
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

207963Orig1s000 
 
 

CLINICAL PHARMACOLOGY AND 
BIOPHARMACEUTICS REVIEW(S) 



1

OFFICE OF CLINICAL PHARMACOLOGY REVIEW

NDA: 207963 Submission Date(s): 09/15/2015

Brand Name TBD

Generic Name Palonosetron HCl

Reviewer Sandhya Apparaju, Ph.D.

Team Leader Sue Chih Lee, Ph.D.

OCP Division DCP3

OND Division DGIEP

Sponsor Exela Pharma Services

Submission Type; Code Resubmission; 505b(2); Standard Review

Formulation; Strength(s) 0.25 mg per 2 mL solution for injection

Indication Chemotherapy induced nausea and vomiting, CINV

1 Executive Summary

1.1 Recommendation

NDA 207963 (resubmission) is acceptable from a Clinical Pharmacology 
perspective.

1.2 Phase IV Commitments

None

1.3 Summary of Important Clinical Pharmacology and Biopharmaceutics Findings

Sponsor is seeking approval of their proposed palonosetron HCl intravenous 
injection, 0.25 mg per 2 mL for CINV  indications in adults. This is a 
505 b(2) application using Aloxi I.V. as the reference formulation. The original 
NDA was received by the agency on August 7, 2014 and accepted on August 15.

There was no new clinical pharmacology information in the original NDA and 
therefore after reviewing the proposed labeling and make revisions which were 
accepted by the sponsor at the time, OCP had no approvability issues (see review in 
DARRTs dated May 12, 2015).
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A biowaiver request was included in the NDA as per 21 CFR §320.22(a) and was 
reviewed by ONDQA- Biopharmaceutics group.  This waiver was not granted in 
the original cycle due to pending safety concerns from the clinical discipline.  
Sponsor received a complete response letter on June 15, 2015 citing safety, product 
quality and regulatory issues.  

This class 2 resubmission was submitted on September 15, 2015 addressing the 
deficiencies listed in the complete response letter.  There was no new clinical 
pharmacology information in the resubmission.  Labeling was reviewed and minor 
revisions were proposed to align it better with the PLR format and to remove 
redundancies.  Please see the final approved labeling once available.
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OFFICE OF CLINICAL PHARMACOLOGY REVIEW

NDA: 207963 Submission Date(s):08/07/2014 (received); 
08/15/2014 (accepted)

Brand Name TBD

Generic Name Palonosetron HCl

Reviewer Sandhya Apparaju, Ph.D.

Team Leader Sue Chih Lee, Ph.D.

OCP Division DCP3

OND Division DGIEP

Sponsor Exela Pharma Sciences

Submission Type Original; 505b(2); Standard Review

Formulation; Strength(s) 0.25 mg per 2 mL solution for injection

Adult Indication Chemotherapy induced nausea and vomiting, CINV

1 Executive Summary

1.1 Recommendation

NDA 207963 is acceptable from a Clinical Pharmacology perspective.

1.2 Phase IV Commitments

None

1.3 Summary of Important Clinical Pharmacology and Biopharmaceutics Findings

Sponsor is seeking approval of their proposed palonosetron HCl intravenous
injection, 0.25 mg per 2 mL for CINV  indications in adults. This is a 
505b(2) application using Aloxi I.V. as the reference formulation.  A biowaiver 
request has been included in the NDA as per 21 CFR §320.22(a) and was reviewed
by ONDQA- Biopharmaceutics group. A local irritation clinical trial has been 
submitted which was reviewed by clinical discipline. There is no new clinical 
pharmacology information.  The proposed labeling has been reviewed by DCP3 
and modifications were proposed to make it consistent with the PLR format and 
accepted by the sponsor. Please see the final labeling once available.
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