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Final Addendum to Quality Reviews

To: NDA 201657 (paricalcitol injection)

Subject: Final ONDQA recommendation

The 21-APR-2014 NDA Resubmission is in response to the 06-FEB-2012 CR letter. The CR letter did not 

include any pending issue or deficiency from the CMC, Biopharmaceutics, and Microbiology reviews.

The CR action was based on a “withhold” recommendation from Compliance/OMPQ regarding the drug 

product manufacturing site Hospira Inc., Rocky Mount NC.

 The resubmission contains no new CMC, Biopharmaceutics, or Microbiology information, and 

these review members confirmed that their reviews of the resubmission are not necessary (their 

previous recommendations for this NDA were for approval). Labeling revisions will be sent to 

the OND PM as part of the multi-disciplinary labeling review.

 The EES overall recommendation dated 14-MAY-2014 for this NDA is ACCEPTABLE

(including the specific site Hospira Inc., Rocky Mount NC).

Conclusion: 

Based on the CMC, Biopharmaceutics, and Microbiology reviews and the Compliance overall findings

dated 14-MAY-2014, the ONDQA recommendation for this NDA is for APPROVAL.
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FDA Contacts:  K. SHARMA

E. CHIKHALE

S. TRAN

301-796-1659

301-796-1764

Project Manager

Review Chemist

Team Leader

Overall Recommendation:  by EES_PROD

by EES_PROD

by EES_PROD

on 03-JAN-2012

on 03-JAN-2012

on 27-APR-2011

WITHHOLD

WITHHOLD

WITHHOLD

DMF No:  AADA: 

Responsibilities:  DRUG SUBSTANCE MANUFACTURER

DRUG SUBSTANCE RELEASE TESTER

DRUG SUBSTANCE STABILITY TESTER

NON-STERILE API BY CHEMICAL SYNTHESISProfile:  OAI Status:  NONE

Application: NDA 201657/000

5Priority:

510Org. Code: 

08-AUG-2011District Goal:

Stamp Date:  07-APR-2011

07-FEB-2012

Action Goal:

PDUFA Date:

HOSPIRA INC

275 NORTH FIELD DR DEPT 0389 BLDG H2 2

LAKE FOREST, IL  60045

Sponsor:  

PARICALCITOL INJECTION

PARICALCITOL INJECTIONBrand Name: 

Estab. Name: 

Generic Name:  

Product Number;  Dosage Form;  Ingredient;  Strengths

OC RECOMMENDATIONLast Milestone:  

11-APR-2011Milestone Date:  

BASED ON PROFILEReason:

Decision: ACCEPTABLE

CFN: FEI:Establishment:

001; SOLUTION, INJECTION; PARICALCITOL; 2MCG/1ML
002; SOLUTION, INJECTION; PARICALCITOL; 5MCG/1ML
003; SOLUTION, INJECTION; PARICALCITOL; 10MCG/2ML
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DMF No:  

DMF No:  

AADA: 

AADA: 

Responsibilities:  

Responsibilities:  

DRUG SUBSTANCE OTHER TESTER

DRUG SUBSTANCE RELEASE TESTER

FINISHED DOSAGE LABELER

FINISHED DOSAGE MANUFACTURER

FINISHED DOSAGE PACKAGER

FINISHED DOSAGE RELEASE TESTER

FINISHED DOSAGE STABILITY TESTER

CONTROL TESTING LABORATORY

 

CONTROL TESTING LABORATORY

Profile:  

Profile:  

Profile:  

OAI Status:  

OAI Status:  

OAI Status:  

OAI ALERT

OAI ALERT

NONE

OC RECOMMENDATION

OC RECOMMENDATION

OC RECOMMENDATION

Last Milestone:  

Last Milestone:  

Last Milestone:  

27-APR-2011

27-APR-2011

11-APR-2011

Milestone Date:  

Milestone Date:  

Milestone Date:  

DISTRICT RECOMMENDATION

DISTRICT RECOMMENDATION

BASED ON PROFILE

Reason:

Reason:

Reason:

Decision:

Decision:

Decision:

WITHHOLD

WITHHOLD

ACCEPTABLE

HOSPIRA WORLDWIDE, INC

HOSPIRA WORLDWIDE, INC

ROCKY MOUNT, NC  278048612

LAKE FOREST, IL  60045

4285 NORTH WESLEYAN BLVD

375 N FIELD DRIVE

1021343CFN:

CFN:

1021343

3004591926

FEI:

FEI:

Establishment:

Establishment:
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Division of Metabolism and Endocrinology Products 

 

NDA: 201657 

Applicant: Hospira Inc. 

Stamp Date: 07-APR-2011 

PDUFA Date: 07-FEB-2012 

Proposed Proprietary Name: [none indicated] 

Established Name: Paricalcitol 

Dosage form and strength: Solution for injection 

2 mcg/mL vial, or 5 mcg/mL vial, or 10 mcg/2 mL 

vial 

Route of Administration: IV injection 

Indications: Prevention and treatment of secondary 

hyperparathyroidism associated with chronic 

kidney disease stage 5. 

 

 

CMC Lead: Su (Suong) Tran, ONDQA 

 

ONDQA Fileability: Yes 

 

Are there comments for the 74-day letter? Yes. 

• 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).” 

• 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. 

• 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. 
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CONSULTS/ CMC 
RELATED REVIEWS 

COMMENT 

CBER Not applicable  
CDRH Not applicable  
EA The categorical exclusion claim will be assessed by Primary 

Reviewer. 
Compliance (DMPQ) “Withhold” overall recommendation on 27-APR-2011:  

GMP violations at the drug product manufacturer Hospira, 
Rocky Mount, NC 
(see the 74-day letter comment on the first page of this review) 

Methods Validation Validation may be requested of FDA labs after test methods are 
finalized. 

Microbiology Review of sterility assurance. 
OBP Not applicable 
ONDQA Biopharm Review of biowaiver request. 
OSE Labeling consult request will be sent as part of DMEP’s request. 
Pharm/Tox Not applicable. Impurity and degradant limits are below ICH 

qualification thresholds and/or comply with compendial limits. 
QbD Not applicable 
 
This is an electronic NDA, filed as a 505(b)(2) application, with Zemplar as the reference listed drug 

(RLD) listed in Form 356h. The difference between the 2 products is in the amounts of the excipients 

propylene glycol and alcohol (40% and 10% in the new product vs. 30% and 20% in Zemplar).  

 

Reference is made to the DMF  for the CMC information on the drug substance. 

 

The drug product is a sterile solution for IV injection. The product will be packaged in multi-dose vials of 

2 mcg/mL vial, or 5 mcg/mL vial, or 10 mcg/2 mL vial. The product is stored long-term at room 

temperature. The in-use period of the multi-dose vials is up to 28 days at room temperature. 
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(b) (4)





























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

SUONG T TRAN
06/01/2011

ALI H AL HAKIM
06/01/2011

Reference ID: 2954614




