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EXCLUSIVITY SUMMARY

NDA # 202356  SUPPL # HFD # 150

Trade Name:  N/A

Generic Name:  Docetaxel Injection

Applicant Name:  Pfizer Labs    

Approval Date, If Known:  March 13, 2014

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.   

Product is pharmaceutically equivalent to the RLD.  Only has a different qualitative 
and quantitative formulation.  Applicant was granted a waiver for bioequivalence

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:             
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d)  Did the applicant request exclusivity?
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?
   
     NO

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 
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#(s).

     
NDA# 020449 (RLD) Taxotere (docetaxel)  Injection

NDA# 201195 
203551 
022234 
201525 
022534 

Docetaxel Injection

NDA#

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."  
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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 
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:                                     
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(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:                                         

                                                        

(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 
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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 
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: 

                               

Reference ID: 3470724



Page 7

   
                                                            

(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   
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:  Modupe Fagbami                   
Title:  Regulatory Project Manager, DOP1
Date:  March 7, 2014
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Name of Office/Division Director signing form:  Amna Ibrahim
Title:  Deputy Director, DOP1

Form OGD-011347; Revised 05/10/2004; formatted 2/15/05; removed hidden data 8/22/12
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Version:  1/27/12

 [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 
paragraph IV certifications, skip to the next section below (Summary Reviews).  

If “No,” continue with question (5).

  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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From: Fagbami, Modupe  
Sent: Monday, January 06, 2014 2:47 PM
To: 'Racanelli, Tricia'
Subject: NDA 202356 Docetaxel 
Importance: High

Dear Tricia,

Reference your September 12, 2013, submission for NDA 202356 Docetaxel.

Please note that a new supplement has just been approved for your Reference 
Listed Drug, Taxotere, on December 13, 2013.

Kindly send your label using this just RLD's approved label. 

We expect this updated label to be submitted to the FDA on or before COB, 
Friday, January 10, 2014 to enable us keep with your present goal date of March 
13, 2014.

Let me know if you have any questions.

Thank you

Modupe O. Fagbami
RPM
Division of Oncology Products 1
Office of Hematology and Oncology Products
CDER, FDA
10903 New Hampshire Avenue
WO-22, Room 2108
Silver Spring, Maryland 20993
Phone: 301-796-1348
Fax: 301-796-9845
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From: Fagbami, Modupe  
Sent: Thursday, January 23, 2014 3:39 PM
To: 'Racanelli, Tricia'
Subject: NDA 202356 Docetaxel  Information Request
Importance: High

Dear Tricia,

Please find the following formatting deficiencies to your PI:

1. Highlights Limitation Statement:

Name of drug product is not in UPPER CASE letters 

2. Initial U S Approval in Highlights:

Not followed by 4-digit representing the year such as "XXXX"

3. Table of Content:

Table of content is not in two columns.

4. Adverse Reactions:

 Clinical Trials:

Verbatim statement not included. See below:

“Because clinical trials are conducted under widely varying conditions, adverse 
reaction rates observed in the clinical trials of a drug cannot be directly compared 
to rates in the clinical trials of another drug and may not reflect the rates 
observed in practice.”

 Post-marketing Experience:

Verbatim statement not included. See below:

“The following adverse reactions have been identified during post approval use of 
(insert drug name).  Because these reactions are reported voluntarily from a 
population of uncertain size, it is not always possible to reliably estimate their 
frequency or establish a causal relationship to the drug exposure.”

Kindly update your PI appropriately and submit to the FDA on or before 12:00 
noon EST, January 27, 2014.

Let me know if you have any questions.

Thank you.
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From: Fagbami, Modupe  
Sent: Wednesday, January 15, 2014 2:58 PM
To: 'Racanelli, Tricia'
Subject: NDA 202356 Docetaxel Clinical Information Request
Importance: High

Dear Tricia,

Based on the current FDA Orange Book patent and exclusivity data (Accessed
14 Jan 2014), there are no unexpired patents or pediatric exclusivity for the 
referenced product, Taxotere (NDA 20449).  Pediatric exclusivity appears to 
have expired on November 13, 2013.  Please revise the proposed Pfizer 
docetaxel prescribing information (USPI) to include the most current pediatric use 
information in the Taxotere USPI.

We expect the response to this information request on or before COB, 
Wednesday, January 22, 2014.

Kindly let me know if you have any questions.

Thank you.

Modupe O. Fagbami
RPM
Division of Oncology Products 1
Office of Hematology and Oncology Products
CDER, FDA
10903 New Hampshire Avenue
WO-22, Room 2108
Silver Spring, Maryland 20993
Phone: 301-796-1348
Fax: 301-796-9845
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From: Fagbami, Modupe  
Sent: Monday, December 23, 2013 10:04 AM
To: 'Racanelli, Tricia'
Subject: NDA 202356 Docetaxel Additional Clinical Pharmacology Information Request
Importance: High

Dear Tricia,

We are requesting additional clarification regarding your response to clinical 
pharmacology information request dated October 30, 2013.    In this response, 
you provided the EXCEL spreadsheet (and a PDF version) referenced in the 
previously submitted report entitled “Projected Blood Concentrations of Ethanol 
and Propylene Glycol Following Infusion of Docetaxel.”

 Could you please provide line-by-line explanation of the sheet titled 
" ".  For example, it is unclear what the elimination half-life is for the 
"Longer T1/2" and "Shorter T1/2" calculations.  

 Could you also justify the selection of the half-life values chosen in the 
" " sheet.

 Could you provide an additional prediction of blood ethanol and propylene 
glycol concentrations at 30 min post infusion, when a T1/2 of 2 hrs is 
assumed, and when a T1/2 of 4 hrs is assumed?

Please send the response to this request by COB, Monday, January 6, 2014.

Let me know if you have any questions.

Thank you

Modupe O. Fagbami
RPM
Division of Oncology Products 1
Office of Hematology and Oncology Products
CDER, FDA
10903 New Hampshire Avenue
WO-22, Room 2108
Silver Spring, Maryland 20993
Phone: 301-796-1348
Fax: 301-796-9845
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From: Fagbami, Modupe  
Sent: Wednesday, October 30, 2013 11:13 AM
To: 'tricia.racanelli@pfizer.com'
Subject: NDA 202356 Docetaxel Injection Clinical Pharmacology Information Request
Importance: High

Dear Tricia,

Below is a Clinical Pharmacology information request for your response on or 
before COB on November 5, 2013.

 Please submit the EXCEL spreadsheet, Ethanol PG PK calculations 
20May2013.xlsx and any applicable reviewer instructions.

Kindly let me know if you have any questions.

Please acknowledge your receipt of this e-mail.

Thank you

Modupe O. Fagbami
RPM
Division of Oncology Products 1
Office of Hematology and Oncology  Products
CDER, FDA
10903 New Hampshire Avenue
WO-22, Room 2108
Silver Spring, Maryland 20993
Phone: 301-796-1348
Fax: 301-796-9845
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration
Silver Spring MD  20993

NDA 202356
ACKNOWLEDGE –

CLASS 2 RESPONSE

Pfizer Labs
Attention: Tricia Racanelli, Pharm.D.
Director, Regulatory Affairs
World Wide Safety and Regulatory
235 East 42nd Street
New York, NY 10017

Dear Dr. Racanelli:

We acknowledge receipt on September 13, 2013, of your September 12, 2013, resubmission of
your new drug application submitted pursuant to section 505(b)(2) of the Federal Food, Drug, 
and Cosmetic Act for Docetaxel Injection Concentrate, 10 mg/mL.

We consider this a complete, class 2 response to our February 14, 2013, action letter.  Therefore, 
the user fee goal date is March 13, 2014.

If you have any questions, call me at (301) 796-1348.

Sincerely,

{See appended electronic signature page}

Modupe Fagbami
Regulatory Project Manager
Division of Oncology Products 1
Office of Hematology and Oncology Products
Center for Drug Evaluation and Research
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low numbers (<100 CFU/mL) of challenge microbes.  Periodic 
intermediate samples (which include the initial timepoint) should be 
obtained for enumeration of the challenge organism throughout the 
study.  Challenge organisms may include strains described in USP <51> 
plus typical skin flora or species associated with hospital-borne 
infections.  

 
DMEPA 
 
Carton Labeling (1 count and 5 count) 
  
1. Add the concentration per mL statement “10 mg/mL” just below the total drug 

content in all places that it appears.  Highlight the “(10 mg/mL)” statement by 
placing it in a red color block background with “(10 mg/mL)” in white lettering 
to provide emphasis on the concentration of the product.  Ensure the font size 
of the per mL concentration is smaller than the font size of the total drug 
content.  Refer to the Unites States Pharmacopeia General Chapter <1> 
Injections for additional guidance, if needed.   

 
For example: 
White lettering with red color background 

   80 mg/ 8 mL  
  

2. In red color block and in white lettering add “xx mg/xx mL (10 mg/mL)” to the 
top of all panels of the carton labeling as a continuous banner to provide 
further emphasis on the concentration of the product.  The Sandoz and 
Hospira marketed docetaxel products are a good resource on guidance for 
this change.  Additionally, delete the statement “( )” at the top of 
each carton. 

  
3.  Increase the font size of the following statements on the 1 count and 5 count 

cartons, respectively: 
“xx mL single-use vial; discard unused portion”  
“5 x xx mL single-use vials; discard unused portion” 
 

4. With regards to the statement “Docetaxel Injection”, bold “Injection” as you did 
on the container labels. 

   
Carton Labeling (5 count) 
 
1. Increase the font size of the statements on the side panels.  As currently 

presented, the statements are all within the top half of the side panel.  
Utilizing large font sizes for these statements and more of the side panel will 
increase readability of these statements.     

 
Container Label and Carton Labeling for the 130 mg/13 mL Product 

Reference ID: 3228435

(b) (4)



 
1. Due to the availability of multiple formulations of docetaxel in varying 

concentrations that require different instructions for drug preparation, the 
potential for confusion among these products is a significant safety concern.  
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 color you propose for your 130 mg/13 mL strength is similar to the color 
currently utilized for the two-vial 80 mg/2 mL product by Apotex. Therefore, 
not only could the concentrations get confused but the strengths could get 
confused as well. This could lead to wrong dose errors.  Thus, we request 
you choose a color for strength differentiation for your 130 mg/13 mL product 
that does not overlap with the currently marketed two-vial 80 mg/2 mL product 
by Apotex. 

 
Please submit your responses to these information requests to the NDA as soon 
as possible.  Feel free to contact me with any questions. 
 
Regards, 
Christy Cottrell 
 
_________________________________________________________________________________________________ 
Christy Cottrell │ Regulatory Project Manager │ Division of Oncology Products 1, CDER, FDA 
10903 New Hampshire Avenue, Room 2122 │ Silver Spring, MD  20993 
301.796.4256 (phone) ● 301.796.9845 (fax) │  christy.cottrell@fda.hhs.gov 

 consider the environment before printing this e-mail 
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NDA 202356 
 INFORMATION REQUEST 
Pfizer Labs  
Attention:  Shai Srulovich 
Senior Manager Worldwide Regulatory Strategy  
235 East 42nd Street 
New York, NY 10017 

 
Dear Mr. Srulovich: 
 
Please refer to your New Drug Application (NDA) submitted pursuant to section 505(b)(2) of the 
Federal Food, Drug, and Cosmetic Act, for Docetaxel Injection 10 mg/mL.   
 
We also refer to your submission dated August 14, 2012. We are reviewing the Chemistry, 
Manufacturing, and Controls section of your submission and have the following comments and 
requests for information. 
 
Please submit your written response no later than November 23, 2012. 
 
1.  Provide compatibility data for your drug product with the proposed syringe and infusion line 

(e.g., polyethylene-lined administration) under the conditions described in the proposed 
package. 

 
2.  Propose and justify the following tests, methods, and acceptance criteria in the drug product 

specification, and provide an updated specification table. 
  

a. Osmolarity 
b. Ethanol content 
c. EDTA content 

 
3.  Provide drug product stability data for the drug product stored in upright and inverted 

positions. The position of the tested vial is not clearly indicated in the stability data provided 
in Section 3.2.P.8.3 of your NDA. A comparison of the upright and inverted position is 
important to determine whether contact of the drug product with the closure results in 
extractables from the closure components or adsorption and absorption of the drug product 
components into the container/closure. 

 
4.  Revise your composition of Docetaxel Injection 10 mg/mL, Table 3.2.P.1-2,  Section 

3.2.P .1-2 to the one presented in Table 1, Section 2.5.2.1.2 for all four presentations, where 
concentration of each of the components is defined.  In addition, please revise the expression 
“ ” to " ". 

 

Reference ID: 3217844

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



NDA 202356 
Page 2 
 
 
 
If you have any questions, call Deborah Mesmer, Regulatory Health Project Manager, at 301-
796-4023. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Nallaperumal Chidambaram, Ph.D. 
Branch Chief (Acting), Branch II 
Division of New Drug Quality Assessment I 
Office of New Drug Quality Assessment 
Center for Drug Evaluation and Research 
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From: Cottrell, Christy L. 
Sent: Tuesday, October 09, 2012 2:29 PM 
To: 'srulee@pfizer.com' 
Subject: NDA 202356 for Docetaxel Injection:  Clinical information request 
 
Importance: High 
Elina, 
 
Please refer to your pending NDA 202356 for Docetaxel Injection.  I have taken over for Yolanda 
Adkins as project manager for this application.  See below for an information request from the 
clinical team.  Requesting response within 2 weeks. 
 
With regards to the proposed labeling in subsections 5.8 and 5.11, Section 17, and the Patient 
Information that relate to new safety information due to the propylene glycol and ethanol content 
in this docetaxel formulation, provide a more detailed rationale that includes at least the following: 
1.  Estimations of the blood alcohol levels (BALs) and propylene glycol levels that will result in 
patients who are treated with this docetaxel product 
2.  A discussion of the clinical significance of the estimated BAL and propylene glycol levels 
3.  A discussion comparing the estimated levels to the reference listed drug product and other 
approved docetaxel formulations 
4.  A rationale that supports the additional warning labeling proposed in this resubmission 
5.  A discussion of any other additional actions that may be required based on the findings 
provided in items #1 - #4. 
 
Feel free to contact me with any questions. 
 
Regards, 
Christy Cottrell 
_________________________________________________________________________________________________ 
Christy Cottrell │ Regulatory Project Manager │ Division of Oncology Products 1, CDER, FDA 
10903 New Hampshire Avenue, Room 2122 │ Silver Spring, MD  20993 
301.796.4256 (phone) ● 301.796.9845 (fax) │  christy.cottrell@fda.hhs.gov 

 consider the environment before printing this e-mail 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  
 

 
 
 
 

 

 Food and Drug Administration 
Silver Spring  MD  20993 

 

 

 
NDA 202356 ACKNOWLEDGE – 

 CLASS 2 RESPONSE 
 
Pfizer Labs 
Attention: Shai Srulovich 
Senior Manager, Worldwide Regulatory Strategy  
235 East 42nd Street 
New York, NY 10017 
 
Dear Ms. Srulovich: 
 
We acknowledge receipt on August 14, 2012, of your August 14, 2012, resubmission of your 
new drug application submitted pursuant to section 505(b)(2) of the Federal Food, Drug, and 
Cosmetic Act for Docetaxel Injection Concentrate 10 mg/mL. 
 
We consider this a complete, class 2 response to our February 29, 2012, action letter.  Therefore, 
the user fee goal date is February 14, 2013. 
 
If you have any questions, call Yolanda Adkins, Regulatory Project Manager, at (301) 796-2850. 

 
Sincerely, 
 
{See appended electronic signature page} 
 
Frank H. Cross Jr., M.A., MT (ASCP) 
Captain, USPHS Commissioned Corps 
Chief, Project Management Staff 
Division of Oncology Products 1 
Office of Hematology and Oncology Products 
Center for Drug Evaluation and Research 
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Cross Jr, Frank H 

From: Cross Jr, Frank H

Sent: Monday, August 20, 2012 5:28 PM

To: 'tricia.racanelli@Pfizer.com'

Cc: Adkins, Yolanda

Subject: RE: NDA 202356 resubmission PI

Page 1 of 3

8/28/2012

Dr. Racanelli, 
  
    Please submit revised package insert incorporating the latest RLD labeling. 
  

Sincerely,  
Frank H. Cross, Jr., MA, MT (ASCP) 
Captain, USPHS Commissioned Corps 
Chief, Project Management Staff 
Division of Oncology Products 1 
Office of Hematology and Oncology Products 
Center for Drug Evaluation and Research 
US Food and Drug Administration 
White Oak Bldg 22, Room 2110 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
(301) 796-0876 (office) 
(301) 796-9845 (fax) 
frank.crossjr@fda.hhs.gov  

 

From: Cross Jr, Frank H  
Sent: Monday, August 20, 2012 4:48 PM 
To: 'tricia.racanelli@Pfizer.com' 
Cc: Adkins, Yolanda 
Subject: NDA 202356 resubmission 
 
Good Afternoon, Dr. Racanelli, 
  
    We have reassigned your resubmission to Yolanda Adkins, RPM, (cc'ed on this e-mail). 
  
    Yolanda will be in touch with you as things progress. 
  

Sincerely,  
Frank H. Cross, Jr., MA, MT (ASCP) 
Captain, USPHS Commissioned Corps 
Chief, Project Management Staff 
Division of Oncology Products 1 
Office of Hematology and Oncology Products

Reference ID: 3181306



Center for Drug Evaluation and Research
US Food and Drug Administration 
White Oak Bldg 22, Room 2110 
10903 New Hampshire Avenue 
Silver Spring, MD 20993 
(301) 796-0876 (office) 
(301) 796-9845 (fax) 
frank.crossjr@fda.hhs.gov  

From: Kacuba, Alice  
Sent: Monday, August 20, 2012 4:32 PM 
To: Cross Jr, Frank H 
Subject: FW: NDA 202356 resubmit. 
 
Docetaxel resubmit. 
 

From: Kacuba, Alice  
Sent: Monday, August 20, 2012 4:31 PM 
To: 'Racanelli, Tricia' 
Subject: RE: NDA 202356 resubmit. 
 
Yes, Please send. 
  

Thank you.  
Alice  
Alice Kacuba, RN, MSN, RAC  
Chief, Project Management Staff  
Division of Oncology Products 1 (new name for DDOP)  
Office of Hematology and Oncology Products  
OND/CDER/FDA  
301-796-1381  
(f) 301-796-9845  
alice.kacuba@fda.hhs.gov  
*Consider setting your email font setting to at least 12 font.  

  
 

From: Racanelli, Tricia [mailto:tricia.racanelli@Pfizer.com]  
Sent: Monday, August 20, 2012 4:20 PM 
To: Kacuba, Alice 
Subject: RE: NDA 202356 resubmit. 
 
Alice, 
  
In follow up to my voice message from Friday August 17, 2012 with reference to NDA 202356 (Docetaxel 
Injection Concentrate), we have confirmed that there are no changes to the Package Insert or PPI resulting 

from the submission made on August 14th, 2012.  We typically would not submit the PI again unless there 

Page 2 of 3

8/28/2012
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have been changes as it’s already available in the original eCTD submission (as a clean WORD version).  
  
If you would still like a courtesy copy via email, please let me know. 
  
Also, please be advised that I am the new Pfizer Regulatory liaison for Docetaxel. 
  
Regards, 
  
Tricia Racanelli, Pharm.D. 
Director, Regulatory Strategy 
WRS, Emerging Markets/Established Products 
Tel:  212-733-2530 
E-mail:  tricia.racanelli@pfizer.com 
Pfizer Medical Division 
235 East 42nd Street 
New York City, New York 10017 
  
  
From: Kacuba, Alice [mailto:Alice.Kacuba@fda.hhs.gov]  
Sent: Wednesday, August 15, 2012 7:53 PM 
To: Srulevitch-Chin, Elina 
Subject: NDA 202356 resubmit. 
Importance: High 
  
Hi, 
  
Rec'd from DOP2 today. I willassign RPM thisweel. Although on quick review of the EDR 
submission, no package insert was submitted, only carton and container labelings. 
  
1. Please check OB tomake sure no chnages are needed as compared to RLD 
2. Resubmit package insert, PPI, etc (and include WORD versions) as an official submision 
to the NDA. 
  
  
  
Thank you. 
Alice 
Alice Kacuba, RN, MSN, RAC 
Chief, Project Management Staff 
Division of Oncology Products 1 (new name for DDOP) 
Office of Hematology and Oncology Products 
OND/CDER/FDA 
301-796-1381 
(f) 301-796-9845 
alice.kacuba@fda.hhs.gov 
*Consider setting your email font setting to at least 12 font. 
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1

Kacuba, Alice

From: Kacuba, Alice
Sent: Wednesday, August 15, 2012 7:53 PM
To: srulee@pfizer.com
Subject: NDA 202356 resubmit.

Importance: High

Hi,

Rec'd from DOP2 today. I willassign RPM thisweel. Although on quick review of the EDR submission, 
no package insert was submitted, only carton and container labelings.

1. Please check OB tomake sure no chnages are needed as compared to RLD
2. Resubmit package insert, PPI, etc (and include WORD versions) as an official submision to the 
NDA.

Thank you.
Alice
Alice Kacuba, RN, MSN, RAC
Chief, Project Management Staff
Division of Oncology Products 1 (new name for DDOP)
Office of Hematology and Oncology Products
OND/CDER/FDA
301-796-1381
(f) 301-796-9845
alice.kacuba@fda.hhs.gov
*Consider setting your email font setting to at least 12 font.
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From: Zhou, Liang 
Sent: Monday, June 06, 2011 2:49 PM 
To: Sickafuse, Sharon 
Cc: Lambert, Tu-Van; Jee, Josephine M 
Subject: FW: Overall OC Recommendation NDA 202356/000 Decision: 
ACCEPTABLE 
 
FYI. Sharon. 
Liang 
 
-----Original Message----- 
From: ees_admin@fda.gov [mailto:ees_admin@fda.gov]  
Sent: Wednesday, June 01, 2011 5:01 PM 
To: Olagbaju, Bose*; Jee, Josephine M; Zhou, Liang; Salganik, Maria*; Biswas, 
Sumita; Lambert, Tu-Van; Kyada, Yogesh* 
Subject: Overall OC Recommendation NDA 202356/000 Decision: ACCEPTABLE 
 
 
This is a system generated email message to notify you that the  
Overall Compliance Recommendation has been made for the above Application.  
 
For general questions about how to use EES in your work, send  
an email to EESQUESTIONS (EESQUESTIONS@cder.fda.gov).  
To contact the EES technical staff, send an email to  
CDER EES Help (EESHELP@fda.hhs.gov). Thank you.  
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FOOD AND DRUG ADMINISTRATION 
Center for Drug Evaluation and Research 
Office of Prescription Drug Promotion 
Division of Professional Promotion 

    

Memorandum 
 

 
Date:  January 25, 2012 
 
To:  File – NDA 202356 
 
From: Carole Broadnax, Regulatory Review Officer 
  
Subject: Docetaxel Injection Concentrate 
 
 
OPDP acknowledges receipt of your May 11, 2011, consult request for the 
proposed product labeling (Package Insert (PI)) for Docetaxel Injection 
Concentrate, NDA 202356.  OPDP notes the January 24, 2012, DOP 2 electronic 
mail communication that states DOP 2 plans to draft a complete response letter.  
Final labeling negotiations were not initiated during the current review cycle.  
Therefore, OPDP will provide comments regarding labeling for this application 
during a subsequent review cycle.  OPDP requests that DOP 2 submit a new 
consult request during the subsequent review cycle. 
 
If you have any questions, please contact Carole Broadnax at 301-796-0575 or 
Carole.Broadnax@fda.hhs.gov. 
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From: Sickafuse, Sharon 
Sent: Tuesday, November 29, 2011 2:54 PM 
To: 'Curran, Beatrice' 
Subject: NDA 202356 
Hi Beatrice, 
 
In the patent certification statement that was in the original NDA submission, Pfizer states that 
they intend to notify the patent holder(s) for patents 5438072 and 5698582.  Please submit a 
signed certification that the notification did actually occur along with signed copies of the receipt 
of notice. 
 
Thank you  
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  
 

 
 
 
 

 

 Food and Drug Administration 
Silver Spring  MD  20993 

 
 

 

 
NDA 202356 
 
 INFORMATION REQUEST 
Pfizer Inc 

US Agent for Pfizer Labs 
Attention:  Beatrice Curran 
Associate Director, Worldwide Regulatory Affairs 
235 East 42nd Street, 
New York, NY 10017 
 
Dear Ms. Curran: 
 
Please refer to your New Drug Application (NDA) dated April 29, 2011, received April 29, 
2011, submitted pursuant to section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act, for 
Docetaxel Injection Concentrate 10 mg/mL.   
 
We are reviewing the Chemistry, Manufacturing, and Controls section of your submission and 
have the following comments: 
  

1. DMF  is inadequate to support your NDA. (See FDA information Request letter 
dated October 7, 2011.) The DMF is no longer active.  

 
2. DMF  is inadequate to support your NDA.  A letter detailing the deficiencies has 

been sent to the DMF Holder. 
 

3. DMF  is inadequate to support your NDA.  A letter detailing the deficiencies has 
been sent to the DMF Holder. 

 
4. DMF  is inadequate to support your NDA.  A letter detailing the deficiencies has 

been sent to the DMF Holder. 
 
 
If you have any questions, call Deborah Mesmer, Regulatory Health Project Manager, at 301-
796-4023. 
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Sincerely, 
 
{See appended electronic signature page} 
 
Sarah Pope Miksinski, Ph.D.  
Branch Chief, Branch II 
Division of New Drug Quality Assessment I  
Office of New Drug Quality Assessment  
Center for Drug Evaluation and Research  
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NDA 202356 
Docetaxel Injection Concentrate 10 mg/mL 

Mid-Cycle Meeting Minutes 
October 4, 2011 

 
Review Team: 
Sharon Sickafuse, RPM 
Deborah Mesmer, product quality RPM 
Liang Zhou, CDTL 
Bill Pierce, clinical 
Lillian Zhang, clin pharm 
Brian Chiu, pharm/tox 
Elsbeth Chikhale, biopharmaceutics 
Josephine Jee, product 
Steven Fong, clinical microbiology 
Carole Boardnax, DPP consult 
Jim Schlick, DMEPA consult 
Steve Morin, DRISK consult 
 
Indications:  Treatment of breast, NSCLC, prostate, head and neck & gastric cancers. 
 
Presentation:  20 mg/2mL, 80 mg/8mL, 130 mg/13mL and 200 mg/20mL 
 
Package:  Single vial or five-vial packs. 
 
Upcoming Dates: 
 
 Labeling Meetings: 
 
  Carton & container:  January 9 
  Package insert:  January 10 & 23 
 
 Wrap-Up Meeting:  January 24 
 
 Primary reviews due:  January 25 
 Secondary reviews due:  February 1 
 
 Send proposed labeling & PMR/PMC (if applicable) to Pfizer:  February 1 
 
 CDTL review due:  February 8  
  
 Action Letter:  February 29, 2012 
 
 
Other Issues: 
Compliance evaluation is acceptable.   

Reference ID: 3027069





3.  Pharm/tox – Brian Chiu 
 
Levels of impurities and specifications at expiry were above the levels specified in ICH 
Q3B(R2).  This item will be addressed in comment #5 in the pending IR letter. 
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5. Revise the drug product specification to include a single set of criteria for product release 
and for use in stability studies.  Base this specification on the results of batch analyses, 
manufacturing capability, and stability data. 

 
If you have any questions, call Deborah Mesmer, Regulatory Health Project Manager, at 301-
796-4023. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Sarah Pope Miksinski, Ph.D.  
Chief, Branch II 
Division of New Drug Quality Assessment I  
Office of New Drug Quality Assessment  
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 202356 INFORMATION REQUEST 

 
Pfizer Labs 
Attention: Beatrice Curran 

Associate Director, Worldwide Regulatory Strategy 
C/O Pfizer Incorporated 
50 Pequot Avenue 
New London, CT 06320 
 
 
Dear Ms. Curran: 
 
Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act for Docetaxel Injection Concentrate 10 mg/mL. 
 
We also refer to your May 20, 2011 submission.   
 
We are reviewing the Chemistry, Manufacturing and Control, Environmental Analysis section 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. 
 

It appears that the API or API-precursors are synthesized/derived from a plant source.  
Please provide additional information on the origin of the plant source.  This information is 
needed to determine if the NDA meets the requirements for a claim of categorical exclusion 
or an Environmental Assessment.  Please refer to the attached document to guide you in your 
response. 

 
If you have any questions, call Tu-Van Lambert, Product Quality Regulatory Health Project 
Manager, at (301) 796-4246. 

 
Sincerely, 

 
{See appended electronic signature page} 
 
Sarah Pope Miksinski, Ph.D. 
Chief, Branch II 
Division of New Drug Quality Assessment I 

 Office of New Drug Quality Assessment 
Center for Drug Evaluation and Research 
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FDA/CENTER FOR DRUG EVALUATION AND RESEARCH 
 
ENVIRONMENTAL ASSESSMENTS / USE OF FLORA 
 
Source: Guidance for Industry: Environmental Assessment of Human Drug and Biologics 
Applications (7/1998) http://www.fda.gov/cder/guidance/index.htm#chemistry 
 
 
I. NDA and ANDA APPLICATIONS 
 

a. Cultivated Plants 
 

Actions involving drug or biologic products derived from cultivated plants (e.g., grown in 
plantations, nursery stock …) are normally categorically excluded under 21 CFR 25.31(a) and/or 
21 CFR 25.31(c). 
 

i. Claims of Categorical Exclusion 
 
To claim a categorical exclusion, the applicant must state 1) that the action requested qualifies 
for a categorical exclusion, citing the particular categorical exclusion that is claimed, and 2) that 
to the applicant’s knowledge, no extraordinary circumstances exist (see 21 CFR 25.15(d)). 
 
 
Typically, the following statement is provided:  
 

 Applicant's name claims that approval of this (A)NDA qualifies for a categorical 
exclusion in accordance with 21 CFR 25.31(x) and that, to the best of the 
applicant's knowledge, no extraordinary circumstances exist which may 
significantly affect the quality of the human environment. 

 
 
To facilitate Center review, when submitting a claim of categorical exclusion for actions where 
the drug or biologic product is derived from cultivated plants, CDER requests that the applicant 
provide the following information with the claim, or specifically identify where the information 
can be located (e.g., DMF, page number of application):  
 
(1) biological identification (i.e., common names, synonyms, variety, species, genus and family);  
(2) a statement as to whether wild or cultivated specimens are used;  
(3) the geographic region (e.g., country, state, province) where the biomass is obtained; and  
(4) a statement indicating:  
 

(a)  whether the species is determined under the Endangered Species Act (ESA) or the 
Convention on International Trade in Endangered Species of Wild Fauna and Flora 
(CITES) to be endangered or threatened,  

(b)  whether the species is entitled to special protection under some other Federal law or 
international treaty to which the United States is a party 

 - 1 -
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(c)  whether the species is the critical habitat of another species that has been determined to 
be endangered or threatened under ESA or CITES 

(d)  whether the species is the critical habitat of another species entitled to special 
protection under some other Federal law or international treaty to which the United 
States is a party.  

 
CDER will use this information to evaluate whether the claim of categorical exclusion is 
appropriate. 
 
 
 

b. Non-Cultivated Plants  
 
An Environmental Assessment (EA) is ordinarily required for NDAs, abbreviated applications 
and applications for marketing approval of a biologic product where the drug or biologic product 
is derived from plants taken from the wild.  EAs are also ordinarily required for supplements to 
such applications that relate to changes in the source of the wild biomass (e.g., species, 
geographic region where biomass is obtained), or supplements to such applications that are 
considered to increase the use of an active moiety or biologic substance and which will cause 
more harvesting than what was described in the original EA.  The content and format follows. 

 
 

i. EA Content and Format 
 

This section describes the basic information that should be submitted in an EA for a drug or 
biologic product derived from plants taken from the wild. Alternative formats may be used, but 
the applicant should recognize that use of a standard format, such as described in this guidance, 
promotes efficiency in the review process. 
 

1. Date 
 

The EA should include the date the EA was originally prepared and the date(s) of any subsequent 
amendments. 
 

2. Name of Applicant or Petitioner 
 

The EA should identify the applicant who is submitting the application. 
 

3. Address 
 

The EA should contain the address where all correspondence is to be directed. 
 

4.  Description of Proposed Action 
 

a. Requested Approval 
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The description of the requested approval should include the drug or biologic application number 
(if available), the drug or biologic product name, the dosage form and strength, and a brief 
description of the product packaging. For example, "XYZ Pharmaceuticals has filed an NDA 
pursuant to section 505(b) of the Federal Food, Drug, and Cosmetic Act for TRADE NAME 
(established name), 250 mg and 500 mg, packaged in OHDPE bottles. An EA has been 
submitted pursuant to 21 CFR part 25." 
 

b. Need for Action 
 

The EA should briefly describe the drug's or biologic's intended uses in the diagnosis, cure, 
mitigation, treatment, or prevention of disease. 

c. Locations of Use 
 

The EA should identify the location(s) where the product will be used. Depending on the type of 
product and its use, the locations of use are typically identified as hospitals, clinics and/or 
patients in their homes. If use is expected to be concentrated in a particular geographic region, 
this fact should be included. 
 

d. Disposal Sites 
 

Unless other disposal methods by the end user are anticipated, it is sufficient to state that at U.S. 
hospitals, pharmacies, or clinics, empty or partially empty packages will be disposed of 
according to hospital, pharmacy, or clinic procedures and/or that in the home, empty or partially 
empty containers will typically be disposed of by a community's solid waste management 
system, which may include landfills, incineration, and  recycling, although minimal quantities of 
the unused drug could be disposed of in the sewer system. 
 

5. Identification of Substances that are the Subject the Proposed Action 
 

a. Nomenclature 
i. Established Name (U.S. Adopted Name-USAN) 
ii. Brand/Proprietary Name/Tradename 
iii. Chemical Names or Genus/Species of Biologic Product 

Chemical Abstracts (CA) Index Name (inverted form) 
Systematic Chemical Name (uninverted form) 

b. Chemical Abstracts Service (CAS) registration number 
c. Molecular Formula 
d. Molecular Weight 
e. Structural (graphic) Formula/Amino Acid Sequence 

 
6.  Environmental Issues 

 
a. Use of Resources 
 

Information relating to the source of the plant, such as biological identification, government 
oversight of harvesting, geographic region where biomass is obtained, and harvesting methods 
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and techniques should be included in the EA. The EA should include, but not be limited to, the 
following types of information: 
 

● Biological identification (i.e., common names, synonyms, variety, species, genus, and 
family). 
● A statement as to whether wild or cultivated specimens are used. 
● The geographic region (e.g., country, state, province) where biomass is obtained and 
whether harvesting occurred on public or private land. 
● A brief description of government oversight of the harvesting including, if applicable, 
the identity of the authority permitting harvesting and identity of authorities consulted 
regarding the harvesting. Submission of copies of permits or harvesting regulations 
relating to the specific species is helpful. For species covered under CITES, CDER or 
CBER could request copies of relevant permits. 
● A brief description of the applicant's oversight of the harvesting. 
● A statement indicating:  

(a)  whether the species is determined under the Endangered Species Act (ESA) 
or the Convention on International Trade in Endangered Species of Wild Fauna 
and Flora (CITES) to be endangered or threatened,  
(b)  whether the species is entitled to special protection under some other Federal 
law or international treaty to which the United States is a party 
(c)  whether the species is the critical habitat of another species that has been 
determined to be endangered or threatened under ESA or CITES 
(d)  whether the species is the critical habitat of another species entitled to special 
protection under some other Federal law or international treaty to which the 
United States is a party.  

● A statement describing the part of the plant used and whether it is a renewable 
resource. 
● A detailed description of the method of harvest including such information as the type 
of harvesting (e.g., clear cut, gleaning from timber stands destined for clear cutting, 
salvaging, pruning), frequency of harvest, whether the harvesting technique will affect 
the ecosystem (and if so, how), and whether the harvesting is conducted in accordance 
with government regulations or guidance (include citations to applicable regulations or 
guidance). 
● Bulk weight or other appropriate measure of biomass needed to yield one kilogram of 
active moiety or biologic substance, the amount that has been harvested to date to 
support the proposed Agency action for the product, and the amount expected to be 
harvested in the future. 
● The amount of biomass needed to produce the active moiety or biological substance 
used to treat the average patient. This should be provided in terms easy to understand 
(e.g., 2-3 trees per patient). The expected patient population and number of kilograms of 
active moiety or biologic substance needed per year should be provided. (This 
information may be provided in confidential appendix). 
● An estimate of the total number of plants in the geographic region where the biomass 
is obtained. 
● Any uses of the plant other then for the proposed use (humans, food source, habitat for 
fauna). 
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● Plant growth rates and/or life span and, if applicable, the rate of reproduction/ 
regeneration. 
● A discussion of whether harvesting provides for sustained yield (e.g., percentage of 
sustainable harvest needed to supply annual needs based on the proposed use and any 
prior approved uses). 

 
7. Mitigation Measures 
 

Describe measures taken to avoid or mitigate any potential adverse environmental effects 
associated with the proposed action. If no adverse environmental effects have been identified, it 
should be so stated and indicated that no mitigation measures are needed.  
 
Discuss mitigation measures for actions involving flora such as mitigation measures taken before 
(e.g., developing a process that uses a renewable part of a plant), during (e.g., limiting/selecting 
specimens to be harvested), and after harvesting (e.g., reforestation) (see 40 CFR 1508.20). 
 

8. Alternatives to the Proposed Action 
 

If no potential adverse environmental effects have been identified for the proposed action, the 
EA should state this. If potential adverse environmental effects have been identified for the 
proposed action, the EA "shall discuss any reasonable alternative course of action that offers less 
environmental risk or that is environmentally preferable to the proposed actions" (21 CFR 
25.40(a)). The discussion should include the no-action alternative and measures that FDA or 
another government agency could undertake as well as those the applicant or petitioner would 
undertake. The EA should include a description of those alternatives that will enhance the quality 
of the environment and avoid some or all of the adverse environmental effects of the proposed 
action. The environmental benefits and risks of the proposed action and the environmental 
benefits and risks of each alternative should be discussed.  
 
Discuss alternatives for actions involving flora.  A discussion must be provided of the reasonable 
alternatives that were considered when deciding which biomass source would be used to produce 
the active moiety or biologic substance (21 CFR 25.40(a)). All alternatives that were considered 
(e.g., other species, wild or cultivated sources, chemical synthesis) should be discussed. A brief 
discussion of the factors (e.g., environmental effects) that were considered in deciding whether 
or not the alternative would be used should be provided. The no-action (i.e., no approval) 
alternative should also be discussed. It should be indicated if any of the alternatives not currently 
used are planned for use in the future. 
 

9. Certification 
 
{Applicant Name} confirms that it and the other parties with which it contracts for this harvesting 
(e.g., any and all buyers and collectors) have complied with all requirements under 
{Country/State where harvested} law to date relating to the harvesting of {plant species} for 
{Applicant Name}. {Applicant Name} commits that it will continue to comply with all 
requirements under {Country/State where harvested} law relating to such harvesting, including 
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any additional requirements that may be imposed in the future, and will take appropriate 
measures to ensure that all such other parties continue to comply as well. 
 
 

10. List of Preparers 
 

The EA should include the name, job title, and qualifications (e.g., educational degrees) of those 
persons preparing the assessment and should identify any persons or agencies consulted. 
Contract testing laboratories should be included in the list of consultants, although this may be 
included in a confidential appendix. Curriculum vitae can be included in lieu of a description of 
an individual's qualifications. 
 

11.  References 
 
The EA should include a list of citations for all referenced material and standard test methods 
used in generating data in support of the EA. Copies of referenced articles that are not generally 
available and that are used to support specific claims in the EA document should be attached in a 
nonconfidential appendix. 
 

12. Appendices 
 

Both confidential and nonconfidential appendices can be included. A list of the appendices 
should be included in the EA summary document with a designation of confidential or 
nonconfidential following each of the listings. Typically, the nonconfidential appendices include 
data summary tables and copies of referenced articles that are generally unavailable or that were 
used to support specific claims in the EA. Proprietary or confidential information, such as use 
estimates and test reports, should be included in the confidential appendices. 
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EA FORMAT OUTLINE 
 
1. Date 
2. Name of Applicant/Petitioner 
3. Address 
4. Description of Proposed Action 

a. Requested Approval 
b. Need for Action 
c. Locations of Use 
d. Disposal Sites 

5. Identification of Substances that are the Subject of the Proposed Action 
a. Nomenclature 

i. Established Name (U.S. Adopted Name - USAN) 
ii. Brand/Proprietary Name/Tradename 
iii. Chemical Names or Genus/Species of Biologic Product (e.g., virus) 

●Chemical Abstracts (CA) Index Name 
●Systematic Chemical Name 

b. Chemical Abstracts Service (CAS) Registration Number 
c. Molecular Formula 
d. Molecular Weight 
e. Structural (graphic) Formula/Amino Acid Sequence 

6. Environmental Issues 
7. Mitigation Measures 
8. Alternatives to the Proposed Action 
9. List of Preparers 
10. References 
11. Appendices 
12. Certification 
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NDA 202356 
 FILING COMMUNICATION 
 
Pfizer Labs 
Attention:  Beatrice Curran 
Associate Director, Worldwide Regulatory Strategy 
C/O Pfizer Incorporated 
50 Pequot Avenue 
New London, CT  06320 
 
Dear Ms. Curran: 
 
Please refer to your New Drug Application (NDA) dated April 29, 2011, received April 29, 
2011, submitted pursuant to section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act, for 
“Docetaxel Injection Concentrate 10 mg/mL.” 
 
We also refer to your submissions dated May 20 and June 2, 2011. 
 
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 February 29, 
2012. 
 
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 February 1, 2012. 
 
At this time, we are notifying you that, we have not identified any potential review issues.  
Please note that our filing review is only a preliminary evaluation of the application and is not 
indicative of deficiencies that may be identified during our review. 
 
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 
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NDA 202356 
Page 2 
 
 

 

administration are required to contain an assessment of the safety and effectiveness of the 
product for the claimed indication(s) 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, please call Ms. Sharon Sickafuse, Senior Regulatory Health Project 
Manager, at (301) 796-2320. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Patricia Keegan, M.D. 
Director 
Division of Biologic Oncology Products 
Office of Oncology Drug Products 
Center for Drug Evaluation and Research 
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NDA 202356 
Docetaxel Injection Concentrate 10 mg/mL 

Planning Meeting Agenda 
May 23, 2011 

 
Review Team: 
Sharon Sickafuse, RPM 
Tu-Van Lambert, product quality RPM 
Bill Pierce, clinical 
Lillian Zhang, clin pharm 
Brian Chiu, pharm/tox 
Elsbeth Chikhale, biopharmaceutics 
Josephine Jee, product 
Steven Fong, clinical microbiology 
Carole Boardnax, DDMAC consult 
Loretta Holmes, DMEPA consult 
 
Items to be covered: 
 
1. Dates Milestone Letters Must Issue:  
 a. Filing Action Letter:  June 28, 2011 
 b. Deficiencies Identified Letter (74 day letter):  July 12, 2011 
 c. Action Letter:  February 29, 2012 
 
2. Upcoming Internal Team Meetings: 
 a. Filing Meeting:scheduled for June 7, 2011 
 b. Mid-Cycle Meeting: to be scheduled for end of September,  Will not be  
  scheduled during the Monday or Friday OODP timeslot. 
 c. Labeling meetings TBD.  DMEPA and ONDQA requested that a meeting  
  to discuss the carton and container labeling be scheduled separate from the 
  meeting to discuss the package insert. 
 d. Wrap-up meeting to be scheduled for late January 
 
3. Designation of CDTL:  Steve Lemery (DBOP) or Sarah Pope (ONDQA)? 
 Sarah Pope will be the CDTL. 
 
4. Date of PeRC:  Does the team have a preference of early vs. later?  Openings are 
 available in June and July.   
 The team preferred to have the PeRC meeting sooner rather than later.  Pfizer has 
 requested a waiver of pediatric studies. 
 
5. Review Planner – dates that reviews are due. 
 Filing reviews are to be checked into DARRTS by 6-28-2011.  Team members 
 should bring letter comments, if applicable, to the filing meeting. 
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6. Discussion regarding biowaiver:  A decision on whether to grant or deny the 
 biowaiver must be made by the filing meeting as this is a RTF issue. 
 
7. Tu-Van Lambert stated that she will handle the facility inspection request. 
 
8. Would the team like to have monthly team meetings to discuss the progress of 
 the review and identify major issues? 
 The team felt that a meeting every other month was fine. 
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NDA 202356  

NDA ACKNOWLEDGMENT 
 
Pfizer Labs 
Attention:  Beatrice Curran 
Associate Director, Worldwide Regulatory Strategy 
50 Pequot Avenue 
New London, CT  06320 
 
Dear Ms. Curren: 
 
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 Concentrate 10 mg/mL 
 
Date of Application: April 29, 2011 
 
Date of Receipt: April 29, 2011 
 
Our Reference Number:  NDA 202356 
 
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 June 28, 2011, 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. 
 
You are also responsible for complying with the applicable provisions of sections 402(i) and 
402(j) of the Public Health Service Act (PHS Act) [42 USC §§ 282 (i) and (j)], which was 
amended by Title VIII of the Food and Drug Administration Amendments Act of 2007 
(FDAAA) (Public Law No, 110-85, 121 Stat. 904). 
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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: 
 

Food and Drug Administration 
Center for Drug Evaluation and Research 
Division of Biologic 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/Drug
MasterFilesDMFs/ucm073080.htm. 
 
If you have any questions, please call Ms. Sharon Sickafuse, Senior Regulatory Health Project 
Manager, at (301) 796-796-2320. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Karen D. Jones 
Chief, Project Management Staff 
Division of Biologic Oncology Products 
Office of Oncology Drug Products 
Center for Drug Evaluation and Research 
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