was taken in the date order of 
receipt? 

 Yes  or  X No.  If no, explain reason(s) below: 
The review is expedited per DARRTS document dated 12/3/2012. 
 
Special Product Online Tracking (SPOT)? 

 Yes  or   No.  If yes, complete a SPOT form. 
 
22. REVIEWER AND DATE COMPLETED 
3/13/2013 
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Review Notes 
Applicant has submitted original supplement dated June 15, 2012 and a gratuitous amendment 
dated Jan 25, 2013.  The contents of the gratuitous amendment are incorporated throughout the 
review at appropriate sections as they fit.  The applicant has submitted a Tele Amendment dated 
3/1/2013 in response to a Tele deficiency date 2/11/2013.  These are reviewed in the order from 
the latest.  
 
Review of Tele Amendment dated 3/1/2013: 
The firm was cited telephone deficiencies from the review of original supplement; here is the 
review of their response: 

Reference ID: 3287919
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Reviewer’s comment: 
The information provided in this section is acceptable. 
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ANDA 091226/S001 
 
MYLAN PHARMACEUTICALS INC. 
Attn: Joseph J Sobecki  
781 Chestnut Ridge Road 
P.O. Box 4310 
Morgantown, WV 26505-4310 
 
Dear Sir: 
 
This is in reference to your supplemental new drug application dated June 15, 2012 
submitted under section 505(j) of the Federal Food, Drug, and Cosmetic Act, regarding 
your abbreviated new drug application for Atorvastatin Calcium Tablets, 10 mg, 20 mg, 
40 mg and 80 mg. 
 
Reference is also made to your amendments dated January 25, 2013 and March 1, 2013. 
 
The supplemental application, submitted as “Prior Approval Supplement”, provides for:  
 

-Change of the drug substance from  to a crystalline form 
(trihydrate). 

 
We have completed the review of this supplemental application and it is approved. 
 
We remind you that you must comply with the requirements for an approved abbreviated 
new drug application described in 21 CFR 314.80-81. 
 
The Generic Drug User Fee Amendments of 2012 (GDUFA) (Public Law 112-144, Title 
III) established certain provisions with respect to self-identification of facilities and 
payment of annual facility fees. Your ANDA identifies at least one facility that is subject 
to the self identification requirement and payment of an annual facility fee. Self-
identification must occur by June 1 of each year for the next fiscal year. Facility fees 
must be paid each year by the date specified in the Federal Register notice announcing 
facility fee amounts. All finished dose form (FDFs) or active pharmaceutical ingredient 
(APIs) manufactured in a facility that has not met its obligations to self identify or to pay 
fees when they are due will be deemed misbranded. This means that it will be a violation 
of federal law to ship these products in interstate commerce or to import them into the 
United States. Such violations can result in prosecution of those responsible, injunctions, 
or seizures of misbranded products. Products misbranded because of failure to self-
identify or pay facility fees are subject to being denied entry into the United States. 
 
The material submitted is being retained in our files. 
 
 
       Sincerely yours, 
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{See appended electronic signature} 
Vilayat A. Sayeed, Ph.D. 
Director 

      Division of Chemistry III 
       Office of Generic Drugs 

           Center for Drug Evaluation and Research
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Endorsements:  
HFD-630/H.Li/3/20/2013 
HFD-630/LNagavelli/3/21/2013 
HFD-617/LASears/3/22/13 
 
V:\Chemistry Division III\Team 34\Final Version For DARRTS Folder\PAS\91226_S001R1.doc 
 
Type of Letter: Approvable 
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Template Version: July 25 2012 

Page 2 of 7 

 
1 EXECUTIVE SUMMARY 

This is a post-approval supplement amendment review. 
 
The original submission on 12/30/2008 contains the results of fasting and fed 
bioequivalence (BE) studies comparing the test product, Atorvastatin Calcium Tablets, 
EQ 80 mg base, to the corresponding reference product, Pfizer’s Lipitor® (Atorvastatin 
Calcium) Tablets, EQ 80 mg base. Each of the BE studies was designed as a single-dose, 
two-way crossover study in healthy male subjects. The firm’s submission was found 
acceptable by Division of Bioequivalence I (DBI) (DARRTS: REV-BIOEQ-01(General 
Review) dated 09/02/2010 and 02/17/2011). The ANDA was approved by the Office of 
Generic Drugs on 05/29/2012. 
 
In supplement 001 submitted on 06/18/2012, the firm proposed a change in the 
Atorvastatin Calcium drug substance from  form (Atorvastatin Calcium 
USP) as approved previously to a relatively more stable crystalline form (trihydrate). 
Other than the active pharmaceutical ingredient (API), there is no additional change in 
the formulation. To support the proposal, the firm submitted a fasting BE study 
comparing the changed test product Atorvastatin Calcium Tablets, 80 mg, to the 
corresponding reference product, Pfizer’s Lipitor® (Atorvastatin Calcium) Tablets, 80 mg. 
The fasting study was designed as a single-dose, two-way crossover study in healthy 
male subjects. The fasting study was found inadequate due to  finding on the 
analytical site by the Office of Scientific Investigations (OSI) (DARRTS: REV-BIOEQ-
01(General Review) dated 12/14/2012). 
 
In the current amendment to the supplement submitted on 03/01/2013, the firm provides 
satisfactory response to the OSI finding. 
 
The firm has conducted acceptable comparative dissolution testing between the pre-
change and post-change test products of all strengths using the FDA-recommended 
dissolution method. The firm also used the dissolution specification of “NLT 80% (Q) in 
15 minutes” as recommended by DBI previously. 
 
The application is adequate. 
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3.5 Recommendations 

1. The Division of Bioequivalence accepts the fasting BE study (24902/11-12) conducted 
by Mylan Pharmaceuticals Inc. on its Atorvastatin Calcium Tablets, 80 mg, lot #1101983, 
with crystalline form API, comparing it to Pfizer’s Lipitor® (Atorvastatin Calcium) 
Tablets, 80 mg, lot #V112208. 
 
2. The in vitro dissolution testing conducted by Mylan Pharmaceuticals Inc. on its test 
product, Atorvastatin Calcium Tablets, 10 mg (lot #1101979), 20 mg (lot #1101980), 
40 mg (lot #1101982) and 80 mg (lot #1101983), using crystalline form (trihydrate) 
of active pharmaceutical ingredient (API), is adequate. 
 
 
3.6 Comments for Other OGD Disciplines 

None 
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BIOEQUIVALENCE COMMENTS TO BE PROVIDED TO THE APPLICANT 
 
ANDA: 091226/S001 

APPLICANT: Mylan Pharmaceuticals Inc. 

DRUG PRODUCT: Atorvastatin Calcium Tablets, EQ 10 mg, 20 mg, 40 mg and 80 
mg base 

 
The Division of Bioequivalence has completed its review of your submission 
acknowledged on the cover sheet and has no further questions at this time. 
 
We acknowledge that you will continue to conduct dissolution testing for your test 
product, Atorvastatin Calcium Tablets, EQ 10 mg, 20 mg, 40 mg, and 80 mg base, using 
the following FDA-recommended dissolution method and specification: 
 
Medium: 0.05 M Phosphate Buffer, pH 6.8 
Volume: 900 mL 
Temperature: 37°C ± 0.5°C 
USP Apparatus: II (Paddle) 
Rotational Speed: 75 rpm 
 
The test product should meet the following specification: 
 
NLT 80% (Q) of labeled amount of Atorvastatin in the dosage form is dissolved in 15 
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 I 
Office of Generic Drugs 
Center for Drug Evaluation and Research 
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3.7 Outcome Page 

ANDA:  091226 
 
Enter Review Productivity and Generate Report 
Completed Assignment for 091226 ID: 19267  

Reviewer:  Liu, Qing  Date 
Completed:   

Verifier:  ,  Date Verified:  
Division:  Division of Bioequivalence    

Description: Amendment: Atorvastatin Calcium Tablets, EQ 10 mg, 20 
mg, 40 mg and 80 mg base    

 
Productivity:  

ID Letter 
Date 

Productivity 
Category Sub Category Productivity Subtotal

19267  3/1/2013  Other 
(REGULAR)  

OSI Inspection Review 
Report  

1   1   

    Total:  1   
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3.10 Recommendations 

1. The Division of Bioequivalence finds the fasting BE study (24902/11-12) conducted 
by Mylan Pharmaceuticals Inc. on its Atorvastatin Calcium Tablets, 80 mg, lot 
#1101983, with crystalline form API, comparing it to Pfizer’s Lipitor® (Atorvastatin 
Calcium) Tablets, 80 mg, lot #V112208, inadequate due to the deficiency above. 

 
2. The in vitro dissolution testing conducted by Mylan Pharmaceuticals Inc. on its test 

product, Atorvastatin Calcium Tablets, 10 mg (lot #1101979), 20 mg (lot #1101980), 
40 mg (lot #1101982) and 80 mg (lot #1101983), using crystalline form (trihydrate) 
of active pharmaceutical ingredient (API), is adequate. 

 
 
3.11 Comments for Other OGD Disciplines 

None 
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Reviewer’s Comment: 
There is some sampling time deviation. The firm used the scheduled sampling time for 
pharmacokinetic parameters calculation while the reviewer used actual sampling time for 
calculation. The firm and the reviewer showed similar results. 
 
Did dropouts/adverse events/protocol deviations affect the study outcome?   
No 

Comments on Dropouts/Adverse Events/Protocol Deviations: 
Acceptable 
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The table below lists all the subjects with AUCt/AUCi ration less than 0.8: 
Subject # Treatment AUCt/AUCi Reason for AUCt/AUCi less than 0.8 

Test 0.55 unreliable determination of elimination phase 
Test 0.68 unreliable determination of elimination phase 
Test 0.78 unreliable determination of elimination phase 

Reference 0.76 unreliable determination of elimination phase 
Reference 0.77 unreliable determination of elimination phase 
Reference 0.60 unreliable determination of elimination phase 
Reference 0.77 unreliable determination of elimination phase 

 
The concentration-time profiles for these subjects are as below: 

Reference ID: 3230274
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Since the AUCi/AUCt ratios for most of the subjects are greater than 0.8, the reviewer re-
analyzed the data excluding subjects with AUCt/AUCi ratio less than 0.8 for Kel 
estimation of P-OH-Atorvastatin. The 90% CI of AUCi is still within the acceptable BE 
limit. 
 
Was the fasting bioequivalence study acceptable? 
Inadequate pending firm’s response to OSI finding. 
 
Comments on SAS Program selected, Subject variability, any Tmax differences (if 
applicable), Pharmacokinetic and Statistical Analysis:  
The Tmax is comparable between test and reference products. 
Median Tmax (hrs) Test Reference 
Atorvastatin 1.25 1.125 
O-OH-Atorvastatin 1.5 1.75 
P-OH-Atorvastatin 4.5 5 
 
 
 
 

Reference ID: 3230274

(b) (4)









ANDA 091226 
Single-Dose Fasting Bioequivalence Study Review 

Page 40 of 74 

Figure 1.  Mean Plasma Concentrations, Single-Dose Fasting Bioequivalence Study 

Atorvastatin: 
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O-OH-Atorvastatin: 
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P-OH-Atorvastatin: 
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Reviewer’s Comment: 
 
The firm did not change the formulation except the API. The formulation of the test 
product has been found acceptable previously (DARRTS: REV-BIOEQ-01(General 
Review) dated 09/02/2010). 
 
The RLD, Lipitor® Tablets, uses Atorvastatin Calcium Trihydrate, as proposed in the 
current supplement. (\\cdsnas\OGDS6\CONTROLS\2005-docs\05-1379.pdf)
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In addition, the median Tmax values for Atorvastatin of the test and RLD product, in the fasting 
and fed studies, did show some correlation “trend” between the observed difference in the 
dissolution profiles and the median Tmax values between the two products:   
 
 Fasting 022-08 Fed 162-08 Fasting 24902/11-12 
Pre-change Test 1.5 3.5  
RLD 1.0 3.25 1.125 
Post-change Test   1.25 
 
Possibly, this was the reason the firm conducted a BE study for its API change. 
 
4) The post-change product meets the previously FDA-recommended specification of “NLT 80% 
(Q) in 15 minutes”. 
 
5) The dissolution testing is acceptable. 
 
 
4.4 Detailed Regulatory History (If Applicable) 

None 
 
 
4.5 Consult Reviews 

None 
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4.7 Additional Attachments 

None
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4.8 Outcome Page 

ANDA:  091226 
 
Enter Review Productivity and Generate Report 
Completed Assignment for 091226 ID: 18607  

Reviewer:  Liu, Qing  Date 
Completed:   

Verifier:  ,  Date Verified:  
Division:  Division of Bioequivalence    

Description: Supplement: Atorvastatin Calcium Tablets, EQ 10 mg, 20 
mg, 40 mg and 80 mg    

 
Productivity:  

ID Letter 
Date Productivity Category Sub Category Productivity Subtotal

18607  6/18/2012  Bioequivalence Study 
(REGULAR)  

Fasting Study  1   1   

18607  6/18/2012  Other (REGULAR)  Dissolution-Based 
Waiver  

1   1   

18607  6/18/2012  Other (REGULAR)  Dissolution-Based 
Waiver  

1   1   

18607  6/18/2012  Other (REGULAR)  Dissolution-Based 
Waiver  

1   1   

    Total:  4   
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TELEPHONE AMENDMENT FAX 
 
ANDA  091226/ S-001 
 
OFFICE OF GENERIC DRUGS, CDER, FDA 
Document Control Room, Metro Park North II 
7500 Standish Place, Room 150 
Rockville, MD  20855-2773  (240-276-9327) 
 

  
APPLICANT: MYLAN PHARMACEUTICALS 
INC. 
ATTN: Joseph J Sobecki 
 
FROM:  Haitao Li, PhD 

TEL: (304) 599-2595 
FAX: (304) 285-6407 
 
 
FDA CONTACT PHONE: 240-276-8462 

 
Dear Sir: 
 
This facsimile is in reference to your supplemental new drug application dated June 15, 2012 submitted under 
section 505(j) of the Federal Food, Drug, and Cosmetic Act, regarding your abbreviated new drug application for 
Atorvastatin Calcium Tablets, 10 mg, 20 mg, 40 mg and 80 mg. 
 
Reference is also made to your amendment dated January 25, 2013. 
 
The deficiencies presented below represent MINOR deficiencies identified during the ongoing review and the 
current review cycle will remain open. You should respond to these deficiencies with a “Telephone Amendment” 
with in ten working days. If you have questions regarding these deficiencies please contact the Project Manager, 
Leigh Ann Sears at 240-276-8453.  Please submit documentation by fax to the attention of Haitao Li at 240-276-
8747. Please also submit official hard copies of any faxed documentation to the Document Room. 
 

SPECIAL INSTRUCTIONS: 
 

Please submit your response in electronic format.  
This will improve document availability to review staff. 
 
 
THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND 
MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, OR PROTECTED FROM 
DISCLOSURE UNDER APPLICABLE LAW.   
If received by someone other than the addressee or a person authorized to deliver this document to the addressee, you are hereby notified that any disclosure, 
dissemination, copying, or other action to the content of this communication is not authorized.  If you have received this document in error, please immediately 
notify us by telephone and return it to us by mail at the above address. 
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CHEMISTRY COMMENTS TO BE PROVIDED TO THE APPLICANT 
 
ANDA:  091226/S-001 
APPLICANT:  MYLAN PHARMACEUTICALS INC. 
DRUG PRODUCT:  Atorvastatin Calcium Tablets, 10 mg, 20 mg, 40 mg, and 80 mg 
 
The deficiencies presented below represent telephone deficiencies.   
 

A. Deficiencies: 
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OFFICE OF GENERIC DRUGS EXPEDITED REVIEW REQUESTED 
 

ANDA#/SUPPLEMENT#: 091226/S-001 
DRUG: Atorvastatin Calcium Tablets, 
10 mg, 20 mg, 40 mg, and 80 mg  
  

APPLICANT: Mylan Pharmaceuticals 
Inc. 
DATE OF SUBMISSION:11/27/12

The Office of Generic Drugs may grant expedited review status to either an 
Original or Supplemental abbreviated new drug application for the following 
reasons (MaPP 5240.1,& MaPP 5240.3).  At least one of the criteria must be met 
to receive Expedited Review Status: 
 

1. PUBLIC HEALTH NEED. Events that affect the availability of a drug for 
which there is no alternative 

 
2. EXTRAORDINARY HARDSHIP ON THE APPLICANT. 

 
a) Catastrophic events such as explosion, fire storms damage. 
 
b) Events that could not have been reasonably foreseen and for which the 

applicant could not plan. Examples include: 
 

♦ Abrupt discontinuation of supply of active ingredient, 
packaging material, or container closure; and 

♦ Relocation of a facility or change in an existing facility 
because of a catastrophic event(see item 2.a) 

 
3. AGENCY NEED. 

a) Matters regarding the government's drug purchase program, upon 
request from the appropriate FDA office. 

b) Federal or state legal/regulatory actions, including mandated 
formation changes or labeling changes if it is in the Agency's best 
interest. 

c) Expiration-date extension or packaging change when the drug product 
is the subject of a government contract award. 

d) Request for approval of a strength that was previously tentatively 
approved (To be used in those cases where l8O-day generic drug 
exclusivity prevented full approval of all strengths). 

e) MaPP 5240.3 conditions.  
 

RECOMMENDATIONS: 
 

DISCIPLINE STATUS  SIGNATURE/DATE 

Team Project Manager Grant   Deny  RG 11/30/12 

(PM must Endorse)    

Chemistry Team Leader Grant  Deny        

(sign as needed)    

Micro Team Leader Grant  Deny        

(sign as needed)    

Labeling Team Leader Grant  Deny        

(sign as needed)   
 

Chem. Div./Deputy Grant  Deny        

Director     
(DO must Endorse)    
 Office Director/Deputy 
 Director (email 
concurrence) 
 (Original ANDAs) 

Grant  Deny  RLW/RG for 11/30/12 

 
RETURN TO PROJECT MANAGER CHEMISTRY TEAM: Team 34 
a) When expedited review is denied, notify the applicant by telephone 

 

ENTER FORM INTO DFS DATE  11/30/12 

Paste Email Copy Below:  
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From: West, Robert L  

Sent: Friday, November 30, 2012 2:36 PM 

To: Gaines, Robert 

Subject: RE: ANDA 091624 - Atorvastatin Tablets - Kremers --ANDA 91-226s/001 

Mylan 

Yes. 

  

Bob 

  

 

  

From: Gaines, Robert  

Sent: Friday, November 30, 2012 2:35 PM 

To: West, Robert L; Greenberg, Harvey A; Sears, Leigh Ann 

Cc: Rickman, William P 

Subject: RE: --ANDA 91-226s/001 Mylan 

Last question: Do we categorize it as drug shortage expedite? I'm asking 

because the points difference is significant. 

  

Thanks 

  

Bob 

 

  

From: West, Robert L  

Sent: Friday, November 30, 2012 2:34 PM 

To: Greenberg, Harvey A; Gaines, Robert; Sears, Leigh Ann 

Cc: Rickman, William P 

Subject: RE:  --ANDA 91-226s/001 Mylan 

Absolutely.  Bob - Please do the paperwork for both and forward to me early 

next week.  Repeat for any other Atorvastatin ANDAs or supplements discovered 

by Harvey. 

  

Bob 

  

 

  

From: Greenberg, Harvey A  

Sent: Friday, November 30, 2012 2:30 PM 

To: West, Robert L; Gaines, Robert; Sears, Leigh Ann 

Cc: Rickman, William P 

Subject:  RE:  --ANDA 91-226s/001 Mylan 

Hello everyone, 

Couple things,  this is going to be a very big recall and does have the 

potential of a large shortage which we really do not want or need at this time.  

In addition, again Ranbaxy gives generics a bad name.   I believe we need to 

expedite the pending ANDA 91-624 by Kremer Urban to prevent the potential 

shortage.  Plus I have another firm requesting an expedite of their 

supplemental application 91-226/s-001 by Mylan to provide a bigger supply.   

Plus I believe we will have more companies requesting help.  So at this time-- 

Bob West do you concur that we expedite the current ANDA 91-624 and ANDA 91-

226/S-001--Thanks Harvey  

  

From: West, Robert L  

Sent: Friday, November 30, 2012 12:20 PM 

To: Gaines, Robert; Sears, Leigh Ann 

Cc: Greenberg, Harvey A; Rickman, William P 
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Subject: FW: ANDA 091624 - Atorvastatin Tablets - Kremers -  

Bob: 

  

I'm forwarding this message to you for follow up.  I'll be out of the office 

next week.  I've also included Harvey on this message for potential drug 

shortage input. 

  

Thanks, 

  

Bob 

  

  

  

 

  

From: Kurt.Zimmer@ucb.com [mailto:Kurt.Zimmer@ucb.com]  

Sent: Friday, November 30, 2012 8:51 AM 

To: West, Robert L 

Subject: ANDA 091624 

Good morning Bob, 

 

I have left a couple messages for Bob Gaines but have not heard back to date 

and I believe he works from home on Fridays.  I realize it has only been a few 

days since the initial message, but as you can imagine, this is extremely high 

on the Kremers Urban priority list.  The content of the messages were to 

inquire about an approximate review/approval timeline and confirmation of 

expedited review for ANDA 091624, Atorvastatin Calcium Tablets. 

 

A brief background, Kremers Urban (KU) submitted electronically November 21 the 

responses to the Complete Response letter.  KU was notified the DMF holder,  

 responded November 27 to a deficiency they had 

received.   

 

As a result of the recent Ranbaxy recall, Kremers Urban believes a shortage of 

product will occur as early as end of business today, as Ranbaxy has 

approximately  of the market share.  If there is any additional information 

and/or review timeline you can provide, it would be greatly appreciated.  If 

you have any questions, my contact information is below.  Thank you for your 

time.  

 

Best regards, 

 

Kurt Zimmer 

Regulatory Affairs Manager 

Kremers Urban Pharmaceuticals Inc. 

1101 C Ave West 

Seymour, IN 47274 

Tel: 812.523.5539 

Fax: 812.523.6889 

Email: kurt.zimmer@ucb.com 
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