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EXCLUSIVITY SUMMARY

NDA # 201657  SUPPL # HFD # 510

Trade Name  N/A

Generic Name  paricalcitol injection

Applicant Name  Hospira Inc.    

Approval Date, If Known  October 21, 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.   

No clinical, bioavailability, or bioequivalence data was submitted to this original 
application.  The applicant is claiming they are therapeutically equivalent to the reference 
listed drug, Zemplar (paricalcitol injection).  Nonclinical and CMC data was submitted was 
to this application.

FDA granted a waiver of the in vivo bioequivalence study requirement per review dated 
12/13/2011.

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

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?
   

Pediatric exclusivity has been granted for NDA 020819, Zemplar (paricalcitol injection), the 
reference listed drug for this application, NDA 201657.

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 
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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).

     
NDA# 020819 Zemplar (paricalcitol injection)

NDA#

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 
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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 
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 
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     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:                                         

                                                        

(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:
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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 
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   
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!  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   
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:  Meghna M. Jairath, Pharm.D.                   
Title:  Regulatory Project Manager
Date:  October 20, 2014
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Name of Office/Division Director signing form:  Jean-Marc Guettier, M.D.
Title:  Division Director

Form OGD-011347; Revised 05/10/2004; formatted 2/15/05; removed hidden data 8/22/12
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From: McIntyre, Kristina
To: Jairath, Meghna
Subject: RE: Fifth round of labeling_NDA 201657***please respond by today October 21, 2014***
Date: Tuesday, October 21, 2014 3:39:27 PM
Attachments: Compare.pdf

wEN-3686 accepted.doc
wEN-3686 accepted.pdf
FDA final track changes NDA 201657.pdf

Dear Meghna,
Please see attached for the following documents:

-          Clean word doc reflecting the changes per your prior communication and a pdf of that copy
(WEN-3686 accepted)

-          A pdf of the document you provided w/track changes accepted (FDA final track changes)
-          A compare of the WEN document and the FDA document.

 
Please note that in our last review of the PI, we made a couple of minor revisions as detailed
below:

-          Section 6/Page 5: The text was repeated in the investigations section.
Infections and Infestations: Nasopharyngitis, upper respiratory tract infection, vaginal
infection 
Aspartate aminotransferase increased, bleeding time prolonged, heart rate irregular,
laboratory test abnormal, 
The text provided in the Laboratory Investigations and Vital Signs: was added in the first
round of changes, so removed the first Investigations piece.
 

-          Section 5.3/Page 3: Corrected the spelling (Initiating)
-          Section 12.3/Page 9: Added a period after subjects.

 
We have accepted all track changes as proposed by FDA and concur that the edits that have been
made are minor/editorial in nature.
Regards,
 
Kristina McIntyre
Hospira, Inc.
Global Regulatory Affairs
T 224-212-4268 | F 224-212-5401
E kristina.mcintyre@hospira.com
 
From: Jairath, Meghna [mailto:Meghna.Jairath@fda.hhs.gov] 
Sent: Tuesday, October 21, 2014 12:36 PM
To: McIntyre, Kristina
Subject: Fifth round of labeling_NDA 201657***please respond by today October 21, 2014***
Importance: High
 
 
NDA 201657
Drug Product: Paricalcitol Injection
Sponsor: Hospira
 
Labeling (package insert) attached

Reference ID: 3646465

(b) (4)

(b) (4)



 
Hello,
 
I am sending the attached labels clean and track changes for your review. Please place comments
with the changes you do not agree when sending the label back.
Please do not submit anything to the NDA until we have agreed on a final label. The only changes
made were to the description of the product, to the dosage adjustment table and minor edits.
 
If you have no changes then this version will be the final version of  PI.
 
Please follow the regulatory format and changes to your package insert.
 
Please respond by today October 21, 2014.
 
Please acknowledge the receipt of this email.
 
 
Meghna M. Jairath, Pharm.D.
Regulatory Project Manager
Division of Metabolism and Endocrinology Products
Office of Drug Evaluation II (ODEII)/ Office of New Drugs (OND)/ Center of Drug Evaluation
and Research (CDER)
Meghna.jairath@fda.hhs.gov
301-796-4267
 

CONFIDENTIALITY STATEMENT. This email and any attachment is for the sole use of
the intended recipient and may contain private, confidential and/or privileged information that
may be subject to Hospira internal policies. If you are not the intended recipient, any
dissemination, distribution or copying is strictly prohibited. If you have received this
transmission in error, please notify Hospira immediately by return email or by email to
privacypostmaster@hospira.com and delete the message and all copies and attachments from
your system.     
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From: Jairath, Meghna
To: McIntyre, Kristina
Subject: Fifth round of labeling_NDA 201657***please respond by today October 21, 2014***
Date: Tuesday, October 21, 2014 1:35:35 PM
Attachments: FDA final clean version NDA 201657.doc

FDA final track changes NDA 201657.doc
Importance: High

 
NDA 201657
Drug Product: Paricalcitol Injection
Sponsor: Hospira
 
Labeling (package insert) attached
 
Hello,
 
I am sending the attached labels clean and track changes for your review. Please place comments
with the changes you do not agree when sending the label back.
Please do not submit anything to the NDA until we have agreed on a final label. The only changes
made were to the description of the product, to the dosage adjustment table and minor edits.
 
If you have no changes then this version will be the final version of  PI.
 
Please follow the regulatory format and changes to your package insert.
 
Please respond by today October 21, 2014.
 
Please acknowledge the receipt of this email.
 
 
Meghna M. Jairath, Pharm.D.
Regulatory Project Manager
Division of Metabolism and Endocrinology Products
Office of Drug Evaluation II (ODEII)/ Office of New Drugs (OND)/ Center of Drug Evaluation
and Research (CDER)
Meghna.jairath@fda.hhs.gov
301-796-4267
 

CONFIDENTIALITY STATEMENT. This email and any attachment is for the sole use of
the intended recipient and may contain private, confidential and/or privileged information that
may be subject to Hospira internal policies. If you are not the intended recipient, any
dissemination, distribution or copying is strictly prohibited. If you have received this
transmission in error, please notify Hospira immediately by return email or by email to
privacypostmaster@hospira.com and delete the message and all copies and attachments from
your system.     
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From: Jairath, Meghna
To: McIntyre, Kristina (Kristina.McIntyre@hospira.com)
Subject: Fourth round of labeling_NDA 201657***please respond by today October 21, 2014***
Date: Monday, October 20, 2014 5:34:15 PM
Attachments: NDA 201657 final fourth round to sponsor clean version.doc

NDA 201657 final fourth round to sponsor track changes.doc
Importance: High

 
 
NDA 201657
Drug Product: Paricalcitol Injection
Sponsor: Hospira
 
Labeling (package insert) attached
 
Hello,
 
I am sending the attached labels clean and track changes for your review. Please place comments
with the changes you do not agree when sending the label back.
Please do not submit anything to the NDA until we have agreed on a final label.
 
If you have no changes please state that in your email.
 
Please follow the regulatory format and changes to your package insert.
 
Please respond by today October 21, 2014.
 
Please acknowledge the receipt of this email.
 
 
Meghna M. Jairath, Pharm.D.
Regulatory Project Manager
Division of Metabolism and Endocrinology Products
Office of Drug Evaluation II (ODEII)/ Office of New Drugs (OND)/ Center of Drug Evaluation
and Research (CDER)
Meghna.jairath@fda.hhs.gov
301-796-4267
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From: Jairath, Meghna
To: McIntyre, Kristina (Kristina.McIntyre@hospira.com)
Subject: Third round of labeling_NDA 201657***please respond by today October 20, 2014***
Date: Monday, October 20, 2014 10:44:55 AM
Attachments: Final label to sponsor third round NDA 201657.doc
Importance: High

 
NDA 201657
Drug Product: Paricalcitol Injection
Sponsor: Hospira
 
Labeling (package insert) attached
 
Hello,
 
I am sending the attached label for your review. Please accept the changes and place comments on
the ones you do not agree on when sending label back.
Please do not submit anything to the NDA until we have agreed on a final label.
 
Please respond by today October 20, 2014.
 
Please acknowledge the receipt of this email.
 
 
Meghna M. Jairath, Pharm.D.
Regulatory Project Manager
Division of Metabolism and Endocrinology Products
Office of Drug Evaluation II (ODEII)/ Office of New Drugs (OND)/ Center of Drug Evaluation
and Research (CDER)
Meghna.jairath@fda.hhs.gov
301-796-4267
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From: Jairath, Meghna
To: McIntyre, Kristina
Subject: Second round for labeling_NDA 201657***please respond by today October 17, 2014***
Date: Friday, October 17, 2014 1:33:41 PM
Attachments: NDA 201657 second round to spon.doc
Importance: High

 
NDA 201657
Drug Product: Paricalcitol Injection
Sponsor: Hospira
 
Labeling (package insert) attached
 
Hello,
 
I am sending the attached label for your review. Please accept the changes and place comments on
the ones you do not agree on when sending label back.
Please do not submit anything to the NDA until we have agreed on a final label.
 
Please respond by today October 17, 2014.
 
Please acknowledge the receipt of this email.
 
 
Meghna M. Jairath, Pharm.D.
Regulatory Project Manager
Division of Metabolism and Endocrinology Products
Office of Drug Evaluation II (ODEII)/ Office of New Drugs (OND)/ Center of Drug Evaluation
and Research (CDER)
Meghna.jairath@fda.hhs.gov
301-796-4267
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From: Jairath, Meghna
To: McIntyre, Kristina (Kristina.McIntyre@hospira.com)
Bcc: Jairath, Meghna
Subject: NDA 201657 first round of labeling ***please respond by October 16, 2014***
Date: Wednesday, October 15, 2014 3:25:00 PM
Attachments: NDA 201657 first round 10 15 14.doc
Importance: High

 
NDA 201657
Drug Product: Paricalcitol Injection
Sponsor: Hospira
 
Labeling (package insert) attached
 
Hello,
 
I am sending the attached label for your review. Please accept the changes and place comments on
the ones you do not agree on when sending label back.
Please do not submit anything to the NDA until we have agreed on a final label.
 
Please respond by October 16, 2014.
 
Please acknowledge the receipt of this email.
 
 
Meghna M. Jairath, Pharm.D.
Regulatory Project Manager
Division of Metabolism and Endocrinology Products
Office of Drug Evaluation II (ODEII)/ Office of New Drugs (OND)/ Center of Drug Evaluation
and Research (CDER)
Meghna.jairath@fda.hhs.gov
301-796-4267
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From: Jairath, Meghna
To: McIntyre, Kristina
Subject: Carton/Container Label NDA 201657_paricalcitol
Date: Thursday, October 09, 2014 2:41:25 PM
Importance: High

 
Hello,
 
Below our comments to carton and container label highlighted in red. Please incorporate
these changes. If you have further comments please send them via email. Please do not
submit any labeling  to the NDA until we have agreed upon the final changes.
 

1. Vial label
a. To highlight the unique route of administration and the importance of not
injecting the drug product directly into a vein, revise the statement,

 to the following:
“For intravenous use through hemodialysis vascular access port only”
 

2. Carton labeling
a. To highlight the unique route of administration and the importance of not
injecting the drug product directly into a vein, revise the statement,

 located on the Principal Display Panel and side panel,
to the following:

“For intravenous use through hemodialysis vascular access port only”
 

b. As currently proposed, the established name, finished dosage form, and
statement of strength for the 2 mcg/ml, 5 mcg/ml, and 10 mcg/2 ml carton
labeling is presented in black font on a white background and are not well
differentiated from one another. To prevent selection errors, revise the color
scheme for all strengths so that they utilize the same colors as proposed on the
corresponding vial labels (e.g., 2 mcg/ml – orange, 5 mcg/ml – salmon pink,
and 10 mcg/2 ml – green).

 
 
 
 
Please acknowledge receipt of email.
 
 
Thanks,
Meghna
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From: Johnson, Jennifer
To: McIntyre, Kristina (Kristina.McIntyre@hospira.com)
Bcc: Johnson, Jennifer
Subject: NDA 201657 (paracalcitol): Request for patent certification proof of notification
Date: Wednesday, August 20, 2014 6:20:00 PM
Attachments: cover-2012-05-29.pdf

patent-certification.pdf

Dear Kristina,
 
Regarding NDA 201657 (paracalcitol injection):
 
We note that you provided the attached patent IV certification but did not submit proof of
notification for patent number 5,597,815.
 
Although you stated in the cover letter of your resubmission on April 21, 2014, that patent
5,597,815 was listed in the Orange Book after you submitted your application, we still need for you
to provide the proof of notification.
 
Please submit the proof of notification as an amendment to NDA 201657.
 
Let me know if you have any questions.
 
Kind Regards,
Jennifer
 
Jennifer Johnson
Regulatory Health Project Manager
Division of Metabolism and Endocrinology Products
Office of Drug Evaluation II
Center for Drug Evaluation and Research
Food and Drug Administration
Phone: (301) 796-2194
Fax: (301) 796-9712
jennifer.johnson@fda.hhs.gov
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From: Johnson, Jennifer
To: "McIntyre, Kristina"
Bcc: Johnson, Jennifer
Subject: NDA 201657 (paricalcitol injection) Resubmission: Question regarding carton/container labels
Date: Friday, August 15, 2014 5:08:00 PM
Attachments: carton.pdf

container.pdf

Dear Kristina,
 
We are currently reviewing the carton and container labels included in your resubmission to NDA
201657 (paracalcitol injection) on April 21, 2014.  Please see attached labels.
 
Are these the labels you intended for us to review?  We note that the strengths are not
differentiated by color on the carton labeling, as opposed to the container labels, so we would like
to ensure that the correct carton labeling was submitted.
 
Let me know if you have any questions.  Thank you for your help.
 
Kind Regards,
Jennifer
 
Jennifer Johnson
Regulatory Health Project Manager
Division of Metabolism and Endocrinology Products
Office of Drug Evaluation II
Center for Drug Evaluation and Research
Food and Drug Administration
Phone: (301) 796-2194
Fax: (301) 796-9712
jennifer.johnson@fda.hhs.gov
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration
Silver Spring MD  20993

NDA 201657
ACKNOWLEDGE –

CLASS 2 RESUBMISSION

Hospira, Inc.
Attention: Kristina McIntyre
Senior Associate Global Regulatory Affairs
Department 0389/Building H2-2
275 North Field Drive
Lake Forest, IL 60045

Dear Ms. McIntyre:

We acknowledge receipt of your April 21, 2014, resubmission to your supplemental new drug 
application submitted pursuant to section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act
for paricalcitol injection.

We consider this a complete, class 2 response to our February 6, 2012, action letter.  Therefore, 
the user fee goal date is October 21, 2014.

If you have any questions, call Jennifer Johnson at (301) 796-2194.

Sincerely,

{See appended electronic signature page}

Pamela Lucarelli
Chief, Project Management Staff
Division of Metabolism and Endocrinology Products
Office of Drug Evaluation II
Center for Drug Evaluation and Research
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From: Jairath, Meghna
To: Wojtko, Laurie M. (Laurie.Wojtko@hospira.com)
Subject: NDA 201-657, Paricalcitol Injection
Date: Monday, January 06, 2014 6:42:23 PM

Hello,
 
Please see our response below to your Q1.
 
Sponsor Question2:
Status of Hospira Rocky Mount as a Filed Establishment
Ideally, we hope that our current facility returns to a compliant status.  Is it possible to
maintain the Hospira Rocky Mount site in our filing until an action letter is ready to be issued
after review of the resubmission?  If, at that time, Hospira Rocky Mount has not returned to
compliant status, we would be prepared to withdraw the site to keep the review progressing.
 
FDA Response: All sites with manufacturing responsibilities with respect to this application
should be included in the resubmission, and all sites will be evaluated for CGMP adequacy. 
Per 505(d)(3), if the Rocky Mount site is determined to be inadequate, it may grounds for not
approving the resubmission.  If, during the review of the resubmission by the Agency, your
firm decides to withdraw the Rocky Mount site, this site will not be considered an approved
site for manufacturing this drug product.
 
Thanks,
Meghna
 
From: Jairath, Meghna 
Sent: Monday, December 23, 2013 6:11 PM
To: Wojtko, Laurie M. (Laurie.Wojtko@hospira.com)
Subject: NDA 201-657, Paricalcitol Injection
 
Hello,
 
Please see our response below to your Q1.
 
Sponsor Question1:
 
Proposed Stability Data Set:
 
The McPherson manufacturing process aligns with the currently filed process with minor
changes made to accommodate the site.  In preparation for transfer, we have successfully
executed an engineering batch and are in the process of manufacturing exhibit batches, as
described in the table below, to support qualification.
 
No. of Batches Paricalcitol Injection Presentation
2 2 mcg/1 mL in a 2 mL vial
1 5 mcg/1 mL in a 2 mL vial
1 10 mcg/2 mL (5 mcg/mL) in a 2 mL

vial
 

Reference ID: 3452910



We would like to accelerate filing to respond to the Complete Response letter as quickly as
possible.  Due to the stability of the product, established by the data collected in support of
the current manufacturing site, we’d like to propose resubmitting with a stability data set
containing results collected through 3 months of storage under accelerated and long-term
conditions.  Will this be accepted for review?
 
FDA Response: Yes, we agree with your proposal to submit 3-month long-term and
accelerated stability data for the four exhibit batches manufactured at the proposed
commercial site in McPherson, KS.
 
Thanks,
Meghna
 
From: Wojtko, Laurie M. [mailto:Laurie.Wojtko@hospira.com] 
Sent: Monday, December 23, 2013 2:43 PM
To: Jairath, Meghna
Subject: RE: NDA 201-657, Paricalcitol Injection
 
Hi Meghna,
Yes, all 4 exhibit batches will be placed on stability and we will provide results for all 4 lots through
3 months of storage at the time of submission.  We would plan on updating as requested during
the review cycle to further support the review.
 
Laurie
 
From: Jairath, Meghna [mailto:Meghna.Jairath@fda.hhs.gov] 
Sent: Monday, December 23, 2013 1:31 PM
To: Wojtko, Laurie M.
Subject: RE: NDA 201-657, Paricalcitol Injection
 
Hello,
 
We have the following clarification on your Q1 below.
 
 
FDA Questions: Will all 4 exhibit batches be included in the proposed “stability data set
containing results collected through 3 months of storage under accelerated and long-term
conditions”?
 
Thx
Meghna
From: Wojtko, Laurie M. [mailto:Laurie.Wojtko@hospira.com] 
Sent: Wednesday, December 18, 2013 5:43 PM
To: Jairath, Meghna
Subject: RE: NDA 201-657, Paricalcitol Injection
 
In follow up to our phone conversation yesterday, I have summarized Hospira’s proposed
resubmission strategy to the February 6, 2012 Complete Response letter.  As the primary issue
listed in the complete response letter is the cGMP status of the drug product manufacturing site
(Hospira – Rocky Mount, NC), Hospira has initiated activities to transfer the manufacturing process
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to another Hospira site currently in good standing (Hospira – McPherson, KS). 
 
Proposed Stability Data Set:
 
The McPherson manufacturing process aligns with the currently filed process with minor changes
made to accommodate the site.  In preparation for transfer, we have successfully executed an
engineering batch and are in the process of manufacturing exhibit batches, as described in the
table below, to support qualification.
 

No. of Batches Paricalcitol Injection Presentation
2 2 mcg/1 mL in a 2 mL vial
1 5 mcg/1 mL in a 2 mL vial
1 10 mcg/2 mL (5 mcg/mL) in a 2 mL vial

 
We would like to accelerate filing to respond to the Complete Response letter as quickly as
possible.  Due to the stability of the product, established by the data collected in support of the
current manufacturing site, we’d like to propose resubmitting with a stability data set containing
results collected through 3 months of storage under accelerated and long-term conditions.  Will
this be accepted for review?
 
Status of Hospira Rocky Mount as a Filed Establishment:
 
Ideally, we hope that our current facility returns to a compliant status.  Is it possible to maintain
the Hospira Rocky Mount site in our filing until an action letter is ready to be issued after review of
the resubmission?  If, at that time, Hospira Rocky Mount has not returned to compliant status, we
would be prepared to withdraw the site to keep the review progressing.
 
Thank you in advance for your follow up on these questions; any feedback you can provide will
better ensure that our proposed resubmission is robust.
 
Kind regards,
Laurie
 
From: Wojtko, Laurie M. [mailto:Laurie.Wojtko@hospira.com] 
Sent: Thursday, December 12, 2013 5:19 PM
To: Jairath, Meghna
Cc: McIntyre, Kristina
Subject: NDA 201-657, Paricalcitol Injection
 
Hi Meghna,
I wanted to reach out to initiate discussion on Hospira’s Paricalcitol Injection, NDA 201-657.  This
application was submitted on April 7, 2011 and a complete response letter was issued on February
6, 2012.  The primary issue documented by this complete response letter is the cGMP status of our
current drug product manufacturing facility – Hospira Rocky Mount, NC. 
 
We have transferred the process to an alternate manufacturing facility and have successfully run
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Laurie Wojtko
Associate Director
US Generic Development
Global Regulatory Affairs

Hospira, Inc.
275 N. Field Dr., Bldg. H2-2, Dept. 392, Lake Forest, IL 60045
Office: +00 1 224.212.6158 | Mobile:  
Fax: +00 1 224.212.5401
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engineering batches.  Our intention is to run new exhibit batches and provide site information and
batch data as a response to our complete response.  However, we remain hopeful that Hospira
Rocky Mount will come into good standing by the time of market formation.
 
Would you be willing to have a short call with us to discuss the proposed response data set and the
possibility of maintaining the current manufacturing site in our application?
 
Thank you in advance for your time & consideration.
 
Kind regards,
 

 
 

CONFIDENTIALITY STATEMENT. This email and any attachment is for the sole use of
the intended recipient and may contain private, confidential and/or privileged information that
may be subject to Hospira internal policies. If you are not the intended recipient, any
dissemination, distribution or copying is strictly prohibited. If you have received this
transmission in error, please notify Hospira immediately by return email or by email to
privacypostmaster@hospira.com and delete the message and all copies and attachments from
your system.     
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From: Jairath, Meghna
To: Wojtko, Laurie M. (Laurie.Wojtko@hospira.com)
Subject: NDA 201-657, Paricalcitol Injection
Date: Monday, December 23, 2013 6:10:44 PM

Hello,
 
Please see our response below to your Q1.
 
Sponsor Question1:
 
Proposed Stability Data Set:
 
The McPherson manufacturing process aligns with the currently filed process with minor
changes made to accommodate the site.  In preparation for transfer, we have successfully
executed an engineering batch and are in the process of manufacturing exhibit batches, as
described in the table below, to support qualification.
 
No. of Batches Paricalcitol Injection Presentation
2 2 mcg/1 mL in a 2 mL vial
1 5 mcg/1 mL in a 2 mL vial
1 10 mcg/2 mL (5 mcg/mL) in a 2 mL

vial
 
We would like to accelerate filing to respond to the Complete Response letter as quickly as
possible.  Due to the stability of the product, established by the data collected in support of
the current manufacturing site, we’d like to propose resubmitting with a stability data set
containing results collected through 3 months of storage under accelerated and long-term
conditions.  Will this be accepted for review?
 
FDA Response: Yes, we agree with your proposal to submit 3-month long-term and
accelerated stability data for the four exhibit batches manufactured at the proposed
commercial site in McPherson, KS.
 
Thanks,
Meghna
 
From: Wojtko, Laurie M. [mailto:Laurie.Wojtko@hospira.com] 
Sent: Monday, December 23, 2013 2:43 PM
To: Jairath, Meghna
Subject: RE: NDA 201-657, Paricalcitol Injection
 
Hi Meghna,
Yes, all 4 exhibit batches will be placed on stability and we will provide results for all 4 lots through
3 months of storage at the time of submission.  We would plan on updating as requested during
the review cycle to further support the review.
 
Laurie
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From: Jairath, Meghna [mailto:Meghna.Jairath@fda.hhs.gov] 
Sent: Monday, December 23, 2013 1:31 PM
To: Wojtko, Laurie M.
Subject: RE: NDA 201-657, Paricalcitol Injection
 
Hello,
 
We have the following clarification on your Q1 below.
 
 
FDA Questions: Will all 4 exhibit batches be included in the proposed “stability data set
containing results collected through 3 months of storage under accelerated and long-term
conditions”?
 
Thx
Meghna
From: Wojtko, Laurie M. [mailto:Laurie.Wojtko@hospira.com] 
Sent: Wednesday, December 18, 2013 5:43 PM
To: Jairath, Meghna
Subject: RE: NDA 201-657, Paricalcitol Injection
 
In follow up to our phone conversation yesterday, I have summarized Hospira’s proposed
resubmission strategy to the February 6, 2012 Complete Response letter.  As the primary issue
listed in the complete response letter is the cGMP status of the drug product manufacturing site
(Hospira – Rocky Mount, NC), Hospira has initiated activities to transfer the manufacturing process
to another Hospira site currently in good standing (Hospira – McPherson, KS). 
 
Proposed Stability Data Set:
 
The McPherson manufacturing process aligns with the currently filed process with minor changes
made to accommodate the site.  In preparation for transfer, we have successfully executed an
engineering batch and are in the process of manufacturing exhibit batches, as described in the
table below, to support qualification.
 

No. of Batches Paricalcitol Injection Presentation
2 2 mcg/1 mL in a 2 mL vial
1 5 mcg/1 mL in a 2 mL vial
1 10 mcg/2 mL (5 mcg/mL) in a 2 mL vial

 
We would like to accelerate filing to respond to the Complete Response letter as quickly as
possible.  Due to the stability of the product, established by the data collected in support of the
current manufacturing site, we’d like to propose resubmitting with a stability data set containing
results collected through 3 months of storage under accelerated and long-term conditions.  Will
this be accepted for review?
 
Status of Hospira Rocky Mount as a Filed Establishment:
 
Ideally, we hope that our current facility returns to a compliant status.  Is it possible to maintain

Reference ID: 3452908



Laurie Wojtko
Associate Director
US Generic Development
Global Regulatory Affairs

Hospira, Inc.
275 N. Field Dr., Bldg. H2-2, Dept. 392, Lake Forest, IL 60045
Office: +00 1 224.212.6158 | Mobile:  
Fax: +00 1 224.212.5401
E:  laurie.wojtko@hospira.com | W: www.hospira.com

the Hospira Rocky Mount site in our filing until an action letter is ready to be issued after review of
the resubmission?  If, at that time, Hospira Rocky Mount has not returned to compliant status, we
would be prepared to withdraw the site to keep the review progressing.
 
Thank you in advance for your follow up on these questions; any feedback you can provide will
better ensure that our proposed resubmission is robust.
 
Kind regards,
Laurie
 
From: Wojtko, Laurie M. [mailto:Laurie.Wojtko@hospira.com] 
Sent: Thursday, December 12, 2013 5:19 PM
To: Jairath, Meghna
Cc: McIntyre, Kristina
Subject: NDA 201-657, Paricalcitol Injection
 
Hi Meghna,
I wanted to reach out to initiate discussion on Hospira’s Paricalcitol Injection, NDA 201-657.  This
application was submitted on April 7, 2011 and a complete response letter was issued on February
6, 2012.  The primary issue documented by this complete response letter is the cGMP status of our
current drug product manufacturing facility – Hospira Rocky Mount, NC. 
 
We have transferred the process to an alternate manufacturing facility and have successfully run
engineering batches.  Our intention is to run new exhibit batches and provide site information and
batch data as a response to our complete response.  However, we remain hopeful that Hospira
Rocky Mount will come into good standing by the time of market formation.
 
Would you be willing to have a short call with us to discuss the proposed response data set and the
possibility of maintaining the current manufacturing site in our application?
 
Thank you in advance for your time & consideration.
 
Kind regards,
 

 
 

CONFIDENTIALITY STATEMENT. This email and any attachment is for the sole use of
the intended recipient and may contain private, confidential and/or privileged information that
may be subject to Hospira internal policies. If you are not the intended recipient, any
dissemination, distribution or copying is strictly prohibited. If you have received this
transmission in error, please notify Hospira immediately by return email or by email to
privacypostmaster@hospira.com and delete the message and all copies and attachments from
your system.     
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From: Jairath, Meghna
To: Wojtko, Laurie M.
Subject: RE: NDA 201-657, Paricalcitol Injection
Date: Monday, December 23, 2013 2:31:29 PM

Hello,
 
We have the following clarification on your Q1 below.
 
FDA Questions: Will all 4 exhibit batches be included in the proposed “stability data set
containing results collected through 3 months of storage under accelerated and long-term
conditions”?
 
Thx
Meghna
From: Wojtko, Laurie M. [mailto:Laurie.Wojtko@hospira.com] 
Sent: Wednesday, December 18, 2013 5:43 PM
To: Jairath, Meghna
Subject: RE: NDA 201-657, Paricalcitol Injection
 
In follow up to our phone conversation yesterday, I have summarized Hospira’s proposed
resubmission strategy to the February 6, 2012 Complete Response letter.  As the primary issue
listed in the complete response letter is the cGMP status of the drug product manufacturing site
(Hospira – Rocky Mount, NC), Hospira has initiated activities to transfer the manufacturing process
to another Hospira site currently in good standing (Hospira – McPherson, KS). 
 
Proposed Stability Data Set:
 
The McPherson manufacturing process aligns with the currently filed process with minor changes
made to accommodate the site.  In preparation for transfer, we have successfully executed an
engineering batch and are in the process of manufacturing exhibit batches, as described in the
table below, to support qualification.
 

No. of Batches Paricalcitol Injection Presentation
2 2 mcg/1 mL in a 2 mL vial
1 5 mcg/1 mL in a 2 mL vial
1 10 mcg/2 mL  in a 2 mL vial

 
We would like to accelerate filing to respond to the Complete Response letter as quickly as
possible.  Due to the stability of the product, established by the data collected in support of the
current manufacturing site, we’d like to propose resubmitting with a stability data set containing
results collected through 3 months of storage under accelerated and long-term conditions.  Will
this be accepted for review?
 
Status of Hospira Rocky Mount as a Filed Establishment:
 
Ideally, we hope that our current facility returns to a compliant status.  Is it possible to maintain
the Hospira Rocky Mount site in our filing until an action letter is ready to be issued after review of
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the resubmission?  If, at that time, Hospira Rocky Mount has not returned to compliant status, we
would be prepared to withdraw the site to keep the review progressing.
 
Thank you in advance for your follow up on these questions; any feedback you can provide will
better ensure that our proposed resubmission is robust.
 
Kind regards,
Laurie
 
From: Jairath, Meghna [mailto:Meghna.Jairath@fda.hhs.gov] 
Sent: Monday, December 16, 2013 9:06 AM
To: Wojtko, Laurie M.
Subject: RE: NDA 201-657, Paricalcitol Injection
 
Hello,
We can talk tomorrow at 11am. You can call me then.
Thx
Meghna
 
From: Wojtko, Laurie M. [mailto:Laurie.Wojtko@hospira.com] 
Sent: Thursday, December 12, 2013 5:19 PM
To: Jairath, Meghna
Cc: McIntyre, Kristina
Subject: NDA 201-657, Paricalcitol Injection
 
Hi Meghna,
I wanted to reach out to initiate discussion on Hospira’s Paricalcitol Injection, NDA 201-657.  This
application was submitted on April 7, 2011 and a complete response letter was issued on February
6, 2012.  The primary issue documented by this complete response letter is the cGMP status of our
current drug product manufacturing facility – Hospira Rocky Mount, NC. 
 
We have transferred the process to an alternate manufacturing facility and have successfully run
engineering batches.  Our intention is to run new exhibit batches and provide site information and
batch data as a response to our complete response.  However, we remain hopeful that Hospira
Rocky Mount will come into good standing by the time of market formation.
 
Would you be willing to have a short call with us to discuss the proposed response data set and the
possibility of maintaining the current manufacturing site in our application?
 
Thank you in advance for your time & consideration.
 
Kind regards,
 

 
 

CONFIDENTIALITY STATEMENT. This email and any attachment is for the sole use of
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the intended recipient and may contain private, confidential and/or privileged information that
may be subject to Hospira internal policies. If you are not the intended recipient, any
dissemination, distribution or copying is strictly prohibited. If you have received this
transmission in error, please notify Hospira immediately by return email or by email to
privacypostmaster@hospira.com and delete the message and all copies and attachments from
your system.     
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From: Jairath, Meghna
To: "Wojtko, Laurie M."
Subject: Labeling First round NDA 201657
Date: Wednesday, January 11, 2012 10:30:34 AM
Attachments: first round labeling 1-11-12.doc

c-c labeling.doc
Importance: High

Hello,
 
Attaching the PI  with track changes and C/C comments.
Please do not submit anything to the NDA until we have agreed upon a final version
of PI and C/C.
 
Please acknowledge receipt of email.
 
Thanks,
Meghna
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7. Submit a revised table with drug product specifications to include all above changes. 
 

 
 If you have any questions, call Khushboo Sharma, Regulatory Project Manager, at (301) 796-
1270. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Ali Al-Hakim, Ph.D. 
Branch Chief, Branch VII 
Division of New Drug Quality Assessment III 
Office of New Drug Quality Assessment 
Center for Drug Evaluation and Research 
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CONFIDENTIALITY STATEMENT. This email and any attachment is for 
the sole use of the intended recipient and may contain private, confidential 
and/or privileged information that may be subject to Hospira internal 
policies. If you are not the intended recipient, any dissemination, distribution 
or copying is strictly prohibited. If you have received this transmission in 
error, please notify Hospira immediately by return email or by email to 
privacypostmaster@hospira.com and delete the message and all copies and 
attachments from your system.   ­­   
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  
 

 
 
 
 

 

 Food and Drug Administration 
Silver Spring  MD  20993 

 
 

 

 
NDA 201657 INFORMATION REQUEST 
 
CERTIFIED MAIL 
RETURN RECEIPT REQUESTED 
 
Hospira, Inc. 
Attention: Laurie Wojtko 
Sr. Associate, Global Regulatory Affairs 
275 North Field Dr. 
Dept. 0389, Bldg. H2-2 
Lake Forest, IL 60045 
 
 
Dear Ms. Wojtko: 
 
Please refer to your New Drug Application (NDA) submitted under section 505(b)(2) of the 
Federal Food, Drug, and Cosmetic Act, for Paricalcitol Injection, 2 mcg/1 mL, 5 mcg/1 mL, and 
10 mcg/2 mL. 
 
FDA investigators have identified significant violations to the bioavailability and bioequivalence 
requirements of Title 21, Code of Federal Regulation, Part 320 in bioanalytical studies conducted 
by Cetero Research in Houston, Texas (Cetero).1 The pervasiveness and egregious nature of the 
violative practices by Cetero has led FDA to have significant concerns that the bioanalytical data 
generated at Cetero from April 1, 2005 to June 15, 2010, as part of studies submitted to FDA in 
New Drug Applications (NDA) and Supplemental New Drug Applications (sNDA) are 
unreliable. FDA has reached this conclusion for three reasons: (1) the widespread falsification of 
dates and times in laboratory records for subject sample extractions, (2) the apparent 
manipulation of equilibration or “prep” run samples to meet pre-determined acceptance criteria, 
and (3) lack of documentation regarding equilibration or “prep” runs that prevented Cetero and 
the Agency from determining the extent and impact of these violations.   
 
Serious questions remain about the validity of any data generated in studies by Cetero Research 
in Houston, Texas during this time period. In view of these findings, FDA is informing holders 
of approved and pending NDAs of these issues. 
 
The impact of the data from these studies (which may include bioequivalence, bioavailability, 
drug-drug interaction, specific population, and others) cannot be assessed without knowing the 
details regarding the study and how the data in question were considered in the overall 
development and approval of your drug product. At this time, the Office of New Drugs is 
                                                           
1 These violations include studies conducted by Bioassay Laboratories and BA Research International specific to the 
Houston, Texas facility.  
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searching available documentation to determine which NDAs are impacted by the above 
findings. 
To further expedite this process, we ask that you inform us if you have submitted any studies 
conducted by Cetero Research in Houston, Texas during the time period of concern (April 1, 
2005 to June 15, 2010). Please submit information on each of the studies, including supplement 
number (if appropriate), study name/protocol number, and date of submission. With respect to 
those studies, you will need to do one of the following: (a) re-assay samples if available and 
supported by stability data, (b) repeat the studies, or (c) provide a rationale if you feel that no 
further action is warranted.  
 
Please respond to this query within 30 days from the date of this letter. 
 
This information should be submitted as correspondence to your NDA. In addition, please 
provide a desk copy to: 
 

Office of New Drugs 
Center for Drug Evaluation and Research 
10903 New Hampshire Avenue 
Bldg. 22, Room 6300 
Silver Spring, MD 20993-0002 
 

 
If you have any questions, call Meghna M. Jairath, Pharm.D.,  Regulatory Project Manager, at 
(301) 796-4267. 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Mary H. Parks, M.D. 
Director 
Division of Metabolism and Endocrinology Products 
Office of Drug Evaluation II 
Center for Drug Evaluation and Research 
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NDA 201657 
 FILING COMMUNICATION 
 
Hospira, Inc. 
Attention: Laurie Wojtko 
Sr. Associate, Global Regulatory Affairs 
275 North Field Dr. 
Dept. 0389, Bldg. H2-2 
Lake Forest, IL 60045 
 
 
Dear Ms. Wojtko: 
 
Please refer to your New Drug Application (NDA) dated April 7, 2011, received April 7, 2011 
submitted pursuant to section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act, for 
Paricalcitol Injection, 2 mcg/1 mL, 5 mcg/1 mL,  and 10 mcg/2 mL.  
 
We also refer to your submissions dated May 2 and 3, 2011 containing the form 3674 and 
labeling changes, respectively. 
 
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 7, 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 January 10, 2012. 
 
During our filing review of your application, we identified the following potential review issues: 
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Clinical  
 
1.   Perform a data-mining search of approved injectable products with 40% or more alcohol to 

identify if there is an increased risk for injection site reactions with that much alcohol that 
would require dilution of the sample prior to dosing.  

 
Chemistry, Manufacturing, and Controls 
 
2.   Indicate the location in the NDA of the stability data supporting the proposed in-use period 

“After first use and following multiple needle entries and product withdrawals, Paricalcitol 
multi-use vials are stable for up to 28 days when stored between 20-25 °C (68-77 °F).” 

 
3.   In the Stability section of the NDA, you state that “Paricalcitol Injection is not light 

sensitive.” However, in the Quality Summary Overall, you state that “The container/closure 
should protect the drug product from light based on the results of the formulation 
development…” Explain the two different statements regarding the photostability of the 
product. 

 
4.   During a recent inspection of the “Hospira Inc., Highway 301 North, Rocky Mount NC 

27801” manufacturing facility for this application, our field investigator conveyed 
deficiencies to the representative of the facility. Satisfactory resolution of these deficiencies 
is required before this application may be approved. 
 

Regulatory  
 
5.   Submit patent information on form FDA 3542a per 21 CFR 314.53(c). 
 
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.   
 
Please respond only to the above requests for 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. 
 
If you have any questions, call Meghna M. Jairath, Pharm.D., Regulatory Project Manager, at (301) 
796-4267.  
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Sincerely, 
 
{See appended electronic signature page} 
 
Mary H. Parks, M.D. 
Director 
Division of Metabolism and Endocrinology Products 
Office of Drug Evaluation II 
Center for Drug Evaluation and Research 

Reference ID: 2963467



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

MEGHNA M JAIRATH
06/20/2011
Signing on behalf of Mary Parks

Reference ID: 2963467



 
 
DEPARTMENT OF HEALTH AND HUMAN SERVICES  

 

 
 
 
 

 

 Food and Drug Administration 
Silver Spring  MD  20993 

 

 

 
NDA 201657  

NDA ACKNOWLEDGMENT 
 
Hospira, Inc. 
Attention: Laurie Wojtko 
Sr. Associate, Global Regulatory Affairs  
275 North Field Dr. 
Dept. 0389, Bldg. H2-2 
Lake Forest, IL 60045 
 
 
Dear Ms. Wojtko: 
 
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: Paricalcitol Injection (2 mcg/1 mL, 5 mcg/1 mL, 10 mcg/2 mL) 
 
Date of Application: April 7, 2011 
 
Date of Receipt: April 7, 2011 
 
Our Reference Number:  NDA 201657 
 
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 6, 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 314.1 
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01(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). 
 
Title VIII of FDAAA amended the PHS Act by adding new section 402(j) [42 USC § 282(j)], 
which expanded the current database known as ClinicalTrials.gov to include mandatory 
registration and reporting of results for applicable clinical trials of human drugs (including 
biological products) and devices. 
 
In addition to the registration and reporting requirements described above, FDAAA requires that, 
at the time of submission of an application under section 505 of the FDCA, the application must 
be accompanied by a certification that all applicable requirements of 42 USC § 282(j) have been 
met.  Where available, the certification must include the appropriate National Clinical Trial 
(NCT) numbers [42 USC § 282(j)(5)(B)]. 
 
You did not include such certification when you submitted this application.  You may use Form 
FDA 3674, “Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with Requirements of 
ClinicalTrials.gov Data Bank,” [42 U.S.C. § 282(j)] to comply with the certification requirement.  
The form may be found at http://www.fda.gov/opacom/morechoices/fdaforms/default.html. 
 
In completing Form FDA 3674, you should review 42 USC § 282(j) to determine whether the 
requirements of FDAAA apply to any clinical trial(s) referenced in this application.  Please note 
that FDA published a guidance in January 2009, “Certifications To Accompany Drug, Biological 
Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public 
Health Service Act, Added By Title VIII of the Food and Drug Administration Amendments Act 
of 2007,” that describes the Agency’s current thinking regarding the types of applications and 
submissions that sponsors, industry, researchers, and investigators submit to the Agency and 
accompanying certifications.  Additional information regarding the certification form is available 
at: 
http://www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCA
ct/SignificantAmendmentstotheFDCAct/FoodandDrugAdministrationAmendmentsActof2007/uc
m095442.htm.  Additional information regarding Title VIII of FDAAA is available at:  
http://grants.nih.gov/grants/guide/notice-files/NOT-OD-08-014.html.  Additional information for 
registering your clinical trials is available at the Protocol Registration System website 
http://prsinfo.clinicaltrials.gov/. 
 
When submitting the certification for this application, do not include the certification with other 
submissions to the application.  Submit the certification within 30 days of the date of this letter.  
In the cover letter of the certification submission clearly identify that it pertains to NDA 201657 
submitted on April 7, 2011, and that it contains the FDA Form 3674 that was to accompany that 
application. 
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If you have already submitted the certification for this application, please disregard the above. 
 
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 Metabolism and Endocrinology 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, call me at (301) 796-4267. 
 

Sincerely, 
 
{See appended electronic signature page} 

 
Meghna M. Jairath, Pharm.D. 
Regulatory Project Manager 
Division of Metabolism and Endocrinology Products 
Office of Drug Evaluation II 
Center for Drug Evaluation and Research 
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