
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 

APPLICATION NUMBER: 
201195Orig1s000 

 
 
 

ADMINISTRATIVE and CORRESPONDENCE  
DOCUMENTS 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



 
 

Page 1 

EXCLUSIVITY SUMMARY

NDA # 201195     SUPPL # N/A    HFD # 150 

Trade Name   N/A 

Generic Name   Docetaxel Injection 

Applicant Name   Accord Healthcare, Inc.       

Approval Date, If Known   June 10, 2011       

PART I IS AN EXCLUSIVITY DETERMINATION NEEDED?

1.  An exclusivity determination will be made for all original applications, and all efficacy 
supplements.  Complete PARTS II and III of this Exclusivity Summary only if you answer "yes" to 
one or more of the following questions about the submission. 

a)  Is it a 505(b)(1), 505(b)(2) or efficacy supplement? 
                                           YES  NO 

If yes, what type? Specify 505(b)(1), 505(b)(2), SE1, SE2, SE3,SE4, SE5, SE6, SE7, SE8 

 505(b)(2) 

c)  Did it require the review of clinical data other than to support a safety claim or change in 
labeling related to safety?  (If it required review only of bioavailability or bioequivalence 
data, answer "no.") 

    YES  NO 

If your answer is "no" because you believe the study is a bioavailability study and, therefore, 
not eligible for exclusivity, EXPLAIN why it is a bioavailability study, including your 
reasons for disagreeing with any arguments made by the applicant that the study was not 
simply a bioavailability study.     

If it is a supplement requiring the review of clinical data but it is not an effectiveness 
supplement, describe the change or claim that is supported by the clinical data:              

d)  Did the applicant request exclusivity? 
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   YES  NO 

If the answer to (d) is "yes," how many years of exclusivity did the applicant request? 

e) Has pediatric exclusivity been granted for this Active Moiety? 
   YES  NO 

      If the answer to the above question in YES, is this approval a result of the studies submitted in 
response to the Pediatric Written Request? 

      Pediatric exclusivity granted for the RLD, NDA 020449, Taxotere (docetaxel) Injection 
Concentrate 20 mg and 80 mg. 

IF YOU HAVE ANSWERED "NO" TO ALL OF THE ABOVE QUESTIONS, GO DIRECTLY TO 
THE SIGNATURE BLOCKS AT THE END OF THIS DOCUMENT.

2.  Is this drug product or indication a DESI upgrade? 
     YES  NO 

IF THE ANSWER TO QUESTION 2 IS "YES," GO DIRECTLY TO THE SIGNATURE BLOCKS 
ON PAGE 8 (even if a study was required for the upgrade).

PART II FIVE-YEAR EXCLUSIVITY FOR NEW CHEMICAL ENTITIES
(Answer either #1 or #2 as appropriate) 

1.  Single active ingredient product.

Has FDA previously approved under section 505 of the Act any drug product containing the same 
active moiety as the drug under consideration?  Answer "yes" if the active moiety (including other 
esterified forms, salts, complexes, chelates or clathrates) has been previously approved, but this 
particular form of the active moiety, e.g., this particular ester or salt (including salts with hydrogen 
or coordination bonding) or other non-covalent derivative (such as a complex, chelate, or clathrate) 
has not been approved.  Answer "no" if the compound requires metabolic conversion (other than 
deesterification of an esterified form of the drug) to produce an already approved active moiety. 

                           YES  NO 

If "yes," identify the approved drug product(s) containing the active moiety, and, if known, the NDA 
#(s).
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NDA# 022534 DOCEFREZ (docetaxel) for Injection, 20 mg/vial and 80 
mg/vial. 

NDA# 022234 Docetaxel Injection, 20 mg/2 mL single-dose vial, 80 mg/8 mL
multi-dose vial, and 160 mg/16 mL multi-dose vial. 

NDA# 020449 Taxotere (docetaxel) Injection Concentrate, 20 mg and 80 mg  

2.  Combination product.

If the product contains more than one active moiety(as defined in Part II, #1), has FDA previously 
approved an application under section 505 containing any one of the active moieties in the drug 
product?  If, for example, the combination contains one never-before-approved active moiety and 
one previously approved active moiety, answer "yes."  (An active moiety that is marketed under an 
OTC monograph, but that was never approved under an NDA, is considered not previously 
approved.)

   YES  NO 

If "yes," identify the approved drug product(s) containing the active moiety, and, if known, the NDA 
#(s).

NDA#             

NDA#             

NDA#             

IF THE ANSWER TO QUESTION 1 OR 2 UNDER PART II IS "NO," GO DIRECTLY TO THE 
SIGNATURE BLOCKS ON PAGE 8.  (Caution: The questions in part II of the summary should 
only be answered “NO” for original approvals of new molecular entities.)  
IF “YES,” GO TO PART III. 

PART III THREE-YEAR EXCLUSIVITY FOR NDAs AND SUPPLEMENTS

To qualify for three years of exclusivity, an application or supplement must contain "reports of new 
clinical investigations (other than bioavailability studies) essential to the approval of the application 
and conducted or sponsored by the applicant."  This section should be completed only if the answer 
to PART II, Question 1 or 2 was "yes."

1.  Does the application contain reports of clinical investigations?  (The Agency interprets "clinical 
investigations" to mean investigations conducted on humans other than bioavailability studies.)  If 
the application contains clinical investigations only by virtue of a right of reference to clinical 
investigations in another application, answer "yes," then skip to question 3(a).  If the answer to 3(a) 
is "yes" for any investigation referred to in another application, do not complete remainder of 
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summary for that investigation.  
   YES  NO 

IF "NO," GO DIRECTLY TO THE SIGNATURE BLOCKS ON PAGE 8.

2.  A clinical investigation is "essential to the approval" if the Agency could not have approved the 
application or supplement without relying on that investigation.  Thus, the investigation is not 
essential to the approval if 1) no clinical investigation is necessary to support the supplement or 
application in light of previously approved applications (i.e., information other than clinical trials, 
such as bioavailability data, would be sufficient to provide a basis for approval as an ANDA or 
505(b)(2) application because of what is already known about a previously approved product), or 2) 
there are published reports of studies (other than those conducted or sponsored by the applicant) or 
other publicly available data that independently would have been sufficient to support approval of 
the application, without reference to the clinical investigation submitted in the application. 

(a) In light of previously approved applications, is a clinical investigation (either conducted 
by the applicant or available from some other source, including the published literature) 
necessary to support approval of the application or supplement? 

   YES  NO 

If "no," state the basis for your conclusion that a clinical trial is not necessary for approval 
AND GO DIRECTLY TO SIGNATURE BLOCK ON PAGE 8: 

(b) Did the applicant submit a list of published studies relevant to the safety and 
effectiveness of this drug product and a statement that the publicly available data would not 
independently support approval of the application? 

   YES  NO 

(1) If the answer to 2(b) is "yes," do you personally know of any reason to disagree 
with the applicant's conclusion?  If not applicable, answer NO. 

     YES  NO 

     If yes, explain:                                      

                                                              

(2) If the answer to 2(b) is "no," are you aware of published studies not conducted or 
sponsored by the applicant or other publicly available data that  could independently 
demonstrate the safety and effectiveness of this drug product?  

   YES  NO 

     If yes, explain:
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(c) If the answers to (b)(1) and (b)(2) were both "no," identify the clinical 
investigations submitted in the application that are essential to the approval: 

Studies comparing two products with the same ingredient(s) are considered to be bioavailability 
studies for the purpose of this section.

3.  In addition to being essential, investigations must be "new" to support exclusivity.  The agency 
interprets "new clinical investigation" to mean an investigation that 1) has not been relied on by the 
agency to demonstrate the effectiveness of a previously approved drug for any indication and 2) does 
not duplicate the results of another investigation that was relied on by the agency to demonstrate the 
effectiveness of a previously approved drug product, i.e., does not redemonstrate something the 
agency considers to have been demonstrated in an already approved application.   

a) For each investigation identified as "essential to the approval," has the investigation been 
relied on by the agency to demonstrate the effectiveness of a previously approved drug 
product?  (If the investigation was relied on only to support the safety of a previously 
approved drug, answer "no.") 

Investigation #1         YES  NO 

Investigation #2         YES  NO 

If you have answered "yes" for one or more investigations, identify each such investigation 
and the NDA in which each was relied upon: 

b) For each investigation identified as "essential to the approval", does the investigation 
duplicate the results of another investigation that was relied on by the agency to support the 
effectiveness of a previously approved drug product? 

Investigation #1      YES  NO 

Investigation #2      YES  NO 

If you have answered "yes" for one or more investigation, identify the NDA in which a 
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similar investigation was relied on: 

c) If the answers to 3(a) and 3(b) are no, identify each "new" investigation in the application 
or supplement that is essential to the approval (i.e., the investigations listed in #2(c), less any 
that are not "new"): 

       

4.  To be eligible for exclusivity, a new investigation that is essential to approval must also have 
been conducted or sponsored by the applicant.  An investigation was "conducted or sponsored by" 
the applicant if, before or during the conduct of the investigation, 1) the applicant was the sponsor of 
the IND named in the form FDA 1571 filed with the Agency, or 2) the applicant (or its predecessor 
in interest) provided substantial support for the study.  Ordinarily, substantial support will mean 
providing 50 percent or more of the cost of the study. 

a) For each investigation identified in response to question 3(c): if the investigation was 
carried out under an IND, was the applicant identified on the FDA 1571 as the sponsor? 

Investigation #1   ! 
     ! 

 IND #        YES   !  NO       
      !  Explain:   
                                 

Investigation #2   ! 
!

 IND #        YES    !  NO  
      !  Explain:  
                                      
         

(b) For each investigation not carried out under an IND or for which the applicant was not 
identified as the sponsor, did the applicant certify that it or the applicant's predecessor in 
interest provided substantial support for the study? 

Investigation #1   ! 
!

YES      !  NO  
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Explain:    !  Explain:  
                 

 Investigation #2   ! 
!

YES       !  NO  
Explain:    !  Explain:  

              
         

(c) Notwithstanding an answer of "yes" to (a) or (b), are there other reasons to believe that 
the applicant should not be credited with having "conducted or sponsored" the study?  
(Purchased studies may not be used as the basis for exclusivity.  However, if all rights to the 
drug are purchased (not just studies on the drug), the applicant may be considered to have 
sponsored or conducted the studies sponsored or conducted by its predecessor in interest.) 

  YES  NO 

If yes, explain:

Name of person completing form:  Kim J. Robertson                     
Title:  Regulatory Health Project Manager 
Date:  June 3, 2011 

Name of Office/Division Director signing form:  Anthony Murgo, MD, MS, FACP 
Title:  Acting Deputy Director 
Division of Drug Oncology Products 
Office of Oncology Drug Products
Center for Drug Evaluation and Research 

Form OGD-011347;  Revised 05/10/2004; formatted 2/15/05 
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any paragraph IV certifications, mark “N/A” and skip to the next section below 
(Summary Reviews)).

• [505(b)(2) applications]  For each paragraph IV certification, based on the 
questions below, determine whether a 30-month stay of approval is in effect due 
to patent infringement litigation.   

Answer the following questions for each paragraph IV certification: 

(1) Have 45 days passed since the patent owner’s receipt of the applicant’s 
notice of certification? 

(Note:  The date that the patent owner received the applicant’s notice of 
certification can be determined by checking the application.  The applicant 
is required to amend its 505(b)(2) application to include documentation of 
this date (e.g., copy of return receipt or letter from recipient 
acknowledging its receipt of the notice) (see 21 CFR 314.52(e))). 

If “Yes,” skip to question (4) below.  If “No,” continue with question (2). 

(2) Has the patent owner (or NDA holder, if it is an exclusive patent licensee) 
submitted a written waiver of its right to file a legal action for patent 
infringement after receiving the applicant’s notice of certification, as 
provided for by 21 CFR 314.107(f)(3)? 

If “Yes,” there is no stay of approval based on this certification. Analyze the next 
paragraph IV certification in the application, if any.  If there are no other 
paragraph IV certifications, skip the rest of the patent questions.   

If “No,” continue with question (3). 

(3) Has the patent owner, its representative, or the exclusive patent licensee 
filed a lawsuit for patent infringement against the applicant?  

(Note:  This can be determined by confirming whether the Division has 
received a written notice from the (b)(2) applicant (or the patent owner or 
its representative) stating that a legal action was filed within 45 days of 
receipt of its notice of certification.  The applicant is required to notify the 
Division in writing whenever an action has been filed within this 45-day 
period (see 21 CFR 314.107(f)(2))). 

If “No,” the patent owner (or NDA holder, if it is an exclusive patent licensee) 
has until the expiration of the 45-day period described in question (1) to waive 
its right to bring a patent infringement action or to bring such an action.  After 
the 45-day period expires, continue with question (4) below.    

(4) Did the patent owner (or NDA holder, if it is an exclusive patent licensee) 
submit a written waiver of its right to file a legal action for patent 
infringement within the 45-day period described in question (1), as 
provided for by 21 CFR 314.107(f)(3)? 

If “Yes,” there is no stay of approval based on this certification. Analyze the next 
paragraph IV certification in the application, if any.  If there are no other 

Yes        No         

Yes        No

Yes        No

Yes        No
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Appendix to Action Package Checklist 

An NDA or NDA supplemental application is likely to be a 505(b)(2) application if: 
(1) It relies on published literature to meet any of the approval requirements, and the applicant does not have a written 

right of reference to the underlying data.   If published literature is cited in the NDA but is not necessary for 
approval, the inclusion of such literature will not, in itself, make the application a 505(b)(2) application. 

(2) Or it relies for approval on the Agency's previous findings of safety and efficacy for a listed drug product and the 
applicant does not own or have right to reference the data supporting that approval. 

(3) Or it relies on what is "generally known" or "scientifically accepted" about a class of products to support the 
safety or effectiveness of the particular drug for which the applicant is seeking approval.  (Note, however, that this 
does not mean any reference to general information or knowledge (e.g., about disease etiology, support for 
particular endpoints, methods of analysis) causes the application to be a 505(b)(2) application.) 

Types of products for which 505(b)(2) applications are likely to be submitted include: fixed-dose combination drug 
products (e.g., heart drug and diuretic (hydrochlorothiazide) combinations); OTC monograph deviations(see 21 CFR 
330.11); new dosage forms; new indications; and, new salts.  

An efficacy supplement can be either a (b)(1) or a (b)(2) regardless of whether the original NDA was a (b)(1) or a (b)(2). 

An efficacy supplement is a 505(b)(1) supplement if the supplement contains all of the information needed to support the 
approval of the change proposed in the supplement.  For example, if the supplemental application is for a new indication, 
the supplement is a 505(b)(1) if: 

(1) The applicant has conducted its own studies to support the new indication (or otherwise owns or has right of 
reference to the data/studies). 

(2) And no additional information beyond what is included in the supplement or was embodied in the finding of 
safety and effectiveness for the original application or previously approved supplements is needed to support the 
change.  For example, this would likely be the case with respect to safety considerations if the dose(s) was/were 
the same as (or lower than) the original application. 

(3) And all other “criteria” are met (e.g., the applicant owns or has right of reference to the data relied upon for 
approval of the supplement, the application does not rely for approval on published literature based on data to 
which the applicant does not have a right of reference). 

An efficacy supplement is a 505(b)(2) supplement if: 
(1) Approval of the change proposed in the supplemental application would require data beyond that needed to 

support our previous finding of safety and efficacy in the approval of the original application (or earlier 
supplement), and the applicant has not conducted all of its own studies for approval of the change, or obtained a 
right to reference studies it does not own.   For example, if the change were for a new indication AND a higher 
dose, we would likely require clinical efficacy data and preclinical safety data to approve the higher dose.  If the 
applicant provided the effectiveness data, but had to rely on a different listed drug, or a new aspect of a previously 
cited listed drug, to support the safety of the new dose, the supplement would be a 505(b)(2).  

(2) Or the applicant relies for approval of the supplement on published literature that is based on data that the 
applicant does not own or have a right to reference.  If published literature is cited in the supplement but is not 
necessary for approval, the inclusion of such literature will not, in itself, make the supplement a 505(b)(2) 
supplement.

(3) Or the applicant is relying upon any data they do not own or to which they do not have right of reference.  

If you have questions about whether an application is a 505(b)(1) or 505(b)(2) application, consult with your ODE’s 
ADRA.
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______________________________
Kim J. Robertson 
Regulatory Project Manager, 
Division of Drug Oncology Products 

      _____________________________ 
      Haleh Saber, Ph.D. 
      Supervisor; Pharmacology/Toxicology 
      Division of Hematology Products 

______________________________
Sarah Pope-Miksinski, Ph.D. 

      Branch Chief 
      Division of New Drug Quality Assurance I 
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I wanted to know if you got the chance to share our clarification question regarding the PI. Once 
we hear from you, we can accordingly finalize the PI as well. Please do let me know. Thanks.

Regards,
Sabita

Sabita Nair, R.A.C.
Director-Regulatory Affairs

INTAS PHARMACEUTICALS LTD./ACCORD HEALTHCARE INC.
1009 Slater Road, Suite 210-B, Durham NC 27703, USA
Tel   :  919-941-7880; Fax:  919-941-7885;
E-Mail: snair@intaspharma.com

From: Sabita Nair
Sent: Tuesday, April 19, 2011 4:27 PM 
To: 'Robertson, Kim' 
Cc: samir mehta 
Subject: FW: NDA 201195-Docetaxel Inj.-Annotated side-by-side labeling
Importance: High

Dear Kim,

This e-mail is in continuation to the Agency communication that you sent us on April 15 
regarding the annotated side-by-side comparison of Accord’s label with that of Taxotere. I 
understood that you were out of the office up until tomorrow so I am following up on my phone 
call with this e-mail.

We are seeking some clarification in regard to the Agency comments on the annotated side-by-
side labeling and the Information Request for Labeling. If you could kindly arrange to forward 
the clarification question given below to the Labeling reviewer/division, it would help us in 
finalizing the label. 

Specifically our request is as follows,

The section 2.9 Preparation and Administration contains  
 is intended to give better clarity to the user regarding the 

reconstitution procedure. Therefore we wish to keep the section unchanged, though it differs 
from the Taxotere® label. We are hoping that the Agency would allow us to do so. 

file:///C|/Documents%20and%20Settings/robertsonk/My%...ment Revised%20container%20and%20carton%20labels.htm (2 of 4) [6/6/2011 4:58:44 PM]
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With regards to the Information Request for Labeling in response to the Agency Observations 
are proposing to keep the following colors for Accord’s docetaxel Product 

20 mg/0.5 ml – 
80 mg/2 ml - 

Please advise if this color proposal is considered to be acceptable so that we could provide you 
with revised labeling. 

Thank you.

Regards,
Sabita

Sabita Nair, R.A.C.
Director-Regulatory Affairs

INTAS PHARMACEUTICALS LTD./ACCORD HEALTHCARE INC.
1009 Slater Road, Suite 210-B, Durham NC 27703, USA
Tel   :  919-941-7880; Fax:  919-941-7885;
E-Mail: snair@intaspharma.com

From: Robertson, Kim [mailto:Kim.Robertson@fda.hhs.gov]
Sent: Friday, April 15, 2011 2:36 PM 
To: Sabita Nair 
Cc: samir mehta 
Subject: NDA 201195-Docetaxel Inj.
Importance: High

Hello Sabita:

I just left you a voice message with regard to a specific date as to when the 
Agency can expect a written response from Accord Healthcare as it pertains to 
the April 11, 2011 t-con.  One of the points the Agency stressed to Accord was 
that IF the application is approved in this review cycle, the RRT  impurity 
specs needed to be reduced to   When can we expect a written response?

Also, please see your attached Docetaxel PI.  It contains Agency comments/
suggestions that we need Accord to address right away.  Please review the PI 
and return it to the Agency by Monday, April 25, 2011.

file:///C|/Documents%20and%20Settings/robertsonk/My%...ment Revised%20container%20and%20carton%20labels.htm (3 of 4) [6/6/2011 4:58:44 PM]
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Please let me know if additionally you need desk copies of the labeling or package insert.

Thanks.

Regards,
Sabita

Sabita Nair, R.A.C.
Director-Regulatory Affairs

INTAS PHARMACEUTICALS LTD./ACCORD HEALTHCARE INC.
1009 Slater Road, Suite 210-B, Durham NC 27703, USA
Tel   :  919-941-7880; Fax:  919-941-7885;
E-Mail: snair@intaspharma.com

From: Sabita Nair
Sent: Friday, May 27, 2011 7:29 PM 
To: 'Robertson, Kim' 
Cc: samir mehta 
Subject: RE: NDA 201195 Docetaxel

Dear Kim,

This e-mail is to acknowledge receipt of the labeling comments in your e-mail below. Thank you. 
We will revert back to you soon with the responses. 

Have a nice weekend! 

Regards,
Sabita

From: Robertson, Kim [mailto:Kim.Robertson@fda.hhs.gov]
Sent: Friday, May 27, 2011 6:39 PM 
To: Sabita Nair; samir mehta 
Subject: NDA 201195 Docetaxel 
Importance: High

Hello Sabita/Samir:

Please see the attached Word document, as it is Accord’s Docetaxel label 
containing division comments.  Please review and provide us with a label by 
Tuesday, June 1, 2011.

file:///C|/Documents%20and%20Settings/robertsonk/M...20Request%20dated%20May%2027%202011 dispatched.htm (2 of 3) [6/2/2011 11:15:52 PM]
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To: Duvall Miller, Beth A 
Cc: Kim, Tamy; Cross Jr, Frank H 
Subject: N201195; Docetaxel Accord Healthcare 
Importance: High

Hi Beth: 
 
Attached, please find my (b)(2) assessment form for my Class 2 
Resubmission NDA for N201195; Docetaxel from Accord Healthcare, Inc. 
As of this point, this NDA will most likely be approved and the due date 
is June 7, 2011.  
 
Disregard the text in RED in the form; I highlighted that, so that my 
pharmtox and CMC reviewers could readily see those sections to confirm 
for me that what was cut ‘n pasted from the previous assessment form is 
still relevant.  
 
 << File: 2nd Cycle 505(b)(2) Assessment (REV-RPM-07).doc >>  
 
 
I have also attached for your convenience a few pages from Accord’s 
submissions outlining their Para. IV amendments regarding the patents, 
along with their Para. IV notifications to the NDA holder. 
 
 
 << File: Paragraph IV Certs.pdf >>      << File: Notifications to RLD Holder.pdf 
>>  
 
Thanks, 
Kim 
 
Kim J. Robertson 
Regulatory Health Project Manager 
Division of Drug Oncology Products 
Phone: (301) 796-1441 
Fax: (301) 796-9845 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  

Food and Drug Administration
Silver Spring  MD  20993

NDA 201195 INFORMATION REQUEST 

Accord Healthcare, Inc. USA 
1009 Slater Road 
Suite 210-B 
Durham, NC  27703 

Attention:   Samir Mehta, Ph.D. 
  President 

Dear Dr. Mehta: 

Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act for Docetaxel Injection; 20 mg/0.5 mL and 80 mg/2.0 mL. 

We are reviewing the revised Carton and Container labels of your submission and have the 
remaining following comments.  We request a prompt response to these comments in order to 
continue our evaluation of your NDA. 

COMMENTS AND REQUESTS: 

A. General Comment for the 80 mg/2 mL strength labels and labeling 

utilized for strength differentiation.  As currently presented it is too 
similar to  utilized in Hospira’s docetaxel product. 

B. Diluent Labels (20 mg/0.5 mL and 80 mg/2 mL) 

Use a bold font for the word “Caution”. 

C. Blister Labels (20 mg/0.5 mL and 80 mg/2 mL) 

1. Relocate the statement “FOR INTRAVENOUS INFUSION ONLY AFTER FINAL 
DILUTION” to the line where the statement “Rx Only” is currently positioned.  Relocate 
the statement “Rx Only” to the position where the statement “FOR INTRAVENOUS 
INFUSION ONLY AFTER FINAL DILUTION” is positioned. 

2. Use a bold font for the statement “FOR INTRAVENOUS INFUSION ONLY AFTER 
FINAL DILUTION” in bold font. 

Reference ID: 2953445
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D. Container Labels (20 mg/0.5 mL and 80 mg/2 mL) 

See Comment C.2, above. 

E. Carton Labeling (20 mg/0.5 mL and 80 mg/2 mL) 

1. Increase the size of the statement “Before Initial Dilution”. 

2. Add the statement “Before Initial Dilution*” and “*see side panel for concentration 
obtained after initial dilution step” to the principal display panel below the statement of 
strength, like the back panel. 

If you have any questions, call Kim J. Robertson, Regulatory Project Manager, at (301) 796-
1441.

Sincerely,

{See appended electronic signature page}

Kim J. Robertson 
Regulatory Project Manager 
Division of Drug Oncology Products 
Office of Oncology Drug Products 
Center for Drug Evaluation and Research 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  

Food and Drug Administration
Silver Spring  MD  20993

NDA 201195 INFORMATION REQUEST 

Accord Healthcare, Inc. USA 
1009 Slater Road 
Suite 210-B 
Durham, NC  27703 

Attention:   Samir Mehta, Ph.D. 
  President 

Dear Dr. Mehta: 

Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act for Docetaxel Injection; 20 mg/0.5 mL and 80 mg/2.0 mL. 

We are reviewing the Carton and Container labels of your submission and have the following 
comments.  We request a prompt response to these comments in order to continue our evaluation 
of your NDA. 

COMMENTS AND REQUESTS: 

A. General Comments for all Container Labels and Carton Labeling 

1. Due to the availability of multiple formulations of docetaxel in varying concentrations that 
require differing instructions for drug preparation, the potential for confusion among these 
products is a significant safety concern for DMEPA. 
Thus, it is essential to differentiate the labels and labeling of these products such that the 
potential for confusion is minimized. One important feature of the container labels and carton 
labeling, that may help to differentiate these products, is color. 
Thus, in an effort to help minimize the potential for confusion that can lead to dosing errors due 
to similarities or overlaps in color between the products, we take into consideration that colors 
should not overlap between the following: 

• One-vial vs. two-vial formulations 
• Concentration of 10 mg/mL vs. concentration of 20 mg/mL prior to dilution in infusion 

bag

The colors you propose for strength differentiation of the 20 mg/0.5 mL and 80 mg/2 mL 
strengths  This may lead 
to confusion due to the differences in formulation (one-vial vs. two-vial) and concentration per 

Reference ID: 2934149

(b) (4)





NDA 201195 
Page 3 

D. Diluent Labels 

1. The diluent labels are not well differentiated from the active drug vials which could cause 
healthcare practitioners to confuse the diluent as the active drug vial and vice versa. The 
“docetaxel” established name and strength are too prominent on the diluent labels and the trade 
dress highlights the established name of the active drug, not the ingredients in the diluent. 
Therefore we request you revise as follows: 

a.  the statement of strength from the diluent labels. 

b. Increase the prominence of the word “Diluent” so that it is the most prominent 
word on the label. 

c. Revise the name to read “Diluent for Docetaxel Injection 20 mg” or 80 mg as appropriate. 
Additionally, use a bold font for the word “Diluent” or make it much larger than the rest of the 
statement. 

2. In the Caution statement, place the following in bold font: “entire”, “1.95 mL” and 
“7.2 mL”. 

3. The storage conditions statements are too prominent due to the  used. Use a 
black, unbolded font for the storage conditions statements. 

E. Blister Labels 

See comments B.2, B.4, and D.3 above. 

If you have any questions, call Kim J. Robertson, Regulatory Project Manager, at (301) 796-
1441.

Sincerely,

{See appended electronic signature page}

Kim J. Robertson 
Regulatory Project Manager 
Division of Drug Oncology Products 
Office of Oncology Drug Products 
Center for Drug Evaluation and Research 

Reference ID: 2934149
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION

REQUEST FOR DDMAC LABELING REVIEW CONSULTATION 
**Please send immediately following the Filing/Planning meeting** 

TO:  HFD-42;Attn: 

CDER-DDMAC-RPM

FROM: (Name/Title, Office/Division/Phone number of requestor)

Kim J. Robertson, OND/DDOP/CDER; 6-1441     

REQUEST DATE 
March 17, 2011 

IND NO. NDA/BLA NO. 

201195
TYPE OF DOCUMENTS 
(PLEASE CHECK OFF BELOW)

New 505(b)(2) NDA; Class 2 Resubmission; Dated 
December 10, 2010  

NAME OF DRUG 

Docetaxel Injection 
; 20 mg and 80 

mg 

PRIORITY CONSIDERATION 

Priority
CLASSIFICATION OF DRUG 

5
DESIRED COMPLETION DATE  
(Generally 1 week before the wrap up meeting) 

May 10, 2011 

NAME OF FIRM: Accord Healthcare, Inc.
PDUFA Date: June 10, 2011

TYPE OF LABEL TO REVIEW

TYPE OF LABELING: 
(Check all that apply) 
� PACKAGE INSERT (PI)
� PATIENT PACKAGE INSERT (PPI) 
� CARTON/CONTAINER LABELING 
� MEDICATION GUIDE 
� INSTRUCTIONS FOR USE(IFU) 

TYPE OF APPLICATION/SUBMISSION 
�  ORIGINAL NDA/BLA 
�  IND 
�  EFFICACY SUPPLEMENT 
�  SAFETY SUPPLEMENT 
�  LABELING SUPPLEMENT 
�  PLR CONVERSION 

REASON FOR LABELING CONSULT 
�  INITIAL PROPOSED LABELING 
�  LABELING REVISION 

EDR link to submission: \\FDSWA150\NONECTD\N201195\N 000\2011-01-19

Please Note:  There is no need to send labeling at this time.  DDMAC reviews substantially complete labeling, which has already
been marked up by the CDER Review Team.  The DDMAC reviewer will contact you at a later date to obtain the substantially 
complete labeling for review.

COMMENTS/SPECIAL INSTRUCTIONS: DDOP is requesting that DDMAC review the proposed product labeling and any 
relevant advertising for this NDA. This is a paper NDA. Draft Carton, Blister, Label, SBS and PI can be found in 
the EDR: \\FDSWA150\NONECTD\N201195\N 000\2011-01-19

Clinical reviewer: Kristen Snyder M.D.; CMC: Joyce Crich, Ph.D..; Proj. Mgr.: Kim Robertson 

Mid-Cycle Meeting: [Insert Date] N/A

Labeling Meetings: [Insert Dates] February 9,  March 15, March 24, April 14, and May 13, 2011

Wrap-Up Meeting: [Insert Date] N/A 
Reference ID: 2919994
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From: Robertson, Kim 
Sent: Friday, March 04, 2011 11:41 AM 
To: Sabita Nair 
Cc: samir mehta 
Subject: NDA 201195; Docetaxel Inj.--Pharmtox Information Request 

Importance: High
Hello Sabita: 
 
Please see the following request for clarification from our 
Pharmacologists re: Accord’s (b)(2) for Docetaxel Inj.: 
 
 

• In the experimental design, and protocol of your repeat dose 
toxicology study (pages 19 and 198), you stated that the recovery 
groups (groups G9 and G10) were administered the high dose 
(0.2mg/kg) of  impurity and Docetaxel Injection, 
respectively. However, your tabulated data indicate that the 
impurity recovery group G9 was administered the low dose 
(0.05mg/kg), and the Docetaxel Injection recovery group G10 was 
administered the mid dose (0.1mg/kg). Please indicate doses 
administered to recovery groups G9 and G10. 

 
Please provide a response to this query no later than Monday, March 7, 
2011.  
 
Regards, 
Kim 
 
Kim J. Robertson 
Consumer Safety Officer 
Division of Drug Oncology Products 
Phone: (301) 796-1441 
Fax: (301) 796-9845 

Reference ID: 2913697
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION
REQUEST FOR CONSULTATION

TO (Office/Division): David Hussong/Jim McVey/Sylvia Gantt 
NEW DRUG MICROBIOLOGY STAFF 
OC/OO/CDER/OPS/NDMS - HFD-805

FROM (Name, Office/Division, and Phone Number of Requestor):  Deborah 
Mesmer, 301-796-4023 

DATE

March 3, 2011 
IND NO. 

                   
NDA NO.

201195
TYPE OF DOCUMENT

NDA resubmission, 
505(b)(2)

DATE OF DOCUMENT

December 10, 2010 

NAME OF DRUG 

Docetaxel Injection, 20 mg 
and 80 mg 

PRIORITY CONSIDERATION 

Class 2 resubmission 
CLASSIFICATION OF DRUG 

Oncology
DESIRED COMPLETION DATE 

5/12/11
PDUFA 6/10/11 

NAME OF FIRM: Accord Healthcare Inc  

REASON FOR REQUEST

I. GENERAL

  NEW PROTOCOL 
  PROGRESS REPORT 
  NEW CORRESPONDENCE 
  DRUG ADVERTISING 
  ADVERSE REACTION REPORT 
  MANUFACTURING CHANGE / ADDITION 
  MEETING PLANNED BY

  PRE NDA MEETING 
  END OF PHASE 2a MEETING 
  END OF PHASE 2 MEETING 
  RESUBMISSION 
  SAFETY / EFFICACY 
  PAPER NDA 
  CONTROL SUPPLEMENT

  RESPONSE TO DEFICIENCY LETTER 
  FINAL PRINTED LABELING 
  LABELING REVISION 
  ORIGINAL NEW CORRESPONDENCE 
  FORMULATIVE REVIEW 
  OTHER (SPECIFY BELOW):

II. BIOMETRICS

  PRIORITY P NDA REVIEW 
  END OF PHASE 2 MEETING 
  CONTROLLED STUDIES 
  PROTOCOL REVIEW 
  OTHER (SPECIFY BELOW): 

  CHEMISTRY REVIEW 
  PHARMACOLOGY 
  BIOPHARMACEUTICS 
  OTHER (SPECIFY BELOW): 

III. BIOPHARMACEUTICS

  DISSOLUTION 
  BIOAVAILABILTY STUDIES 
  PHASE 4 STUDIES 

  DEFICIENCY LETTER RESPONSE 
  PROTOCOL  BIOPHARMACEUTICS 
  IN VIVO WAIVER REQUEST 

IV. DRUG SAFETY

  PHASE 4 SURVEILLANCE/EPIDEMIOLOGY PROTOCOL 
  DRUG USE, e.g., POPULATION EXPOSURE, ASSOCIATED DIAGNOSES 
  CASE REPORTS OF SPECIFIC REACTIONS (List below) 
  COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP 

  REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY 
  SUMMARY OF ADVERSE EXPERIENCE 
  POISON RISK ANALYSIS 

V. SCIENTIFIC INVESTIGATIONS

  CLINICAL   NONCLINICAL 

COMMENTS / SPECIAL INSTRUCTIONS: A microbiology review is requested for this resubmitted 505(b)(2) application.  The 
jackets will be provided to the assigned reviewer for this paper submission. 

John Metcalfe was the microbiology reviewer in the last cycle. 

Chemistry Reviewer: Joyce Crich 
OND Project Manager: Kim Robertson 
CMC Lead: Haripada Sarker 
ONDQA RPM:  Debbie Mesmer 

Please notify Debbie Mesmer of reviewer assignment.
Reference ID: 2913215
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION
REQUEST FOR CONSULTATION

TO (Office/Division): CDER OSE CONSULT FROM (Name, Office/Division, and Phone Number of Requestor): HFD-
150/DDOP/Kim Robertson, 6-1441 

DATE

February 8, 2011 
IND NO. 

                   
NDA NO.

201195
TYPE OF DOCUMENT

505(b)(2); PI & Carton 
and Container Labels 

DATE OF DOCUMENT

December 07, 2010; 
received December 10, 
2010

NAME OF DRUG 

Docetaxel Injection 
PRIORITY CONSIDERATION 

Priority
CLASSIFICATION OF DRUG 

5
DESIRED COMPLETION DATE 

May 2, 2011

NAME OF FIRM: Accord Healthcare, Inc. 

REASON FOR REQUEST

I. GENERAL

  NEW PROTOCOL 
  PROGRESS REPORT 
  NEW CORRESPONDENCE 
  DRUG ADVERTISING 
  ADVERSE REACTION REPORT 
  MANUFACTURING CHANGE / ADDITION 
  MEETING PLANNED BY

  PRE NDA MEETING 
  END OF PHASE 2a MEETING 
  END OF PHASE 2 MEETING 
  RESUBMISSION 
  SAFETY / EFFICACY 
  PAPER NDA 
  CONTROL SUPPLEMENT

  RESPONSE TO DEFICIENCY LETTER 
  FINAL PRINTED LABELING 
  LABELING REVISION 
  ORIGINAL NEW CORRESPONDENCE 
  FORMULATIVE REVIEW 
  OTHER (SPECIFY BELOW):

II. BIOMETRICS

  PRIORITY P NDA REVIEW 
  END OF PHASE 2 MEETING 
  CONTROLLED STUDIES 
  PROTOCOL REVIEW 
  OTHER (SPECIFY BELOW): 

  CHEMISTRY REVIEW 
  PHARMACOLOGY 
  BIOPHARMACEUTICS 
  OTHER (SPECIFY BELOW): 

III. BIOPHARMACEUTICS

  DISSOLUTION 
  BIOAVAILABILTY STUDIES 
  PHASE 4 STUDIES 

  DEFICIENCY LETTER RESPONSE 
  PROTOCOL  BIOPHARMACEUTICS 
  IN VIVO WAIVER REQUEST 

IV. DRUG SAFETY

  PHASE 4 SURVEILLANCE/EPIDEMIOLOGY PROTOCOL 
  DRUG USE, e.g., POPULATION EXPOSURE, ASSOCIATED DIAGNOSES 
  CASE REPORTS OF SPECIFIC REACTIONS (List below) 
  COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP 

  REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY 
  SUMMARY OF ADVERSE EXPERIENCE 
  POISON RISK ANALYSIS 

V. SCIENTIFIC INVESTIGATIONS

  CLINICAL   NONCLINICAL 

COMMENTS / SPECIAL INSTRUCTIONS: At this time, DDOP is requesting that OSE reviews the sponsor proposed product PI 
and labeling for this (b)(2) NDA.  This is a paper NDA.  There appears to be an upload problem in DARRTS/EDR 
regarding the PI itself; however, to facilitate OSE's review of the PI, I will attach  it to this consult. The remaining 
components necessary for OSE to review (cartons, blisters)  can be found in the EDR at the following pathway link: 
\\FDSWA150\NONECTD\N201195\N_000\2011-01-19. 

Clinical reviewer: Kristen Snyder, M.D..; CMC: Sarah Pope-Misinski, Ph.D.; CSO: Kim Robertson 

SIGNATURE OF REQUESTOR 

Kim Robertson, CSO 
METHOD OF DELIVERY (Check one) 

  DFS   EMAIL   MAIL   HAND 

PRINTED NAME AND SIGNATURE OF RECEIVER PRINTED NAME AND SIGNATURE OF DELIVERER 
Reference ID: 2902688
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  

Food and Drug Administration
Silver Spring  MD  20993

NDA 201195 ACKNOWLEDGE – 
 CLASS 2 RESPONSE

Accord Healthcare, Inc. USA 
1009 Slater Road 
Suite 210-B 
Durham, NC  27703 

Attention:   Samir Mehta, Ph.D. 
  President 

Dear Dr. Mehta: 

We acknowledge receipt on December 10, 2010, of your December 7, 2010 resubmission of your 
new drug application submitted pursuant to section 505(b)(2) of the Federal Food, Drug, and 
Cosmetic Act for Docetaxel Injection; 20 mg/0.5 mL and 80 mg/2.0 mL. 

We consider this a complete, Class 2 response to our October 22, 2010 action letter.  Therefore, 
the user fee goal date is June 10, 2011. 

If you have any questions, call Kim J. Robertson, Regulatory Project Manager, at (301) 796-
1441.

Sincerely,

{See appended electronic signature page}

Kim J. Robertson 
Consumer Safety Officer 
Division of Drug Oncology Products 
Office of Oncology Drug Products 
Center for Drug Evaluation and Research 

Reference ID: 2900084
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  

Food and Drug Administration
Silver Spring  MD  20993

NDA 201195 INFORMATION REQUEST 

Accord Healthcare, Inc. USA 
1009 Slater Road 
Suite 210-B 
Durham, NC  27703 

Attention:   Samir Mehta, Ph.D. 
  President 

Dear Dr. Mehta: 

Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act for Docetaxel Injection; 20 mg/0.5 mL and 80 mg/2.0 mL. 

We also refer you to your December 7, 2010 submission, received December 10, 2010. We are 
reviewing your submission and have ascertained the following information request from the 
pharmacology/toxicology discipline.  We request a prompt written response in order to continue 
our evaluation of your NDA no later than Friday, January 21, 2011. 

INFORMATION REQUEST:

1. Please provide the amount of  impurity contained in the Docetaxel 
Injection Concentrate (batch ASDCTP1124) used in the repeat-dose rat study (Study #10108). 
Also provide information necessary to calculate the dose of impurity that animals received in 
Study 10108; this includes dilutions made prior to dose administration.  

2. Please provide the Certificate of Analysis for the Docetaxel Injection Concentrate (batch 
ASDCTP1124).  

3.  You indicate in your submission that the impurity "has been observed to appear in both 
Accord's product as well as the innovator product at the same RRT . However, you do 
not provide the level of the impurity in the reference listed drug (RLD) in your current 
submission.  Please provide the side-by-side comparison of impurities that was performed 
with Docetaxel Injection and the RLD to include the level of RRT  in the RLD. 

Reference ID: 2892815
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If you have any questions, call Kim J. Robertson, Consumer Safety Officer, at (301) 796-1441. 

Sincerely,

{See appended electronic signature page}

Kim J. Robertson 
Consumer Safety Officer 
Division of Drug Oncology Products 
Office of Oncology Drug Products 
Center for Drug Evaluation and Research 

Reference ID: 2892815
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Version:  8/25/10 

any paragraph IV certifications, mark “N/A” and skip to the next section below 
(Summary Reviews)).

• [505(b)(2) applications]  For each paragraph IV certification, based on the 
questions below, determine whether a 30-month stay of approval is in effect due 
to patent infringement litigation.   

Answer the following questions for each paragraph IV certification: 

(1) Have 45 days passed since the patent owner’s receipt of the applicant’s 
notice of certification? 

(Note:  The date that the patent owner received the applicant’s notice of 
certification can be determined by checking the application.  The applicant 
is required to amend its 505(b)(2) application to include documentation of 
this date (e.g., copy of return receipt or letter from recipient 
acknowledging its receipt of the notice) (see 21 CFR 314.52(e))). 

If “Yes,” skip to question (4) below.  If “No,” continue with question (2). 

(2) Has the patent owner (or NDA holder, if it is an exclusive patent licensee) 
submitted a written waiver of its right to file a legal action for patent 
infringement after receiving the applicant’s notice of certification, as 
provided for by 21 CFR 314.107(f)(3)? 

If “Yes,” there is no stay of approval based on this certification. Analyze the next 
paragraph IV certification in the application, if any.  If there are no other 
paragraph IV certifications, skip the rest of the patent questions.   

If “No,” continue with question (3). 

(3) Has the patent owner, its representative, or the exclusive patent licensee 
filed a lawsuit for patent infringement against the applicant?  

(Note:  This can be determined by confirming whether the Division has 
received a written notice from the (b)(2) applicant (or the patent owner or 
its representative) stating that a legal action was filed within 45 days of 
receipt of its notice of certification.  The applicant is required to notify the 
Division in writing whenever an action has been filed within this 45-day 
period (see 21 CFR 314.107(f)(2))). 

If “No,” the patent owner (or NDA holder, if it is an exclusive patent licensee) 
has until the expiration of the 45 day period described in question (1) to waive 
its right to bring a patent infringement action or to bring such an action.  After 
the 45 day period expires, continue with question (4) below.    

(4) Did the patent owner (or NDA holder, if it is an exclusive patent licensee) 
submit a written waiver of its right to file a legal action for patent 
infringement within the 45-day period described in question (1), as 
provided for by 21 CFR 314.107(f)(3)? 

If “Yes,” there is no stay of approval based on this certification. Analyze the next 
paragraph IV certification in the application, if any.  If there are no other 

Yes        No         

Yes        No

Yes        No

Yes        No
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Appendix to Action Package Checklist 

An NDA or NDA supplemental application is likely to be a 505(b)(2) application if: 
(1) It relies on published literature to meet any of the approval requirements, and the applicant does not have a written 

right of reference to the underlying data.   If published literature is cited in the NDA but is not necessary for 
approval, the inclusion of such literature will not, in itself, make the application a 505(b)(2) application. 

(2) Or it relies for approval on the Agency's previous findings of safety and efficacy for a listed drug product and the 
applicant does not own or have right to reference the data supporting that approval. 

(3) Or it relies on what is "generally known" or "scientifically accepted" about a class of products to support the 
safety or effectiveness of the particular drug for which the applicant is seeking approval.  (Note, however, that this 
does not mean any reference to general information or knowledge (e.g., about disease etiology, support for 
particular endpoints, methods of analysis) causes the application to be a 505(b)(2) application.) 

Types of products for which 505(b)(2) applications are likely to be submitted include: fixed-dose combination drug 
products (e.g., heart drug and diuretic (hydrochlorothiazide) combinations); OTC monograph deviations(see 21 CFR 
330.11); new dosage forms; new indications; and, new salts.  

An efficacy supplement can be either a (b)(1) or a (b)(2) regardless of whether the original NDA was a (b)(1) or a (b)(2). 

An efficacy supplement is a 505(b)(1) supplement if the supplement contains all of the information needed to support the 
approval of the change proposed in the supplement.  For example, if the supplemental application is for a new indication, 
the supplement is a 505(b)(1) if: 

(1) The applicant has conducted its own studies to support the new indication (or otherwise owns or has right of 
reference to the data/studies). 

(2) And no additional information beyond what is included in the supplement or was embodied in the finding of 
safety and effectiveness for the original application or previously approved supplements is needed to support the 
change.  For example, this would likely be the case with respect to safety considerations if the dose(s) was/were 
the same as (or lower than) the original application. 

(3) And all other “criteria” are met (e.g., the applicant owns or has right of reference to the data relied upon for 
approval of the supplement, the application does not rely for approval on published literature based on data to 
which the applicant does not have a right of reference). 

An efficacy supplement is a 505(b)(2) supplement if: 
(1) Approval of the change proposed in the supplemental application would require data beyond that needed to 

support our previous finding of safety and efficacy in the approval of the original application (or earlier 
supplement), and the applicant has not conducted all of its own studies for approval of the change, or obtained a 
right to reference studies it does not own.   For example, if the change were for a new indication AND a higher 
dose, we would likely require clinical efficacy data and preclinical safety data to approve the higher dose.  If the 
applicant provided the effectiveness data, but had to rely on a different listed drug, or a new aspect of a previously 
cited listed drug, to support the safety of the new dose, the supplement would be a 505(b)(2).  

(2) Or the applicant relies for approval of the supplement on published literature that is based on data that the 
applicant does not own or have a right to reference.  If published literature is cited in the supplement but is not 
necessary for approval, the inclusion of such literature will not, in itself, make the supplement a 505(b)(2) 
supplement. 

(3) Or the applicant is relying upon any data they do not own or to which they do not have right of reference.  

If you have questions about whether an application is a 505(b)(1) or 505(b)(2) application, consult with your ODE’s 
ADRA.
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As indicated above, we require a prompt written response to these issues in order to continue our 
evaluation of your NDA. 

If you have any questions, call Kim J. Robertson, Regulatory Project Manager, at (301) 796-
1441.

Sincerely, 

{See appended electronic signature page}

Sarah Pope-Miksinski, Ph.D. 
Branch Chief 
Division of New Drug Quality Assessment I 
Office of New Drug Quality Assessment 



Application
Type/Number

Submission
Type/Number Submitter Name Product Name

-------------------- -------------------- -------------------- ------------------------------------------
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  

Food and Drug Administration
Silver Spring  MD  20993

NDA 201195 INFORMATION REQUEST 

Accord Healthcare, Inc. USA 
1009 Slater Road 
Suite 210-B 
Durham, NC  27703 

Attention:   Samir Mehta, Ph.D. 
  President 

Dear Dr. Mehta: 

Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act for Docetaxel Injection; 20 mg/0.5 mL and 80 mg/2.0 mL. 

We are reviewing the pharmacology/toxicology and chemistry sections of your submission and 
have the following comments and information requests.  We request a prompt written response 
in order to continue our evaluation of your NDA. 

INFORMATION REQUEST:

1. The NDA submission for Docetaxel Injection indicates that citric acid will be added as an 
excipient (q.s.to pH) to the formulation of your drug product. Please provide the actual amount 
of citric acid in each docetaxel (i.e. 20 mg/0.5mL and 80 mg/2.0 mL) vial. 

2. The NDA also indicates that polysorbate (PS) 80 will be added  
to the formulation of your drug product. Please provide the actual amount of PS 80 in each 
docetaxel vial and the ratio of PS80 to docetaxel, in the docetaxel vials and in the initial diluted 
solutions.

3. Please indicate if the Product Shelf-life Specification submitted on page 11 of Section 
3.2.P.5.1a of your submission is the most updated specification of individual impurities for your 
drug product. 

(b) (4)
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If you have any questions, call Kim J. Robertson, Consumer Safety Officer, at (301) 796-1441. 

Sincerely, 

{See appended electronic signature page}

Kim J. Robertson 
Consumer Safety Officer 
Division of Drug Oncology Products 
Office of Oncology Drug Products 
Center for Drug Evaluation and Research 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION
REQUEST FOR CONSULTATION

TO (Office/Division): CDER OSE CONSULT FROM (Name, Office/Division, and Phone Number of Requestor): HFD-
150/DDOP/Kim Robertson, 6-1441 

DATE 

March 7, 2010 
IND NO. 

                   
NDA NO.

201195
TYPE OF DOCUMENT

505(b)(2); PI & Carton 
and Container Labels 

DATE OF DOCUMENT

December 21, 2009 

NAME OF DRUG 

Docetaxel Injection 
 

PRIORITY CONSIDERATION 

Priority 
CLASSIFICATION OF DRUG 

5
DESIRED COMPLETION DATE 

August 31, 2010 

NAME OF FIRM:  Accord Healthcare, Inc. 

REASON FOR REQUEST

I. GENERAL

  NEW PROTOCOL 
  PROGRESS REPORT 
  NEW CORRESPONDENCE 
  DRUG ADVERTISING 
  ADVERSE REACTION REPORT 
  MANUFACTURING CHANGE / ADDITION 
  MEETING PLANNED BY

  PRE-NDA MEETING 
  END-OF-PHASE 2a MEETING 
  END-OF-PHASE 2 MEETING 
  RESUBMISSION 
  SAFETY / EFFICACY 
  PAPER NDA 
  CONTROL SUPPLEMENT

  RESPONSE TO DEFICIENCY LETTER 
  FINAL PRINTED LABELING 
  LABELING REVISION 
  ORIGINAL NEW CORRESPONDENCE 
  FORMULATIVE REVIEW 
  OTHER (SPECIFY BELOW):

II. BIOMETRICS

  PRIORITY P NDA REVIEW 
  END-OF-PHASE 2 MEETING 
  CONTROLLED STUDIES 
  PROTOCOL REVIEW 
  OTHER (SPECIFY BELOW): 

  CHEMISTRY REVIEW 
  PHARMACOLOGY 
  BIOPHARMACEUTICS 
  OTHER (SPECIFY BELOW): 

III. BIOPHARMACEUTICS

  DISSOLUTION 
  BIOAVAILABILTY STUDIES 
  PHASE 4 STUDIES 

  DEFICIENCY LETTER RESPONSE 
  PROTOCOL - BIOPHARMACEUTICS 
  IN-VIVO WAIVER REQUEST 

IV. DRUG SAFETY

  PHASE 4 SURVEILLANCE/EPIDEMIOLOGY PROTOCOL 
  DRUG USE, e.g., POPULATION EXPOSURE, ASSOCIATED DIAGNOSES 
  CASE REPORTS OF SPECIFIC REACTIONS (List below) 
  COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP 

  REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY 
  SUMMARY OF ADVERSE EXPERIENCE 
  POISON RISK ANALYSIS 

V. SCIENTIFIC INVESTIGATIONS

  CLINICAL   NONCLINICAL 

COMMENTS / SPECIAL INSTRUCTIONS:  At this time, DDOP is requesting that OSE reviews the sponsor proposed product PI 
and labeling for this (b)(2) NDA.  This is a paper NDA; however, the components that OSE requires to intiate their 
review can be found in the EDR at the following pathway link: \\FDSWA150\NONECTD\N201195\N_000\2009-12-
21. To facilitate your review, I will send via email the labels and PI once the PI for the Listed Drug (Taxotere) has 
been finalized. 

Clinical reviewer: Qin Ryan, M.D, Ph.D.; CMC: Sarah Pope-Misinski, Ph.D.; CSO: Kim Robertson 

SIGNATURE OF REQUESTOR 

Kim Robertson, CSO 
METHOD OF DELIVERY (Check one) 

  DFS                  EMAIL                  MAIL                  HAND 

PRINTED NAME AND SIGNATURE OF RECEIVER PRINTED NAME AND SIGNATURE OF DELIVERER 

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

Food and Drug Administration
Silver Spring  MD  20993

NDA 201195 FILING COMMUNICATION

Accord Healthcare, Inc. USA 
1009 Slater Road 
Suite 210-B 
Durham, NC  27703 

Attention:   Samir Mehta, Ph.D. 
  President 

Dear Dr. Mehta: 

Please refer to your new drug application (NDA) dated December 21, 2009, received December 
22, 2009, submitted pursuant to section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act, 
for Docetaxel Injection; 20 mg/0.5 mL and 80 mg/2.0 mL. 

We have completed our filing review and have determined that your application is sufficiently 
complete to permit a substantive review.  Therefore, in accordance with 21 CFR 314.101(a), this 
application is considered filed 60 days after the date we received your application.  The review 
classification for this application is Standard.  Therefore, the user fee goal date is October 22, 
2010.

We are reviewing your application according to the processes described in the Guidance for 
Review Staff and Industry: Good Review Management Principles and Practices for PDUFA 
Products.  Therefore, we have established internal review timelines as described in the guidance, 
which includes the timeframes for FDA internal milestone meetings (e.g., filing, planning, 
midcycle, team and wrap-up meetings).  Please be aware that the timelines described in the 
guidance are flexible and subject to change based on workload and other potential review issues 
(e.g., submission of amendments).  We will inform you of any necessary information requests or 
status updates following the milestone meetings or at other times, as needed, during the process.  
If major deficiencies are not identified during the review, we plan to communicate proposed 
labeling and, if necessary, any postmarketing commitment requests by September 24, 2010. 

During our filing review of your application, we identified the following potential review issues: 

1.  Stability data for the prepared infusion solution are not provided.  

2.  In-use stability and compatibility data are not provided.   
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We request that you submit the following information: 

1.  Provide stability data for the prepared infusion solution (drug product) that covers the period  
of intended short-term storage time. 

2.  Provide in-use stability and compatibility data for the drug product infusion solution. 

We are providing the above comments to give you preliminary notice of potential review issues.  
Our filing review is only a preliminary evaluation of the application and is not indicative of 
deficiencies that may be identified during our review.  Issues may be added, deleted, expanded 
upon, or modified as we review the application.   

If you have not already done so, you must submit the content of labeling 
[21 CFR 314.50(l)(1)(i)] in structured product labeling (SPL) format as described at 
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm.  The 
content of labeling must be in the Prescribing Information (physician labeling rule) format. 

Please respond only to the above requests for additional information. While we anticipate that 
any response submitted in a timely manner will be reviewed during this review cycle, such 
review decisions will be made on a case-by-case basis at the time of receipt of the submission. 

REQUIRED PEDIATRIC ASSESSMENTS

Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c), all applications for new 
active ingredients, new indications, new dosage forms, new dosing regimens, or new routes of 
administration are required to contain an assessment of the safety and effectiveness of the 
product for the claimed indication in pediatric patients unless this requirement is waived, 
deferred, or inapplicable. 

We acknowledge receipt of your request for a full waiver of pediatric studies for this application.
Once we have reviewed your request, we will notify you if the full waiver request is denied and a 
pediatric drug development plan is required. 

If you have any questions, call Kim J. Robertson, Consumer Safety Officer, at (301) 796-1441. 

Sincerely, 

{See appended electronic signature page} 

Robert L. Justice, M.D., M.S. 
      Director 
      Division of Drug Oncology Products 
      Office of Oncology Drug Products 
      Center for Drug Evaluation and Research 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION
REQUEST FOR CONSULTATION

TO (Office/Division): David Hussong/Jim McVey/Sylvia Gantt 
NEW DRUG MICROBIOLOGY STAFF 
OC/OO/CDER/OPS/NDMS - HFD-805

FROM (Name, Office/Division, and Phone Number of Requestor):  Haripada 
Sarker, ONDQA, through Deborah Mesmer, 301-796-
4023

DATE 

February 03, 2010 
IND NO. 

                   
NDA NO.

201195
TYPE OF DOCUMENT

NDA original submission, 
505(b)(2)

DATE OF DOCUMENT

December 21, 2009 
Received December 22, 
2009

NAME OF DRUG 

Docetaxel Injection, 20 mg 
and 80 mg 

PRIORITY CONSIDERATION 

Not yet determined 
CLASSIFICATION OF DRUG 

Oncology 
DESIRED COMPLETION DATE 

May 21, 2010 

NAME OF FIRM:  Accord Healthcare Inc  

REASON FOR REQUEST

I. GENERAL

  NEW PROTOCOL 
  PROGRESS REPORT 
  NEW CORRESPONDENCE 
  DRUG ADVERTISING 
  ADVERSE REACTION REPORT 
  MANUFACTURING CHANGE / ADDITION 
  MEETING PLANNED BY

  PRE-NDA MEETING 
  END-OF-PHASE 2a MEETING 
  END-OF-PHASE 2 MEETING 
  RESUBMISSION 
  SAFETY / EFFICACY 
  PAPER NDA 
  CONTROL SUPPLEMENT

  RESPONSE TO DEFICIENCY LETTER 
  FINAL PRINTED LABELING 
  LABELING REVISION 
  ORIGINAL NEW CORRESPONDENCE 
  FORMULATIVE REVIEW 
  OTHER (SPECIFY BELOW):

II. BIOMETRICS

  PRIORITY P NDA REVIEW 
  END-OF-PHASE 2 MEETING 
  CONTROLLED STUDIES 
  PROTOCOL REVIEW 
  OTHER (SPECIFY BELOW): 

  CHEMISTRY REVIEW 
  PHARMACOLOGY 
  BIOPHARMACEUTICS 
  OTHER (SPECIFY BELOW): 

III. BIOPHARMACEUTICS

  DISSOLUTION 
  BIOAVAILABILTY STUDIES 
  PHASE 4 STUDIES 

  DEFICIENCY LETTER RESPONSE 
  PROTOCOL - BIOPHARMACEUTICS 
  IN-VIVO WAIVER REQUEST 

IV. DRUG SAFETY

  PHASE 4 SURVEILLANCE/EPIDEMIOLOGY PROTOCOL 
  DRUG USE, e.g., POPULATION EXPOSURE, ASSOCIATED DIAGNOSES 
  CASE REPORTS OF SPECIFIC REACTIONS (List below) 
  COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP 

  REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY 
  SUMMARY OF ADVERSE EXPERIENCE 
  POISON RISK ANALYSIS 

V. SCIENTIFIC INVESTIGATIONS

  CLINICAL   NONCLINICAL 

COMMENTS / SPECIAL INSTRUCTIONS:  A microbiology review is requested for this 505(b)(2) application.  The jackets will 
be provided to the assigned reviewer. 

Chemistry Reviewer: Ted Chang 
OND Project Manager: Kim Robertson 
ONDQA PAL: Haripada Sarker 
ONDQA RPM:  Debbie Mesmer 

Please notify Debbie Mesmer of reviewer assignment. 



SIGNATURE OF REQUESTOR 

{See appended electronic signature page} 
METHOD OF DELIVERY (Check one) 

  DFS                  EMAIL                  MAIL                  HAND 

PRINTED NAME AND SIGNATURE OF RECEIVER PRINTED NAME AND SIGNATURE OF DELIVERER 



Application
Type/Number

Submission
Type/Number Submitter Name Product Name

-------------------- -------------------- -------------------- ------------------------------------------
NDA-201195 ORIG-1 ACCORD

HEALTHCARE INC
DOCETAXEL INJECTION 20 MG
and 80 MG

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

DEBORAH M MESMER
02/04/2010

HARIPADA SARKER
02/04/2010



DEPARTMENT OF HEALTH AND HUMAN SERVICES 
PUBLIC HEALTH SERVICE 

FOOD AND DRUG ADMINISTRATION
REQUEST FOR CONSULTATION

TO (Office/Division): Patrick Marroum CDER/OPS/ONDQA, 
Angelica Dorantes CDER/OPS/ONDQA

FROM (Name, Office/Division, and Phone Number of Requestor):  Haripada 
Sarker, ONDQA, through Deborah Mesmer, 301-796-
4023

DATE

February 03, 2010 
IND NO. 

                   
NDA NO.

201195
TYPE OF DOCUMENT

NDA original submission, 
505(b)(2)

DATE OF DOCUMENT

December 21, 2009 
Received December 22, 
2009

NAME OF DRUG 

Docetaxel Injection, 20 mg 
and 80 mg 

PRIORITY CONSIDERATION 

Not yet determined 
CLASSIFICATION OF DRUG 

Oncology
DESIRED COMPLETION DATE 

May 21, 2010 

NAME OF FIRM: Accord Healthcare Inc  

REASON FOR REQUEST

I. GENERAL

  NEW PROTOCOL 
  PROGRESS REPORT 
  NEW CORRESPONDENCE 
  DRUG ADVERTISING 
  ADVERSE REACTION REPORT 
  MANUFACTURING CHANGE / ADDITION 
  MEETING PLANNED BY

  PRE NDA MEETING 
  END OF PHASE 2a MEETING 
  END OF PHASE 2 MEETING 
  RESUBMISSION 
  SAFETY / EFFICACY 
  PAPER NDA 
  CONTROL SUPPLEMENT

  RESPONSE TO DEFICIENCY LETTER 
  FINAL PRINTED LABELING 
  LABELING REVISION 
  ORIGINAL NEW CORRESPONDENCE 
  FORMULATIVE REVIEW 
  OTHER (SPECIFY BELOW):

II. BIOMETRICS

  PRIORITY P NDA REVIEW 
  END OF PHASE 2 MEETING 
  CONTROLLED STUDIES 
  PROTOCOL REVIEW 
  OTHER (SPECIFY BELOW): 

  CHEMISTRY REVIEW 
  PHARMACOLOGY 
  BIOPHARMACEUTICS 
  OTHER (SPECIFY BELOW): 

III. BIOPHARMACEUTICS

  DISSOLUTION 
  BIOAVAILABILTY STUDIES 
  PHASE 4 STUDIES 

  DEFICIENCY LETTER RESPONSE 
  PROTOCOL  BIOPHARMACEUTICS 
  IN VIVO WAIVER REQUEST 

IV. DRUG SAFETY

  PHASE 4 SURVEILLANCE/EPIDEMIOLOGY PROTOCOL 
  DRUG USE, e.g., POPULATION EXPOSURE, ASSOCIATED DIAGNOSES 
  CASE REPORTS OF SPECIFIC REACTIONS (List below) 
  COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP 

  REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY 
  SUMMARY OF ADVERSE EXPERIENCE 
  POISON RISK ANALYSIS 

V. SCIENTIFIC INVESTIGATIONS

  CLINICAL   NONCLINICAL 

COMMENTS / SPECIAL INSTRUCTIONS: A biopharmaceutics review is requested for this 505(b)(2) application.  The jackets 
will be provided to the assigned reviewer. 

Chemistry Reviewer: Ted Chang 
OND Project Manager: Kim Robertson 
ONDQA PAL: Haripada Sarker 
ONDQA RPM:  Debbie Mesmer 

Please notify Debbie Mesmer of reviewer assignment. 

SIGNATURE OF REQUESTOR METHOD OF DELIVERY (Check one) 



{See appended electronic signature page}   DFS   EMAIL   MAIL   HAND 

PRINTED NAME AND SIGNATURE OF RECEIVER PRINTED NAME AND SIGNATURE OF DELIVERER 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  

Food and Drug Administration
Silver Spring  MD  20993

NDA 201195 INFORMATION REQUEST 

Accord Healthcare, Inc. USA 
1009 Slater Road 
Suite 210-B 
Durham, NC  27703 

Attention:   Samir Mehta, Ph.D. 
  President 

Dear Dr. Mehta: 

Please refer to your New Drug Application (NDA) submitted under section 505(b)(2) of the 
Federal Food, Drug, and Cosmetic Act (FDCA) for Docetaxel Injection; 20 mg/0.5 mL and 80 
mg/2.0 mL. 

Upon the initial review of your submission, we have determined that we are in need of an 
additional four (4) copies of the following modules of your paper NDA: Module 1, and Module 
3. We also request that Accord Healthcare, Inc. makes a .pdf copy of the aforementioned 
modules and burn them to a CD.  You may mail the CD directly to me at the following address: 

Food and Drug Administration 
Center for Drugs and Evaluation Research 
White Oak Building #22 
10903 New Hampshire Avenue 
Silver Spring, MD 20903 
Attention: Kim J. Robertson 
Room #: 2123 

If you have any questions, call Kim J. Robertson, Consumer Safety Officer, at (301) 796-1441. 

Sincerely, 

{See appended electronic signature page}

Kim J. Robertson 
Consumer Safety Officer 
Division of Drug Oncology Products 
Office of Oncology Drug Products 
Center for Drug Evaluation and Research



Application
Type/Number

Submission
Type/Number Submitter Name Product Name

-------------------- -------------------- -------------------- ------------------------------------------
NDA-201195 ORIG-1 ACCORD

HEALTHCARE INC
DOCETAXEL INJECTION 20 MG
and 80 MG

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

KIM J ROBERTSON
02/01/2010
NDA 201195 Request for Additional Copies of Mods. 1 and 3 of NDA.



DEPARTMENT OF HEALTH AND HUMAN SERVICES  

Food and Drug Administration
Silver Spring  MD  20993

NDA 201195 NDA ACKNOWLEDGMENT

Accord Healthcare, Inc. USA 
1009 Slater Road 
Suite 210-B 
Durham, NC  27703 

Attention:   Samir Mehta, Ph.D. 
  President 

Dear Dr. Mehta: 

We have received your new drug application (NDA) submitted pursuant to section 505(b)(2) of 
the Federal Food, Drug, and Cosmetic Act (FDCA) for the following: 

Name of Drug Product: Docetaxel Injection; 20 mg/0.5 mL and 80 mg/2.0 mL 

Date of Application: December 21, 2009 

Date of Receipt: December 22, 2009 

Our Reference Number:  NDA # 201195 

Unless we notify you within 60 days of the receipt date that the application is not sufficiently 
complete to permit a substantive review, we will file the application on February 21, 2010 in 
accordance with 21 CFR 314.101(a). 

If you have not already done so, promptly submit the content of labeling [21 CFR 
314.50(l)(1)(i)] in structured product labeling (SPL) format as described at 
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm.  Failure 
to submit the content of labeling in SPL format may result in a refusal-to-file action under 21 
CFR 314.101(d)(3).  The content of labeling must conform to the content and format 
requirements of revised 21 CFR 201.56-57. 

The NDA number provided above should be cited at the top of the first page of all submissions 
to this application.  Send all submissions, electronic or paper, including those sent by overnight 
mail or courier, to the following address: 
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Food and Drug Administration 
Center for Drug Evaluation and Research 
Division of Drug Oncology Products  
5901-B Ammendale Road 
Beltsville, MD 20705-1266 

All regulatory documents submitted in paper should be three-hole punched on the left side of the 
page and bound.  The left margin should be at least three-fourths of an inch to assure text is not 
obscured in the fastened area.  Standard paper size (8-1/2 by 11 inches) should be used; however, 
it may occasionally be necessary to use individual pages larger than standard paper size.  
Non-standard, large pages should be folded and mounted to allow the page to be opened for 
review without disassembling the jacket and refolded without damage when the volume is 
shelved.  Shipping unbound documents may result in the loss of portions of the submission or an 
unnecessary delay in processing which could have an adverse impact on the review of the 
submission.  For additional information, please see 
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/DrugMasterFil
esDMFs/ucm073080.htm

If you have any questions, call Kim J. Robertson, Consumer Safety Officer, at (301) 796-1441. 

Sincerely, 

{See appended electronic signature page}

Kim J. Robertson 
Consumer Safety Officer 
Division of Drug Oncology Products 
Office of Oncology Drug Products 
Center for Drug Evaluation and Research 
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