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DEPARTMENT OF HEALTH & HUMAN SERVICES


 Food and Drug Administration 
 Rockville, MD 20857 

ANDA 201050 


Roxane Laboratories, Inc. 

Attention: Randall Wilson, Vice President 


Scientific, Medical and Regulatory Affairs 

1809 Wilson Road 

Columbus, OH 43228 


Dear Sir: 


This is in reference to your abbreviated new drug application 

(ANDA) dated December 7, 2009, submitted pursuant to section 

505(j) of the Federal Food, Drug, and Cosmetic Act (the Act), 

for Phenoxybenzamine Hydrochloride Capsules USP, 10 mg. 


Reference is also made to your amendments dated March 5, and 

November 18, 2010; February 4, February 8, March 21, April 12, 

May 24, and September 9, 2011; and May 3 and May 22, 2012. 


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 Phenoxybenzamine Hydrochloride Capsules USP, 

10 mg, to be bioequivalent and, therefore, therapeutically 

equivalent to the reference listed drug product (RLD), 

Dibenzyline Capsules, 10 mg, of Wellspring Pharmaceutical 

Corporation. Your dissolution testing should be incorporated 

into the stability and quality control program using the same 

method proposed in your application. 


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. 
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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 

Office of Prescription Drug Promotion 

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 Office of 

Prescription Drug Promotion with a completed Form FDA 2253 at 

the time of their initial use. 


As soon as possible, but no later than 14 days from the date of 

this letter, submit, using the FDA automated drug registration 

and listing system (eLIST), the content of labeling [21 CFR 

314.50(l)] in structured product labeling (SPL) format, as 

described at 

http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLab
 
eling/default.htm, that is identical in content to the approved 

labeling (including the package insert, and any patient package 

insert and/or Medication Guide that may be required). Information 

on submitting SPL files using eLIST may be found in the guidance 

for industry titled “SPL Standard for Content of Labeling 

Technical Qs and As” at 

http://www.fda.gov/downloads/DrugsGuidanceComplianceRegulatoryInf
 
ormation/Guidances/UCM072392.pdf. 
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The SPL will be accessible via publicly available labeling 

repositories. 


Sincerely yours, 


{See appended electronic signature page}
 

Gregory P. Geba, M.D., M.P.H. 

Director 

Office of Generic Drugs 

Center for Drug Evaluation and Research 
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 APPROVAL SUMMARY #2 

(Supersedes AP summary dated April 22, 2011) 
 OFFICE OF GENERIC DRUGS 

REVIEW OF PROFESSIONAL LABELING 
 

____________________________________________________________________________________ 
____________________________________________________________________________________ 
ANDA Number: 201050   
 
Date of Submission:  May 22, 2012 
 
Applicant's Name:  Roxane Laboratories, Inc.   
 
Established Name:  Phenoxybenzamine Hydrochloride Capsules USP, 10 mg 
____________________________________________________________________________________ 
Labeling Comments below are considered:   
 

 Minor Deficiency *  
 
    * Please note that the RPM may change the status from Minor Deficiency to Easily           
       Correctable Deficiency if other disciplines are acceptable.  
 

 No Comments (Labeling Approval Summary or Tentative Approval Summary) 
 
 
RPM Note - Labeling comments to be sent to the firm start below: 
_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ 
The Labeling Review Branch has no further questions/comments at this time based on your 
labeling submission dated May 22, 2012.  
 
Please continue to monitor available labeling resources such as DRUGS@FDA, the Electronic 
Orange Book and the NF-USP online for recent updates, and make any necessary revisions to 
your labels and labeling.    
 
In order to keep ANDA labeling current, we suggest that you subscribe to the daily or weekly 
updates of new documents posted on the CDER web site at the following address -  
http://service.govdelivery.com/service/subscribe.html?code=USFDA_17 
 
_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _  
Note RPM - Labeling comments end here 

 
 

FOR THE RECORD: 
 
REMS required?  NO 

 
MedGuides and/or PPIs (505-1(e))   Yes   No 
Communication plan (505-1(e))    Yes   No 
 

Reference ID: 3467480





shell/body. The elemental iron present in the capsule is well below the 
requirement of 5 mg per day per 21 CFR 73.1200. 

 
3. STORAGE TEMPERATURE RECOMMENDATIONS COMPARISON:   
 USP:  Preserve in well-closed containers 
 RLD:  Store at 25° C (77° F); excursions permitted to 15° C - 30° C (59° F - 86° F) [see 

USP Controlled Room Temperature]. 
ANDA: Store at 25°C (77°F); excursions permitted to 15° to 30°C (59° to 86°F) [see USP 
Controlled Room Temperature].  Dispense in a tight container. 

 
4.   PACKAGING CONFIGURATIONS   

RLD:   100s 
ANDA:   100s 

5. CONTAINER/CLOSURE 
All strength tablets and bottle sizes will utilize HDPE bottles with CRC-closures per the 
chemistry review – 
 
For packaging and storage of Phenoxybenzamine Hydrochloride Capsules, USP 10mg 
dosage strength, please see Section 2.3.P.7. The drug product is packaged in a HDPE 
bottle (100 capsules per bottle) closed with child resistant cap  

 
The packaging system is typical of the container/closure system used to package an 
immediate release dosage strength 
                                    

6.  FINISHED DOSAGE MANUFACTURING FACILITY The following information, taken from 
the chemistry review is consistent with statements appearing in the sponsor’s labeling. 
Manufacturing, Packaging, Testing and Stability testing sites for Drug Products:   

 
   The drug product Phenoxybenzamine Hydrochloride Capsules 

10mg dosage strength is manufactured, packaged and tested for 
release and stability by: 
 

Name:  Boehringer Ingelheim Roxane Inc.    
Address:   1809 Wilson Rd. Columbus, OH 43228 

 
 

7. Code Imprint from HOW SUPPLIED  
 
  Phenoxybenzamine Hydrochloride Capsules USP are supplied as 

opaque red, hard gelatin capsules with “54 036” imprinted in black on 
the capsule body.  

  
  

8. Patent Data – NDA/Exclusivity Data – NDA - 008708  
 

NONE 
   
 

9. Stability Data- 
 
Specifications 
The tests and specifications for stability of the finished drug product are as follows: 

 
  * Dissolution: NLT 75% (Q) of the labeled amount is dissolved in 45 minutes  
  
  
  

Reference ID: 3467480

(b) (4)

(b) (4)
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* The Dissolution testing method and specification is based on the current USP 
monograph. 

 

 
  

  
  
 
 
  

  
  

______
______________________________________________________________________________  
Date of Review:  March 4, 2014    

 
Primary Reviewer:     Melaine Shin       

 
Team Leader:               Lillie Golson  
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 APPROVAL SUMMARY 
  
 REVIEW OF PROFESSIONAL LABELING 

DIVISION OF LABELING AND PROGRAM SUPPORT 
LABELING REVIEW BRANCH 

____________________________________________________________________________________ 
____________________________________________________________________________________ 
ANDA Number: 201050   
 
Date of Submission:  April 12, 2011 
 
Applicant's Name:  Roxane Laboratories, Inc.   
 
Established Name:  Phenoxybenzamine Hydrochloride Capsules USP, 10 mg 
_________________________________________________________________________________ 
____________________________________________________________________________________ 
 
Approval Summary: 
 
REMS required?       Yes  x No 

 
MedGuides and/or PPIs (505-1(e))     Yes  x No 

 
Communication plan (505-1(e))       Yes  x No 

 
Elements to assure safe use (ETASU) (505-1(f)(3))    Yes  x No 

 
Implementation system if certain ETASU (505-1(f)(4))   Yes  x No 

 
Timetable for assessment (505-1(d))      Yes  x No 
 
ANDA REMS acceptable?     Yes   No  x N/A 
 
 
1. Do you have copies of final printed labels and labeling?  Yes 
 
2.   CONTAINER – 100s 
           
  Satisfactory in final print as of the April 12, 2011 e-submission   
      
3.  PACKAGE INSERT - 
   
  Satisfactory in final print as of the April 12, 2011 e-submission 

 
 
BASIS OF APPROVAL: 
 
Was this approval based upon a petition?   No 
What is the RLD on the 356(h) form:  Dibenzyline® Tablets 
NDA Number: 008708 
NDA Drug Name: Phenoxybenzamine Hydrochloride Capsules USP 
NDA Firm:  WellSpring Pharmaceutical Corporation 
Date of Approval of NDA Insert and supplement: NDA 008708/S-025; approved April 3, 2008 
Was this approval based upon an OGD labeling guidance?  No 
Basis of Approval for the Container Labels: Most recently approved labeling of the reference listed drug. 
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______________________________________________________________________________
______________________________________________________________________________  
 
Date of Review:  4/13/11   Date of Submission:  April 12, 2011     
 
Primary Reviewer: Jim Barlow     Date:   
 
Team Leader: Koung Lee    Date:   
 

 

Reference ID: 2932758

(b) (4)

Following this page, 3 Pages of Draft Labeling have been Withheld in Full as (b)(4) 
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 REVIEW OF PROFESSIONAL LABELING 

DIVISION OF LABELING AND PROGRAM SUPPORT 
LABELING REVIEW BRANCH 

____________________________________________________________________________________ 
____________________________________________________________________________________ 
ANDA Number: 201050   
Date of Submission:  December 7, 2009 
Applicant's Name:  Roxane Laboratories, Inc.   
Established Name:  Phenoxybenzamine Hydrochloride Capsules USP, 10 mg 
_________________________________________________________________________________ 
____________________________________________________________________________________ 
Labeling Deficiencies:  
 
1.   CONTAINER – 100s 
           
  Delete the comma after “Capsules” to read as follows – 
 
      Phenoxybenzamine  
             Hydrochloride 
                    Capsules USP 
      
2.  PACKAGE INSERT - 
   
  a. See comments above under CONTAINER. 
 
  b. Title: Established Name 
  

Please relocate the name and address of the firm from the top of the package insert 
directly above the established name - 

     
      Phenoxybenzamine  
              Hydrochloride 
                      Capsules USP 

 
Revise your labels and labeling as requested above and submit final printed labeling electronically.  
 
Prior to approval, it may be necessary to revise your labeling subsequent to approved changes for the 
reference listed drug. In order to keep ANDA labeling current, we suggest that you subscribe to the daily 
or weekly updates of new documents posted on the CDER web site at the following address - 
http://service.govdelivery.com/service/subscribe.html?code=USFDA 17   
 
 Prior to approval, it may be necessary to revise your labeling subsequent to approved changes for the 
reference listed drug. In order to keep ANDA labeling current, we suggest that you subscribe to the daily 
or weekly updates of new documents posted on the CDER web site at the following address - 
http://www.fda.gov/cder/cdernew/listserv.html 
 
To facilitate review of your next submission, and in accordance with 21 CFR 314.94(a)(8)(iv), please 
provide a side-by-side comparison of your proposed labeling with the enclosed copy of the reference listed 
drug's labeling with all differences annotated and explained. 
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_____
______________________________________________________________________________  
 
Date of Review:  4/11/11   Date of Submission:  December 7, 2009     
 
Primary Reviewer: Jim Barlow     Date:   
 
Team Leader: Koung Lee    Date:   
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Rosario D’Costa 
Chemistry Division IV 
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Phenoxybenzamine Hydrochloride Capsules, USP 
10 mg 
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Phenoxybenzamine Hydrochloride Capsules, USP 
10 mg 

 
                         Roxane Laboratories Inc. 

 
 
 

Rosario D’Costa 
Chemistry Division I 

 
 
 
 

 
 



















   
 
 

 

 

36.  CHEMISTRY COMMENTS TO BE PROVIDED TO THE APPLICANT 
 
  

ANDA:  201-050             APPLICANT:   Roxane Laboratories, Inc.                      
  

DRUG PRODUCT: Phenoxybenzamine Hydrochloride Capsules USP, 10mg                                             
 
 The deficiencies presented below represent MINOR deficiencies. 
 

A. Deficiencies: 
 
1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

 
 

B. In addition to responding to the deficiencies presented above, please note and 
acknowledge the following comments in your response: 

 
  1. Please provide current room temperature stability data. 
 

(b) (4)



   
 
 

 

 

2. The labeling information submitted in the application is being reviewed by 
Labeling Division and Program Support. Any deficiencies found will be 
communicated to you under a separate cover. 

 
3. The information submitted to the Division of Bioequivalence is under review. 

Any deficiencies found will be communicated to you under a separate cover. 
 
4. The firms referenced in your ANDA relative to the manufacturing and testing of 

the drug substance and the product must be in compliance with the cGMP’s at 
the time of approval. 

 
 
     Sincerely yours, 
 
 
 
 
     Paul Schwartz, Ph. D. 
     Acting Director 
     Division of Chemistry I 
     Office of Generic Drugs 
     Center for Drug Evaluation and Research 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



   
 
 

 

 

 
 
 
 

B.  Endorsement Block 
HFD-623/RD’Costa, Ph.D./06/11/10 

 HFD-623/AMueller, Ph.D. /06/11/10 
 HFD-617/Doan Dat, PM./06/11/10 

V:\Chemistry Division I\Team 1\TL Folder\201050REV01.doc  
F/T by/: 

 
 
  

TYPE OF LETTER:  NOT APPROVABLE – MINOR 
. 
 
 

 

 
 
 
 
 
 
 
 
 
 
 
 
 



Application
Type/Number

Submission
Type/Number Submitter Name Product Name

-------------------- -------------------- -------------------- ------------------------------------------
ANDA-201050 ORIG-1 ROXANE

LABORATORIES
INC

Phenoxybenzamine
Hydrochloride

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

ROSARIO F D COSTA
06/21/2010
ANDA #201050 is not approvable.

ALBERT J MUELLER
06/21/2010

DAT T DOAN
06/22/2010



 
 

CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 

APPLICATION NUMBER: 
ANDA 201050 

 
 
 
 

BIOEQUIVALENCE REVIEWS 





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

TERESA V RAMSON
04/04/2012

AIDA L SANCHEZ
04/04/2012

Reference ID: 3111467









   

 4

2. DBE had done a “dissolution only” review on this ANDA [DARRTS: 
WILLIAMS, ZAKIA R 05/26/2010 N/A 05/26/2010 REV-BIOEQ-
02(Dissolution Review) Original-1 (Not Applicable) Archive]. The firm 
conducted its dissolution testing using the USP- recommended dissolution method. 
The firm’s data met the USP recommended specification of NLT 75% (Q) in 45 
minutes at S1 level. The dissolution testing was found to be acceptable. 
               

3. The firm, in its original application, also submitted the fasting bioequivalence study 
comparing its Phenoxybenzamine Capsules, 10 mg, to the Wellspring 
Pharmaceutical’s, Dibenzyline® (Phenoxybenzamine Hydrochloride) Capsules, 10 
mg. The fasting BE study was found incomplete due to deficiencies based on the 
DSI inspection of the analytical site [DARRTS: DANDAMUDI, SUMAN 
12/22/2010 N/A 12/22/2010 REV-BIOEQ-01(General Review) Original-1 (Not 
Applicable) Archive]. 

   
4. In the current amendment, the firm submitted its response to the objectionable DSI 

findings of the analytical site. 
 
 
4 SUBMISSION SUMMARY 

A. Drug Product Information, PK/PD Information, and Relevant DBE History 

See the review of the original submission in DARRTS for ANDA 201050- 
DANDAMUDI, SUMAN 12/22/2010 N/A 12/22/2010 REV-BIOEQ-01(General 
Review) Original-1 (Not Applicable) Archive. 
 
 
B. Contents of Submission  

Study Types Yes/No? How many? 
Single-dose fasting No  
Single-dose fed No  
Steady-state No  
In vitro dissolution No  
Waiver requests No  
BCS Waivers No  
Vasoconstrictor Studies No  
Clinical Endpoints No  
Failed Studies No  
Amendments Yes 2 

Reference ID: 2983597



   

 5

 

C. Review of Submission  

Following the inspection of the analytical site,  
 by the Division of Scientific Investigations 

(DSI) for bioequivalence (BE) study from another application, Form FDA- 483 was issued 
for the site.  Subsequently, the analytical site provided its response to Form 483 and this 
response was included in the final evaluation by the DSI, which recommended that the 
inspected study be considered unacceptable based on the DSI original findings and the 
site’s response. 
 

Reference ID: 2983597

(b) (4)

(b) (4)

(b) (4)

Following this page, 9 Pages Withheld in Full as (b)(4)
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D. DSI Report  

DSI Report pertaining to ANDA 202144 
DSI conducted an audit of the analytical portion  of the BE studies for 
ANDA 202144 and following the inspection a form 483 was issued to the  

 The analytical site of ANDA 202144 is same as the analytical site 
of the current application. The outcome of the DSI inspection of the analytical site for 
ANDA 202144 (Routine) was  [DARRTS: RAHA, ABHIJIT 06/08/2011 N/A 
06/08/2011 CONSULT REV-DSI-05(Bioequivalence Establishment Inspection Report 
Review) Original-1 (Not Applicable) Archive]. 
 

Reference ID: 2983597

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)







 
Please Don’t Send Out the Letter Below Until the For Cause 
Inspection Requested for the Current ANDA is Completed and 
Found Acceptable 
 
BIOEQUIVALENCE COMMENTS TO BE PROVIDED TO THE APPLICANT 
 

ANDA: 201050 

APPLICANT: Roxane Laboratories, Inc. 

DRUG 
PRODUCT: 

Phenoxybenzamine Hydrochloride Capsules USP, 10 mg 

 
The Division of Bioequivalence has completed the review of 
your submission acknowledged on the cover page and has no 
further question at this time. 
 
We acknowledge that you will conduct dissolution testing as 
per the current USP monograph for Phenoxybenzamine 
Hydrochloride Capsules. 
 
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

Reference ID: 2983597
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5 OUTCOME PAGE 

ANDA: 201050 
 
Productivity:  
 

ID Letter Date Productivity Category Sub Category Productivity Subtotal
14626  2/8/2011  Other  Study Amendment  1   1   
14626  12/7/2009  Other  DSI Inspection Report 1   1   
    Bean Total:  2   
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considered incomplete (inadequate) at this time pending the firm’s satisfactory response 
to the deficiencies related to the DSI inspection report of the analytical site. 
 
No Division of Scientific Investigations (DSI) inspection is pending or necessary for 
clinical site. 
  
The application is Incomplete (Inadequate). 
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BIOEQUIVALENCE DEFICIENCIES 
 

ANDA: 201050 

APPLICANT: Roxane Laboratories, Inc 

DRUG PRODUCT: Phenoxybenzamine Hydrochloride Capsules USP, 
10 mg 

 
The Division of Bioequivalence (DBE) has completed its 
review of your submission acknowledged on the cover sheet 
and found the following deficiencies. 
 
Following the inspection of the analytical site,  

 
, by the Division of Scientific 

Investigations (DSI) for bioequivalence (BE) study from 
another application, Form FDA- 483 was issued for the site.  
Subsequently, the analytical site provided its response to 
Form 483 and this response was included in the final 
evaluation by the DSI, which recommended that the inspected 
study be considered unacceptable based on the DSI original 
findings and the site’s response. 
 

Reference ID: 2882728

(b) (4)

(b) (4)

(b) (4)

(b) (4)



 
Please address the above specific findings by the DSI with 
respect to their impact on the BE study of the current 
ANDA, providing any necessary supporting documents in your 
response. 
 
We acknowledge that you will conduct dissolution testing as 
per the current USP monograph for Phenoxybenzamine 
Capsules. 
 
 

 
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

Reference ID: 2882728

(b) (4)
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4.5 Outcome Page 

ANDA:  201050 
 

ID Letter Date Productivity Category Sub Category Productivity Subtotal
12700  12/7/2009 Bioequivalence 

Study  
Fasting Study  1   1   

12700  7/21/2010  Other  DSI Inspection 
Report  

1   1   

    Bean Total:  2 
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1. EXECUTIVE SUMMARY 

 
This is a review of the dissolution testing data only.  
 
There is a USP method for this product. The firm’s dissolution testing data on its test 
product Phenoxybenzamine Hydrochloride Capsules USP, 10 mg using the USP method 
are acceptable at the S1 level.  The DBE acknowledges that the firm will follow the USP 
method using 500 mL of 0.1 N HCl in USP Apparatus I (Basket) at a speed of 100 rpm.  
The data will meet the USP specification of NLT 75% (Q) of the labeled amount of 
Phenoxybenzamine is dissolved in 45 minutes. 
 
The DBE will review the fasted BE study at a later date. 
 
 
 







 

2. COMMENTS: 

1.  The firm conducted acceptable in vitro dissolution testing on its test product 
Phenoxybenzamine Hydrochloride Capsules USP, 10 mg (Lot No. 4000064) 
comparing it to WellSpring Pharmaceutical’s reference listed drug (RLD) 
product Dibenzyline® (phenoxybenzamine hydrochloride) Capsules, 10 mg 
(Lot No. 8A3991) using the USP method.  The firm’s data meet the 
specification of Not Less Than (NLT) 75% (Q) in 45 minutes at the S1 level. 
The dissolution testing is acceptable. 

 
3. DEFICIENCY COMMENTS: 

None 
 
 
4. RECOMMENDATIONS: 

The in vitro dissolution testing conducted by Roxane Laboratories on its test product 
Phenoxybenzamine Hydrochloride Capsules USP, 10 mg (Lot No. 4000064) is 
acceptable.  The DBE acknowledges that the firm will conduct dissolution testing using 
the following USP method and specification:  
 
Apparatus: USP Type I (Basket) 
Speed of Rotation: 100 rpm 
Medium: 0.1 N HCl 
Volume: 500 mL  
Temperature: 37 ± 0.5° C 
NLT 75% (Q) of the labeled amount of Phenoxybenzamine is dissolved in 45 minutes 
 



 

 
BIOEQUIVALENCE COMMENTS TO BE PROVIDED TO THE APPLICANT 
 

ANDA: 0201050 

APPLICANT: Roxane Laboratories, Inc.  

DRUG PRODUCT: Phenoxybenzamine Hydrochloride Capsules USP, 
10 mg 

 
The Division of Bioequivalence has completed its review of 
the dissolution testing portion of your submission 
acknowledged on the cover sheet. The review of the fasted 
bioequivalence study will be conducted later.  
 
Your dissolution testing using the USP method is 
acceptable. We acknowledge that you will conduct 
dissolution testing for the test product using the method 
and specification as described in the USP monograph for 
Pheonxybenzamine Hydrochloride Capsules.  
 

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 
 

 



 

5. OUTCOME 

ANDA: 0201050  
 

Enter Review Productivity and Generate Report 
 

 
Completed Assignment for 201050 ID: 11101  
 
Reviewer:  Williams, Zakia  Date Completed:  

Verifier:  ,  Date Verified:   
Division:  Division of Bioequivalence    

Description: Phenoxybenzamine HCl Capsules, USP 10 mg   

 
Productivity:  

ID Letter Date Productivity Category Sub Category Productivity Subtotal
11101  12/7/2009  Dissolution Data  Dissolution Review 1   1   
    Bean Total:  1   
 

(b) (4)



Application
Type/Number
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CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 

APPLICATION NUMBER: 
ANDA 201050 

 
 
 
 

 
OTHER REVIEWS 



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 30, 2012 
 
TO: Dale P. Conner, Pharm.D. 

Director,  
Division of Bioequivalence I, OGD 

 
FROM: Jyoti B. Patel, Ph.D. 
  Division of Bioequivalence and GLP Compliance  

Office of Scientific Investigations (OSI) 
 
THROUGH: Sam H. Haidar, R.Ph., Ph.D. 

Chief, Bioequivalence Branch, 
  Division of Bioequivalence and GLP Compliance  

Office of Scientific Investigations (OSI) 
and 
William H. Taylor, Ph.D., DABT 
Director (Acting), 
Division of Bioequivalence and GLP Compliance (DBGC) 
Office of Scientific Investigations (OSI) 

 
SUBJECT: Review of EIR Covering ANDA 201-050, phenoxybenzamine 

hydrochloride capsules USP, 10 mg, sponsored by Roxane 
Laboratories, Inc. 

 
At the request of the Division of Bioequivalence I, OGD, the 
Division of Bioequivalence and GLP Compliance conducted an audit 
of the bioanalytical portion of the following study: 
 
Study Number:  PHEN-C10-PVFS-1 
Study Title: “A single-dose, two-treatment, four-period, 

replicate design bioequivalence study of 
phenoxybenzamine hydrochloride 10 mg 
capsules under fasted conditions” 

 
The inspection and data audit of the bioanalytical portion were 
conducted at  

 
  

 
The concerns and the deficiencies noted by the review division 
were investigated during this ‘For Cause’ inspection. Following 
the inspection, no Form FDA 483 was issued at the analytical 

Reference ID: 3110551

(b) (4)







Page 4 – ANDA 201-050, phenoxybenzamine hydrochloride capsules 
USP, 10 mg 

 

HFR-SW150/Turcovski (DIB) 
Draft: JBP 3/30/2012 
Edit: MFS 3/30/12 
OSI: 6252; O:\BE\EIRCOVER\201050.rox.phe.doc 
FACTS: 1318241 
 
 
 
 
 
 
 
 
 

Reference ID: 3110551
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CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 

APPLICATION NUMBER: 
ANDA 201050 

 
 

 
 

ADMINISTRATIVE and CORRESPONDENCE 
DOCUMENTS 



 

 

ROUTING SHEET 
 APPROVAL     TENTATIVE APPROVAL     SUPPLEMENTAL APPROVAL (NEW STRENGTH)    CGMP 

 
Division: IV Team: 41 PM: Dat Doan 
 
ANDA #:201050 
Firm Name:Roxane Laboratories, Inc. 
ANDA Name:Phenoxybenzamine Hydrochloride Capsules USP, 10 mg 
RLD Name:Dibenzyline® Capsules; NDA 008708; Wellspring Pharmaceutical Corppration 
 
Electronic AP Routing Summary Located: 
V:\Chemistry Division IV\Team 41\Electronic AP Summary 
 

AP/TA Letter Located: 
V:\Chemistry Division IV\Team 41\Final Version For DARRTS Folder 

 
Project Manager Evaluation:        Date:         Initials:       

 Previously reviewed and tentatively approved --- Date       
 Previously reviewed and CGMP Complete Response issued -- Date        

 
Original Rec′d date 12/8/09 Date of Application 12/7/09 Date Acceptable for Filing       
Patent Certification (type) II Date Patent/Excl. expires       Citizens' Petition/Legal Case?    Yes  No  

(If YES, attach email from PM to CP coord) 
First Generic                 Yes  No  
DMF#:        (provide MF Jackets) 

Priority Approval   (Top 100, PEPFAR, etc.)?     Yes  No    Comment:       
Prepared Draft Press Release sent to Cecelia Parise Yes  No    Date:       

 Suitability Petition/Pediatric Waiver  Pediatric Waiver Request:   Accepted  Rejected  Pending  
 
EER Status:  Pending    Acceptable    OAI EES Date Acceptable:        Warning Letter Issued; Date:       
Has there been an amendment providing for a Major change in formulation since filling? Yes   No        Comment:       
Date of Acceptable Quality (Chemistry) 10/26/11        Addendum Needed: Yes   No        Comment:       
Date of Acceptable Bio 4/4/12       Bio reviews in DARRTS:  Yes    No  (Volume location:      ) 
Date of Acceptable Labeling 4/22/11  Attached labeling to Letter: Yes  No     Comment:       
Date of Acceptable Sterility Assurance (Micro)       
 
Methods Val. Samples Pending: Yes  No ;   Commitment Rcvd. from Firm:  Yes  No  
 
Post Marketing Agreement (PMA): Yes   No   (If yes, email PM Coordinator)   Comment:       
 
Modified-release dosage form: Yes   No      (If yes, enter dissolution information in Letter) 
 
Routing: 

 Labeling Endorsement, Date emailed:        REMS Required: Yes  No   REMS Acceptable: Yes  No  
 

 Regulatory Support 
 

 Paragraph 4 Review (Dave Read, Susan Levine), Date emailed:       
 

 Division 
 

 1st Generic Review 
 

 Bob West / Peter Rickman 
 Keith Webber 

 
Filed AP Routing Summary in DARRTs Notified Firm and Faxed Copy of Approval Letter 

 
 Sent Email to "CDER-OGDAPPROVALS″ 

distribution list 

Electronic ANDA:  
Yes   No  

Reference ID: 3159722



 

 

OGD APPROVAL ROUTING SUMMARY 
 
1. Regulatory Support Branch Evaluation 

Martin Shimer           Date: 4/6/2012 
Chief, Reg. Support Branch          Initials: MHS 

Contains GDEA certification: Yes    No  Determ. of Involvement? Yes   No  
(required if sub after 6/1/92)      Pediatric Exclusivity System 
      RLD =Dibenzyline NDA# 8-708 

Date Checked N/A 
Nothing Submitted         
Written request issued    
Study Submitted     

 

Patent/Exclusivity Certification: Yes    No  
If Para. IV Certification- did applicant: 
Notify patent holder/NDA holder Yes    No  
Was applicant sued w/in 45 days:Yes    No  
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: 

 APPROVAL   TENTATIVE APPROVAL     SUPPLEMENTAL APPROVAL (NEW STRENGTH)  CGMP  
 OTHER:         

Comments:ANDA submitted on 12/8/2009, BOS=Dibenzyline, NDA 08-708, PII cert.  ANDA ack for filing on 12/8/2009 
(LO dated 12/23/2009).  There are no remaining unexpired patents which protect the RLD.  This ANDA is eligible for 
immediate Full Approval.  

 
2.  Labeling Endorsement 
 

Reviewer,      :            Labeling Team Leader,      : 
 
  
  

REMS required?         REMS acceptable?  
Yes  No   Yes  No  n/a     

 
Comments: 

  
______________________________________________  
From:  Vezza, Adolph E   
Sent: Thursday, April 05, 2012 5:06 PM 
To: Doan, Dat 
Cc: Barlow, James T 
Subject: FW: Please endorse 201050/Phenoxybenzamine/Roxane 
Importance: High 
 
Hi Dat, 
 
Labeling still current. 
 
Adolph 
 
______________________________________________  
From:  Doan, Dat   
Sent: Thursday, April 05, 2012 4:03 PM 
To: Barlow, James T; Vezza, Adolph E 
Subject: Please endorse 201050/Phenoxybenzamine/Roxane 
Importance: High 
 
  

Date        Date 7/16/12 
Initials      Initials rlw/for 

Reference ID: 3159722



 

 

  
 
thanks 
 
Dat Doan, Pharm.D. 
 
 
3. Paragraph IV Evaluation                             PIV’s Only 

David Read            Date  7/16/12 
OGD Regulatory Counsel           Initials rlw/for 

Pre-MMA Language included     
Post-MMA Language Included     
Comments:N/A.  There are no paragraph IV certifications associated with this ANDA. 
 

 
4. Quality Division Director /Deputy Director Evaluation      Date 5/16/2012 

Chemistry Div. IV (Iser) InitialsRLI 
Comments:CMC OK, no additional first generic review is neecessary. 
 

 
5. First Generic Evaluation                              First Generics Only 

Frank Holcombe           Date 7/16/12 
  Assoc. Dir. For Chemistry          Initials rlw/for     
  Comments: (First generic drug review) 
 N/A.  See R. Iser's comment above. 
 
 
OGD Office Management Evaluation  
 
6. Peter Rickman           Date 7/16/12 
  Director, DLPS           Initials rlw/for 

Para.IV Patent Cert: Yes  No  
Pending Legal Action: Yes  No  
Petition: Yes  No        
Comments: Bioequivalence studies (fasting only per Guidance) found acceptable.  DSI inspection of analytical 
study analysis site,   (requested on for cause basis) found acceptable.  Dosing site has 
acceptable DSI inspection history.  Office-level bio endorsed 12/22/10, 4/4/12. 
 
Final-printed labeling (FPL) found acceptable for approval 4/22/11 as endorsed 4/5/12.  Verified via email from 
J.  Barlow to R. West dated 7/16/12. 
 
CMC found acceptable for approval (Chemistry Review #2A) 5/16/12. 
 

 
AND/OR 
 
7. Robert L. West           Date  7/16/12 

Deputy Director, OGD          Initials  RLWest 
      Para.IV Patent Cert: Yes  No  

Pending Legal Action: Yes  No  
Petition: Yes  No  

      Press Release Acceptable  
Date PETS checked for first generic drug       

 
 Comments: Acceptable EES dated 7/10/12 (Verified 7/16/12).  No "OAI" Alerts noted. 
 
       There are no patents or exclusivity listed in the current "Orange Book" for this drug product. 
 
       This first-generic ANDA is recommended for approval.  It is the subject of a Medical Necessity determination. Reference ID: 3159722

(b) (4)



 

 

 
8. OGD Director Evaluation 

Keith Webber            
Deputy Director, OPS           

Comments: RLWest for Gregory P. Geba, M.D., M.P.H. 7/16/12. 
First Generic Approval        
PD or Clinical for BE       
Special Scientific or Reg.Issue  

 Press Release Acceptable  
  
 Comments:      
 
9. Project Manager 

Date 7/16/12  
Initials dd 
 
Check Communication and Routing Summary into DARRTS 
 
 

Reference ID: 3159722





 

 

  

Orange Book: Approved Drug Products with Therapeutic Equivalence 
Evaluations 

•  
• 1  
• 2  

• FDA Home3  
• Drug Databases4  
• Orange Book5  

-  

Patent and Exclusivity Search Results from query on Appl No 008708 Product 001 in the OB_Rx list.  

 

Patent Data 

There are no unexpired patents for this product in the Orange Book Database. 

Exclusivity Data 
There is no unexpired exclusivity for this product.  
 
 

Reference ID: 3159722
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 REVIEW OF PROFESSIONAL LABELING 

DIVISION OF LABELING AND PROGRAM SUPPORT 
LABELING REVIEW BRANCH 

____________________________________________________________________________________ 
____________________________________________________________________________________ 
ANDA Number: 201050   
Date of Submission:  December 7, 2009 
Applicant's Name:  Roxane Laboratories, Inc.   
Established Name:  Phenoxybenzamine Hydrochloride Capsules USP, 10 mg 
_________________________________________________________________________________ 
____________________________________________________________________________________ 
Labeling Deficiencies:  
 
1.   CONTAINER – 100s 
           
  Delete the comma after “Capsules” to read as follows – 
 
      Phenoxybenzamine  
             Hydrochloride 
                    Capsules USP 
      
2.  PACKAGE INSERT - 
   
  a. See comments above under CONTAINER. 
 
  b. Title: Established Name 
  

Please relocate the name and address of the firm from the top of the package insert 
directly above the established name - 

     
      Phenoxybenzamine  
              Hydrochloride 
                      Capsules USP 

 
Revise your labels and labeling as requested above and submit final printed labeling electronically.  
 
Prior to approval, it may be necessary to revise your labeling subsequent to approved changes for the 
reference listed drug. In order to keep ANDA labeling current, we suggest that you subscribe to the daily 
or weekly updates of new documents posted on the CDER web site at the following address - 
http://service.govdelivery.com/service/subscribe.html?code=USFDA 17   
 
 Prior to approval, it may be necessary to revise your labeling subsequent to approved changes for the 
reference listed drug. In order to keep ANDA labeling current, we suggest that you subscribe to the daily 
or weekly updates of new documents posted on the CDER web site at the following address - 
http://www.fda.gov/cder/cdernew/listserv.html 
 
To facilitate review of your next submission, and in accordance with 21 CFR 314.94(a)(8)(iv), please 
provide a side-by-side comparison of your proposed labeling with the enclosed copy of the reference listed 
drug's labeling with all differences annotated and explained. 

 
 

{See appended electronic signature page}  
      
___________________________ 
Wm Peter Rickman 
Director 
Division of Labeling and Program Support 
Office of Generic Drugs 
Center for Drug Evaluation and Research 

 

Reference ID: 2931374
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BIOEQUIVALENCE AMENDMENT 
 
ANDA  201050 
 
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: Roxane Laboratories, Inc. 
 
ATTN: Elizabeth Ernst 
 
FROM:  Teresa Ramson 

TEL: 614-272-4785 
 
FAX: 614-276-2470 
 
FDA CONTACT PHONE: (240) 276-8782  

 
Dear Sir: 
 
This facsimile is in reference to the bioequivalence data submitted on December 7, 2009, pursuant to Section 505(j) of the 
Federal Food, Drug, and Cosmetic Act for Phenoxybenzamine Hydrochloride Capsules USP, 10 mg.  
 
Reference is also made to your amendment dated November 18, 2010. 
 
The Division of Bioequivalence has completed its review of the submission(s) referenced above and has identified deficiencies 
which are presented on the attached 2  pages.  This facsimile is to be regarded as an official FDA communication and 
unless requested, a hard-copy will not be mailed. 
   
You should submit a response to these deficiencies in accord with 21 CFR 314.96.  Your amendment should respond to all the 
deficiencies listed.  Facsimiles or partial replies will not be considered for review.  Your cover letter should clearly indicate: 
 
Bioequivalence  Response to Information Request          
 
If applicable, please clearly identify any new studies (i.e., fasting, fed, multiple dose, dissolution data, waiver or dissolution 
waiver) that might be included for each strength.  We also request that you include a copy of this communication with your 
response. 
Please submit a copy of your amendment in an archival (blue) jacket and unless submitted electronically through the 
gateway, a review (orange) jacket.  Please direct any questions concerning this communication to the project manager 
identified above. 
 
Please remember that when changes are requested to your proposed dissolution methods and/or specifications by the 
Division of Bioequivalence, an amendment to the Division of Chemistry should also be submitted to revise the release 
and stability specification.  We also recommend that supportive dissolution data or scientific justification be provided in 
the CMC submission to demonstrate that the revised dissolution specification will be met over the shelf life of the drug 
product. 
 

SPECIAL INSTRUCTIONS: 
Effective 01-Aug-2010, the new mailing address for Abbreviated New Drug Application (ANDA) Regulatory Documents will be: 
 

Office of Generic Drugs 
Document Control Room 

7620 Standish Place 
Rockville, Maryland 20855 

After the effective date, 01-Aug-2010, ANDAs will only be accepted at the new mailing address listed above. DO NOT submit 
your ANDA Regulatory documents to this address prior to 01-Aug-2010.  For further information, please refer to the following 
websites prior to submitting your ANDA Regulatory documents: Office of Generic Drugs (OGD): http://www.fda.gov/cder/ogd or 
Federal Register: http://www.gpoaccess.gov/fr/ 
 
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

Reference ID: 2883552



BIOEQUIVALENCE DEFICIENCIES 
 

ANDA: 201050 

APPLICANT: Roxane Laboratories, Inc 

DRUG PRODUCT: Phenoxybenzamine Hydrochloride Capsules USP, 
10 mg 

 
The Division of Bioequivalence (DBE) has completed its 
review of your submission acknowledged on the cover sheet 
and found the following deficiencies. 
 
Following the inspection of the analytical site,  

 
 by the Division of Scientific 

Investigations (DSI) for bioequivalence (BE) study from 
another application, Form FDA- 483 was issued for the site.  
Subsequently, the analytical site provided its response to 
Form 483 and this response was included in the final 
evaluation by the DSI, which recommended that the inspected 
study be considered unacceptable based on the DSI original 
findings and the site’s response. 
 

Reference ID: 2883552

(b) (4)

(b) (4)



 

 
Please address the above specific findings by the DSI with 
respect to their impact on the BE study of the current ANDA, 
providing any necessary supporting documents in your response. 
 
We acknowledge that you will conduct dissolution testing as per 
the current USP monograph for Phenoxybenzamine Capsules. 
 
 

 
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 

Reference ID: 2883552
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QUALITY DEFICIENCY - MINOR 
 
ANDA  201050 
 
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:  Roxane Laboratories, Inc. 
 
ATTN:  Elizabeth  Ernst 
 
FROM:  Dat Doan 

TEL: (614) 272-4785 
 
FAX: (614) 276-2470 
 
FDA CONTACT PHONE: (240) 276-8573 

 
Dear Madam: 
 
This facsimile is in reference to your abbreviated new drug application dated December 07, 2009, submitted pursuant to 
Section 505(j) of the Federal Food, Drug, and Cosmetic Act for Phenoxybenzamine Hydrochloride Capsules USP, 10 mg.  
 
Reference is also made to your amendment dated March 5, 2010. 
 
The Division of Chemistry has completed its review of the submission(s) referenced above and has identified deficiencies 
which are presented on the attached 2   pages.   This facsimile is to be regarded as an official FDA communication and 
unless requested, a hard copy will not be mailed.  
 
Your amendment should respond to all of the deficiencies listed. Facsimiles or partial replies will not be considered for 
review, nor will the review clock be reactivated until all deficiencies have been addressed. The response to this facsimile will 
be considered to represent a MINOR AMENDMENT and will be reviewed according to current OGD policies and procedures.  
Your cover letter should clearly indicate that the response is a QUALITY MINOR AMENDMENT / RESPONSE TO 
INFORMATION REQUEST and should appear prominently in your cover letter.  
 
We also request that you include a copy of this communication with your response.  Please direct any questions concerning this 
communication to the project manager identified above. 
 
SPECIAL INSTRUCTIONS: 
 
Effective 01-Aug-2010, the new mailing address for Abbreviated New Drug Application (ANDA) 
Regulatory Documents will be: 
 

Office of Generic Drugs 
Document Control Room 

7620 Standish Place 
Rockville, Maryland 20857 

 
After the effective date, 01-Aug-2010, ANDAs will only be accepted at the new mailing address listed 
above. DO NOT submit your ANDA Regulatory documents to this address prior to 01-Aug-
2010.  For further information, please refer to the following websites prior to submitting your ANDA 
Regulatory documents: Office of Generic Drugs (OGD): http://www.fda.gov/cder/ogd or Federal 
Register: http://www.gpoaccess.gov/fr/ 
 
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.



 
CHEMISTRY COMMENTS TO BE PROVIDED TO THE APPLICANT 
 
  

ANDA:  201050             APPLICANT:   Roxane Laboratories, Inc.                      
  

DRUG PRODUCT: Phenoxybenzamine Hydrochloride Capsules USP, 10 mg                                               
 
 The deficiencies presented below represent MINOR deficiencies. 
 

A. Deficiencies: 
 
1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

 
 

B. In addition to responding to the deficiencies presented above, please note and acknowledge 
the following comments in your response: 

 
  1. Please provide current room temperature stability data. 
 

2. The labeling information submitted in the application is being reviewed by 
Labeling Division and Program Support. Any deficiencies found will be 
communicated to you under a separate cover. 

 
3. The information submitted to the Division of Bioequivalence is under review. Any 

deficiencies found will be communicated to you under a separate cover. 
 

(b) (4)



4. The firms referenced in your ANDA relative to the manufacturing and testing of the 
drug substance and the product must be in compliance with the cGMP’s at the time 
of approval. 

 
 
 

Sincerely yours, 
 
                            {See appended electronic signature page} 
 

Paul Schwartz, Ph.D. 
Acting Director  
Division of Chemistry I 
Office of Generic Drugs 
Center for Drug Evaluation and Research 



Application
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OFFICE OF GENERIC DRUGS EXPEDITED REVIEW REQUESTED 
 
 
ANDA/SUPPLEMENT #:201050   APPLICANT: Roxane Laboratories Inc. 
DRUG: Phenoxybenzamine Hydrocloride     DATE OF SUBMISSION: 12/07/2009 
Capsules USP, 10 mg  
 
The Office of Generic Drugs MaPP # 5240.1 lists the following criteria for granting 
expedited review status to a supplemental abbreviated new drug application. At 
least one of the criteria must be met. 
 

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). 

 
RECOMMENDATIONS: 
 

DISCIPLINE STATUS  SIGNATURE/DATE 

Team Project Manager Grant   Deny        
(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)    
 
RETURN TO PROJECT MANAGER CHEMISTRY TEAM: SELECT TEAM # 1 Dat Doan    
a) When expedited review is denied, notify the applicant by telephon 

 DATE  December 15, 2009 
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ANDA CHECKLIST FOR CTD or eCTD FORMAT 

FOR COMPLETENESS and ACCEPTABILITY of an APPLICATION FOR 
FILING 

 
For More Information on Submission of an ANDA in Electronic Common Technical Document (eCTD) 

Format please go to:  http://www fda.gov/cder/regulatory/ersr/ectd.htm 
*For a Comprehensive Table of Contents Headings and Hierarchy please go to:  

http://www fda.gov/cder/regulatory/ersr/5640CTOC-v1.2.pdf 
** For more CTD and eCTD informational links see the final page of the ANDA Checklist 

*** A model Quality Overall Summary for an immediate release tablet and an extended release capsule can 
be found on the OGD webpage http://www.fda.gov/cder/ogd/ *** 

 
ANDA #: 201050    FIRM NAME:  ROXANE LABORATORIES INC. 
 
PIV: NO  Electronic or Paper Submission:  CTD FORMAT PAPER  
  
 RELATED APPLICATION(S):  NA  

First Generic Product Received?  YES PER MARTY 12/10/09 
 
DRUG NAME:   PHENOXYBENZAMINE  HYDROCHLORIDE  
DOSAGE FORM:  CAPSULE  USP, 10 MG   
 
Review Team: (Bolded/Italicized & Checked indicate Assignment or DARRTS designation) 
Quality Team:  DC1 Team 1  

Activity 
Bio Team  4:  Yih-Chain Huang 

Activity  
ANDA/Quality RPM: Dat Doan 

 FYI
Bio PM: Alpita Popat  

 FYI
Quality Team Leader: Mueller, Albert       
No assignment needed in DARRTS 

Clinical Endpoint Team Assignment: (No) 
Activity  

Labeling Reviewer: James Barlow  
Activity  

Micro Review  (No) 
Activity 

***Document Room Note: for New Strength amendments and supplements, if specific 
reviewer(s) have already been assigned for the original, please assign to those reviewer(s) 
instead of the default random team(s). *** 
 
           Letter Date:   DECEMBER 7, 2009  Received Date:  DECEMBER 8, 2009 
 
   Comments:     EC- 1  YES                    On Cards:   YES   
     Therapeutic Code:  1020100 ANTI HYPERTENSIVE  AGENTS   
 

Archival  copy:  CTD  FORMAT PAPER       Sections   I  
Review copy:  YES         E-Media Disposition:  YES  SENT  TO EDR 
Not applicable to electronic sections                
 
PART 3 Combination Product Category   N Not a Part3 Combo Product   
(Must be completed for ALL Original Applications)           Refer to the Part 3 Combination Algorithm 

 
 
Reviewing 
CSO/CST      Shannon Hill 
 
        Date    December 17, 2009   

 
Recommendation:      
 
    FILE          REFUSE to RECEIVE 

Supervisory Concurrence/Date:                 Date:        



 
1. Edit Application Property Type in DARRTS where applicable for  
    a. First Generic Received 
         Yes    No 
    b. Market Availability 
         Rx      OTC 
    c. Pepfar 
         Yes     No 
    d. Product Type 
         Small Molecule Drug (usually for most ANDAs except protein drug products) 
    e. USP Drug Product (at time of filing review) 
         Yes     No 
2. Edit Submission Patent Records 
     Yes 
3. Edit Contacts Database with Bioequivalence Recordation where applicable 
     Yes 
4. Requested EER 
     Yes 
 
ADDITIONAL COMMENTS REGARDING THE ANDA: 

1. Firm has requested an Expedited Review; emailed Bob West on 12/10/09; Granted by Peter Rickman for  
for Bob West on 12/11/09. 

2. Contact firm for DMF #; spoke with Liz Ernst on 12/10/09 @ 1:30 pm; as of today, no DMF # assigned; she will 
get back with me on Monday 12/14/09; called Liz to follow up on 12/17/09; DMF # 

 
       
 
 
 
 
MODULE 1 
     ADMINISTRATIVE                  
                                                                     ACCEPTABLE 

 
1.1 

 
1.1.2  Signed and Completed Application Form (356h)  (original signature)  
     (Check Rx/OTC Status) RX  YES  

 

  
1.2 Cover Letter  Dated: DECEMBER 7, 2009   

1.2.1 Form FDA 3674  (PDF)  YES   

    * 
 

Table of Contents (paper submission only) YES   
 

    1.3.2 Field Copy Certification (original signature) YES SEE SECTION 1.3 
(N/A for E-Submissions)   

 
 

    1.3.3 Debarment Certification-GDEA (Generic Drug Enforcement Act)/Other: 
1. Debarment Certification (original signature)   YES  SEE  SECTION 1.3 
2. List of Convictions statement (original signature) YES  

 
 

    1.3.4 Financial Certifications 
Bioavailability/Bioequivalence Financial Certification (Form FDA 3454) YES  
 SEE SECTION 1.3 
Disclosure Statement (Form FDA 3455, submit copy to Regulatory Branch Chief) NO  
 

 
 

(b) (4)

(b) (4)



    1.3.5 
 

1.3.5.1  Patent Information 
    Patents listed for the RLD in the Electronic Orange Book Approved Drug Products with  
    Therapeutic Equivalence Evaluations 
1.3.5.2  Patent Certification      
    1.  Patent number(s)  N/A 
    2.  Paragraph:  (Check  all certifications that apply) 
         MOU  PI     PII    PIII     
         PIV   (Statement of Notification)  
    3. Expiration of Patent(s):     NA 
        a.   Pediatric exclusivity submitted?  N/A 
        b.   Expiration of Pediatric Exclusivity?  N/A 
    4. Exclusivity Statement:   YES      
Patent and Exclusivity Search Results from query on Appl No 008708 Product 001 in the OB_Rx list.  

Patent Data 

There are no unexpired patents for this product in the Orange Book Database.  
 
[Note: Title I of the 1984 Amendments does not apply to drug products submitted or approved under the former 
Section 507 of the Federal Food, Drug and Cosmetic Act (antibiotic products). Drug products of this category will 
not have patents listed.]  

Exclusivity Data 

There is no unexpired exclusivity for this product.  

 

 
 



    1.4.1 
 

 

References 
     Letters of Authorization 

1. DMF letters of authorization 
a.    Type II DMF authorization letter(s) or synthesis for Active Pharmaceutical 
       Ingredient YES; ; filed letter date  
       Type II DMF No. N/A 
b. Type III DMF authorization letter(s) for container closure  

 
2. US Agent Letter of Authorization (U.S. Agent [if needed, countersignature  

on 356h]) N/A 

 
 

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)



 
   1.12.11 

 
Basis for Submission   
NDA# :   008708     
Ref Listed Drug:  DIBENZYLINE   
Firm: WELLSPRING  PHARMACEUTICALS  
ANDA suitability petition required?  NA 
If Yes, then is change subject to PREA (change in dosage form, route or active ingredient) 
see section 1.9.1 
 

 

 
MODULE 1 (Continued) 
     ADMINISTRATIVE     
                                                                                                                                           ACCEPTABLE                  
   
   
1.12.12 
 

 
Comparison between Generic Drug and RLD-505(j)(2)(A) 
1. Conditions of use    SAME 
2. Active ingredients  SAME 
3. Inactive ingredients  JUSTIFIED 
4. Route of administration  SAME 
5. Dosage Form  SAME 
6. Strength   SAME 
 

 
 

1.12.14  Environmental Impact Analysis Statement YES  SEE SECTION 1.12.14 
 

 

1.12.15 
 

Request for Waiver  
Request for Waiver of In-Vivo BA/BE Study(ies): N/A  

 
 

1.14.1 
 

Draft Labeling  (Mult Copies N/A for E-Submissions) 
1.14.1.1  4 copies of draft (each strength and container)  YES 
1.14.1.2  1 side by side labeling comparison of containers and carton with all 
differences annotated and explained  YES 
1.14.1.3  1  package insert (content of labeling) submitted electronically  YES 
    ***Was a proprietary name request submitted?  N/A     
    (If yes, send email to Labeling Reviewer indicating such.) 
 
HOW SUPPLIED 
Phenoxybenzamine Hydrochloride Capsules, USP are supplied as opaque red, hard gelatin 
capsules with “54 036” imprinted in black on the capsule body. 
NDC 0054-0349-25 10 mg, opaque red capsule, bottle of 100 

 
 

 1.14.3 
 

Listed Drug Labeling  
1.14.3.1  1 side by side labeling (package and patient insert) comparison with all 
differences annotated and explained  YES 
1.14.3.3  1 RLD label and 1 RLD container label  YES; container label provided with 
side by side comparison 
 

 
 



MODULE 2 
     SUMMARIES                               ACCEPTABLE 
 
2.3 

 
Quality Overall Summary (QOS)  
     E-Submission:  PDF YES  
                                Word Processed e.g., MS Word YES 
 
A model Quality Overall Summary for an immediate release tablet and an extended release capsule 
can be found on the OGD webpage http://www fda.gov/cder/ogd/   
 
Question based Review (QbR) YES 
 
2.3.S  
    Drug Substance (Active Pharmaceutical Ingredient) YES 
       2.3.S.1 General Information 
       2.3.S.2 Manufacture 
       2.3.S.3 Characterization 
       2.3.S.4 Control of Drug Substance 
       2.3.S.5 Reference Standards or Materials 
       2.3.S.6 Container Closure System 
       2.3.S.7 Stability 
 

2.3.P 
    Drug Product YES 
       2.3.P.1 Description and Composition of the Drug Product 
       2.3.P.2  Pharmaceutical Development        
                  2.3.P.2.1 Components of the Drug Product 
                            2.3.P.2.1.1 Drug Substance 
                            2.3.P.2.1.2 Excipients 
                 2.3.P.2.2 Drug Product 
                 2.3.P.2.3 Manufacturing Process Development 
                 2.3.P.2.4 Container Closure System 
      2.3.P.3 Manufacture 
      2.3.P.4 Control of Excipients 
      2.3.P.5 Control of Drug Product 
      2.3.P.6 Reference Standards or Materials 
      2.3.P.7 Container Closure System 
      2.3.P.8 Stability  

 
 

 
2.7 

Clinical Summary (Bioequivalence) 
Model Bioequivalence Data Summary Tables 
           E-Submission:  PDF YES  
                                      Word Processed e.g., MS Word YES 
2.7.1 Summary of Biopharmaceutic Studies and Associated Analytical Methods   
2.7.1.1 Background and Overview 
            Table 1. Submission Summary YES 
              Table 4. Bioanalytical Method Validation YES 
              Table 6. Formulation Data YES 
2.7.1.2 Summary of Results of Individual Studies  
              Table 5. Summary of In Vitro Dissolution YES 
2.7.1.3 Comparison and Analyses of Results Across Studies  
            Table 2. Summary of Bioavailability (BA) Studies YES 
              Table 3. Statistical Summary of the Comparative BA Data YES 
2.7.1.4 Appendix N/A 
2.7.4.1.3 Demographic and Other Characteristics of Study Population 
             Table 7. Demographic Profile of Subjects Completing the Bioequivalence Study YES 
2.7.4.2.1.1 Common Adverse Events 
             Table 8. Incidence of Adverse Events in Individual Studies YES 
 

 
 

 



 
MODULE 3 
     3.2.S DRUG SUBSTANCE                                                                                            ACCEPTABLE 
 
3.2.S.1 General Information 

3.2.S.1.1 Nomenclature 
3.2.S.1.2 Structure 
3.2.S.1.3 General Properties 

 
 

  
3.2.S.2 

 
Manufacturer 
3.2.S.2.1 
     Manufacturer(s) (This section includes contract manufacturers and testing labs) 
     Drug Substance (Active Pharmaceutical Ingredient) 
     1. Name and Full Address(es)of the Facility(ies) YES 
     2. Function or Responsibility   YES 
     3. Type II DMF number for API  YES;   
     4. CFN or FEI numbers  YES;  

 
 

  
3.2.S.3 Characterization   refer to DMF  

 

 
3.2.S.4 

 
Control of Drug Substance (Active Pharmaceutical Ingredient) 
3.2.S.4.1 Specification 
     Testing specifications and data from drug substance manufacturer(s)  YES 
3.2.S.4.2 Analytical Procedures YES 
3.2.S.4.3 Validation of Analytical Procedures 
     1. Spectra and chromatograms for reference standards and test samples YES  
     2. Samples-Statement of Availability and Identification of: 
         a. Drug Substance  YES 
         b. Same lot number(s)  10035437 & 10035438 
3.2.S.4.4 Batch Analysis 
     1. COA(s) specifications and test results from drug substance mfgr(s) YES  
     2. Applicant certificate of analysis YES 
3.2.S.4.5 Justification of Specification 
 

 
 

  
3.2.S.5 

 
Reference Standards or Materials  YES 

 
 

  
3.2.S.6 

 
Container Closure Systems  refer to DMF 

 
 

  
3.2.S.7 

 
Stability  refer to DMF 
 

 
 

(b) (4)

(b) (4)

(b) (4)



MODULE 3 
     3.2.P DRUG PRODUCT                                                                                                ACCEPTABLE 

 
3.2.P.1 

             
Description and Composition of the Drug Product 
     1. Unit composition YES 
     2. Inactive ingredients and amounts are appropriate per IIG YES 
 

 
 

 
3.2.P.2 

             
Pharmaceutical Development 
Pharmaceutical Development Report  YES 

 
 

 
3.2.P.3 

 
Manufacture  
3.2.P.3.1 Manufacture(s) (Finished Dosage Manufacturer and Outside Contract Testing 
Laboratories) 
    1. Name and Full Address(es)of the Facility(ies)    YES 
    2. CGMP Certification:  YES  SEE SECTION 3.2.P.3.1 
    3. Function or Responsibility   YES 
    4. CFN or FEI numbers   YES;  

3.2.P.3.2 Batch Formula YES 
3.2.P.3.3 Description of Manufacturing Process and Process Controls 
    1. Description of the Manufacturing Process YES 
    2. Master Production Batch Record(s) for largest intended production runs  
        (no more than  10x pilot batch) with equipment specified  YES 
    3. If sterile product: Aseptic fill  / Terminal sterilization N/A 
    4. Reprocessing Statement   YES 
3.2.P.3.4 Controls of Critical Steps and Intermediates 
3.2.P.3.5 Process Validation and/or Evaluation 
    1. Microbiological sterilization validation  N/A 
    2. Filter validation (if aseptic fill)  N/A  
 
PROPOSED COMMERCIAL BATCH SIZE: 

 capsules (ANDA  capsules) 
 

 
 

 
3.2.P.4 

 
Controls of Excipients (Inactive Ingredients)  
 Source of inactive ingredients identified  YES 
3.2.P.4.1 Specifications 
    1. Testing specifications (including identification and characterization) YES; COA 
    2. Suppliers' COA (specifications and test results) YES 
3.2.P.4.2 Analytical Procedures 
3.2.P.4.3 Validation of Analytical Procedures 
3.2.P.4.4 Justification of Specifications 
    Applicant COA  YES 

 
 

 

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

(b) (4)

(b) (4)



MODULE 3 
     3.2.P DRUG PRODUCT 
                                                                                                                                              ACCEPTABLE 

 
3.2.P.5 

 
Controls of Drug Product 
3.2.P.5.1 Specification(s) YES 
3.2.P.5.2 Analytical Procedures YES 
3.2.P.5.3 Validation of Analytical Procedures 
     Samples - Statement of Availability and Identification of: 
    1. Finished Dosage Form  YES 
    2. Same lot numbers  4000064 
3.2.P.5.4 Batch Analysis 
     Certificate of Analysis for Finished Dosage Form YES 
3.2.P.5.5 Characterization of Impurities 
3.2.P.5.6 Justification of Specifications 
 

 
 

3.2.P.7 Container Closure System 
     1. Summary of Container/Closure System (if new resin, provide data) YES 
     2. Components Specification and Test Data YES 
     3. Packaging Configuration and Sizes YES 
     4. Container/Closure Testing  YES 
     5. Source of supply and suppliers address  YES 

 
 

3.2.P.8 
 

3.2.P.8.1 Stability (Finished Dosage Form) 
     1. Stability Protocol submitted  YES 
     2. Expiration Dating Period   MONTHS 
3.2.P.8.2 Post-approval Stability and Conclusion 
     Post Approval Stability Protocol and Commitments YES 
3.2.P.8.3 Stability Data  
     1. 3 month accelerated stability data YES 
     2. Batch numbers on stability records the same as the test batch  4000064D 

 
 

 

(b) 
(4)









 

 









 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

OFFICE OF GENERIC DRUGS EXPEDITED REVIEW REQUESTED 
 
 
 
ANDA/SUPPLEMENT #:201050    APPLICANT: Roxane Laboratories Inc. 
DRUG: Phenoxybenzamine Hydrocloride            DATE OF SUBMISSION: 12/07/2009 
Capsules USP, 10 mg  
 
 
The Office of Generic Drugs MaPP # 5240.1 lists the following criteria for granting 
expedited review status to a supplemental abbreviated new drug application. At least 
one of the criteria must be met. 
 

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). 

 
R
 
ECOMMENDATIONS: 





 

(b) (4)
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DEPARTMENT OF HEALTH & HUMAN SERVICES 
 
 
 

 
 

 
               

             Food and Drug Administration 
             Rockville, MD  20857 

 

ANDA 201050 
 
 
 
 
 
 
Roxane Laboratories, Inc. 
Attention: Elizabeth Ernst 
1809 Wilson Rd. 
Columbus, OH 43228 
 
Dear Madam: 
 
We acknowledge the receipt of your abbreviated new drug application 
submitted pursuant to Section 505(j) of the Federal Food, Drug and 
Cosmetic Act.  
 
In accordance with your request for expedited review under MaPP 
5240.3, the Office of Generic Drug has granted expedited review to 
this ANDA.  
 
Reference is also made to the telephone conversation dated  
December 10, 2009 and your correspondence dated December 17, 2009. 
 
NAME OF DRUG: Phenoxybenzamine Hydrochloride Capsules USP, 10 mg 
  
DATE OF APPLICATION: December 7, 2009 
 
DATE (RECEIVED) ACCEPTABLE FOR FILING: December 8, 2009  
 
We will correspond with you further after we have had the opportunity 
to review the application. 
 
Please identify any communications concerning this application with 
the ANDA number shown above. 
 
Should you have questions concerning this application, contact: 
 

Dat Doan                  
Project Manager 
240-276-8573 
 
Sincerely yours, 
 
{See appended electronic signature page} 
 
Wm Peter Rickman 
Director 
Division of Labeling and Program Support 
Office of Generic Drugs 
Center for Drug Evaluation and Research 



Application
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BIO_1G_CHKLST.dot  v.4/4/2003 
 

 

Item Verified: YES NO Required 
Amount 

Amount 
Sent 

Comments 

Protocol               Volume 1.2, Appendix 16.1.1, Page 
74 

Assay Methodology               Volume 1.3, page 526 

Procedure SOP               Analytical: Volume 1.6 

Methods Validation               Volume 1.6, Page 2177 

Study Results Ln/Lin               Volume 1.6 

Adverse Events               Volume 1.2, Appendix 16.2.7, page 
277 

IRB Approval               Volume 1.2, Appendix 16.1.3, page 
131 

Dissolution Data               Volume 1.6, page 2547 

Pre-screening of Patients               Part of CRFs (volumes 1.7-1.10) 

Chromatograms               Volumes 1.4 and 1.5 

Consent Forms               Volume 1.2, Appendix 16.1.3, page 
131 

Composition               Module 2.3.P.1 QOS and Volume 
1.6 

Summary of Study               Volume 1.2, page 10 

Individual Data & Graphs, 
Linear & Ln 

              PK and Statistical Report (Volume 
1.6) 

PK/PD Data Disk 
Submitted) 

              Data sets submitted as .xpt files in 
DAARTS 

Randomization Schedule               Volume 1.2, page 10 

Protocol Deviations               Volume 1.2, Appendix 16.2.2, page 
251 

Clinical Site               Cedra Clinical Research,                 



BIO_1G_CHKLST.dot  v.4/4/2003 
 

San Antonio, TX 

Analytical Site                               

Study Investigators               Clinical: Mark T. Leibowitz, M.D.   
Analytical: , BS 

Medical Records               Part of CRFs (volumes 1.7-1.10) 

Clinical Raw Data               Part of CRFs (volumes 1.7-1.10) 

Test Article Inventory               Volume 1.2, Appendix 16.1.6, page 
198 

BIO Batch Size                capsules  (CoA in volume 
1.6, page 2549) 

Assay of Active Content 
Drug 

              Test: 98.7%                                   
Ref: 97.5%                                  
CoA in volume 1.6 

Content Uniformity               CoA in volume 1.6 

Date of Manufacture               Test:  7/15/09 

Exp. Date of RLD               January 2011 

BioStudy Lot Numbers               Test: 4000064D                   
Reference: 8A3991 

Statistics               Volume 1.6 

Summary results provided 
by the firm indicate studies 
pass BE criteria  

              Yes.  The 90% CIs for AUC and 
Cmax for the fasted study are within 
the 80-125% BE limits 

Waiver requests for other 
strengths / supporting data 

              N/A 

 
Additional Comments regarding the ANDA:  
The application includes data from a 2-treatment, 4-period replicate design study under fasting conditions. Per 
the Individual Product Bioequivalence Recommendations for Phenoxybenzamine HCl Capsule 
@http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm089465.
pdf, a fed study is not required to establish BE for this drug product. 
 

(b) (4)

(b) (4)

(b) (6)



BIO_1G_CHKLST.dot  v.4/4/2003 
 

 

Enter Review Productivity and Generate Report 

 
 

 
 
 

Reviewer: Tampal, Nilufer  Date Completed:
Verifier: ,  Date Verified: 
Division: Division of Bioequivalence   

Description:  First Generic- Phenoxybenzamine HCl Capsules - Roxane Labs  

 
Productivity:  

ID Letter Date Productivity Category Sub Category Productivity Subtota
l 

9943  12/7/2009  Paragraph 4  Paragraph 4 Checklist 1   1   
    Bean Total:  1   

 
 
 
 
 

 

(b) (4)
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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   :  December 10, 2009 
 
TO       : Director 
        Division of Bioequivalence (HFD-650) 
 
FROM   : Chief, Regulatory Support Branch 

Office of Generic Drugs (HFD-615) 
 
SUBJECT: Examination of the bioequivalence study submitted with an ANDA 201050 for 

Phenoxybenzamine Hydrochloride Capsules USP, 10 mg to determine if the application is 
substantially complete for filing. 

 
Roxane Laboratories Inc. has submitted ANDA 201050 for Phenoxybenzamine  
Hydrochloride Capsules USP, 10 mg.  It is a first generic.  In order to accept an ANDA 
that contains a first generic, the Agency must formally review and make a determination 
that the application is substantially complete.  Included in this review is a determination 
that the bioequivalence study is complete, and could establish that the product is 
bioequivalent. 

 
Please evaluate whether the request for study submitted by Roxane Laboratories Inc. on 
December 7, 2009 for its Phenoxybenzamine Hydrochloride product satisfies the statutory 
requirements of "completeness" so that the ANDA may be filed. 

 
A "complete" bioavailability or bioequivalence study is defined as one that conforms with 
an appropriate FDA guidance or is reasonable in design and purports to demonstrate that 
the proposed drug is bioequivalent to the "listed drug". 
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