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NDA 208610

Addendum #1

Product Name: BAXDELA (delafloxacin meglumine) 450 mg, Tablet 

Addendum #1 to Drug Product Quality Review dated 3/06/2017

From: Yushi Feng, Drug Product CMC Reviewer, Branch 3, ONDPI

Date: May-15-2017

Re: Drug product quality assessment addendum

--------------------------------------------------------------------------------------------------------------------- 
This addendum is to document the following updates for this NDA:

 Revised drug product specification on Appearance
 PMC on the drug substance polymorph control
 Updated container labels (revisions on the Package Insert and Medication Guide are in ongoing 

discussions)

The revised language for the drug product specification on Appearance is acceptable. Addressing the 
drug substance polymorph control as PMC is acceptable. The company has agreed to the proposed PMC 
(details provided in the review section below). The updated container labels are acceptable.

This NDA is recommended for Approval from Product Quality perspective.

Please refer to the previous Drug Product Quality review for all other details.

____Yushi Feng, Ph.D._____
Drug Product CMC Reviewer



Revised drug product specification on Appearance

The drug product specification on Appearance was revised from  to 
“modified capsule-shaped” for clarity (Table 1 in Appendix I. Drug Product Specifications).

Reviewer’s Assessment: Acceptable

The revised language for the drug product specification on Appearance is acceptable. 

PMC on the drug substance polymorph control 

 the applicant claims that not instituting a control on the drug polymorphs does not adversely 
impact the quality of the drug product, and therefore routine testing for polymorphic form during 
commercial manufacturing of the tablets is not necessary. 

Based on the information presented in the NDA, the polymorphic form of the drug substance in the drug 
product is expected to have a low probability to negatively impact the drug product quality. However, a 
drug substance polymorphic form control as part of the drug product specifications will provide 
additional assurance of quality for both the proposed manufacturing process and the drug product. 

The goal of the proposed PMC study is to establish as part of the drug product specifications a validated 
analytical method (XRD) with well-justified acceptance limits on the polymorphic form of the drug 
substance in the drug product.  Additionally, the applicant will also identify a GMP facility which will be 
responsible for polymorph testing.

(b) (4)

(b) (4)

(b) (4)



In an amendment to the NDA (SDN 30, eCTD 0031, submitted on 03/17/2017), the Applicant commits to 
providing the following Product Quality information which will be submitted via NDA supplement(s):

1. Addition of the facility responsible for XRPD testing. The filing category will be selected based on 
FDA Guidance (See: Guidance for Industry Changes to an Approved NDA or ANDA).

2. Establish a validated XRPD limit test as part of product release. This information will be 
submitted as Changes Being Effected-30 Supplement.

3. Update drug product release specifications so commercial batches will have XRPD testing to 
confirm polymorphic form as a part of drug product final release testing. This information will be 
submitted as Changes Being Effected-30 Supplement.

Timeline for submission of reports:

Interim Report: 01 June 2017

Final Report: 01 September 2017

Refer to the PMC document in Panorama for additional details.

Reviewer’s Assessment: Acceptable

Addressing the issue on the drug substance polymorphic form control as part of the drug product 
specifications as a PMC is appropriate. 











 No route of administration statement – acceptable for oral tablets
 Net contents
 Names and amounts of all inactive ingredients 
 Lot number 
 Expiration date 
 “Rx only” statement 
 Storage condition statement – the statement is consistent with those in the Package Insert, and is 

supported by the stability data provided in the NDA
 NDC number
 Bar Code 
 “See package insert for dosage instructions” 
 Name of distributor 



Appendix I. Drug Product Specifications 

Table 1. Specifications and Analytical Methods for Delafloxacin Tablets, 450 mg (SDN 43, eCTD 0045, Submission Date 
05/04/2017)

Test Attribute Acceptance Criteria Method
Appearance Modified capsule-shaped tablet in beige to mottled

1
 

beige color with RX3341 debossed on one side.

Visual

Identification (HPLC) 
2 The retention time of the Delafloxacin peak from 

the Sample Solution corresponds to that of the 
Standard Solution in Assay Test.

TRX3341AUI

Identification (UV) 
2 The UV spectrum of the Delafloxacin peak from 

the Sample Solution corresponds to that of the 
Standard Solution.

TRX3341AUI

Assay % of label claim TRX3341AUI
Impurities (HPLC) 

Unspecified Impurities (each)
Total Impurities 3

NMT % 

NMT %

NMT %

TRX3341AUI

Dissolution NLT % (Q) dissolved in 10 minutes. TRX3341D4
Uniformity of Dosage Units 2 Meets USP requirements USP <905> 

Weight 
Variation

Microbial Testing
Total aerobic microbial count 
Total yeasts and molds count 
Escherichia coli

NMT  cfu/g 
NMT cfu/g 
Absence in g

USP <61>,<62>

1. The mottled beige color comes from the active ingredient.
2. Identification and Uniformity of Dosage Units tests are for release testing only. They are not required for stability testing.
3. Sum of all known degradation products and unspecified impurities, excluding , which are 

controlled in the drug substance specifications.

(b) (4)

(b) (4)

(b) 
(4)

(b) (4)

(b) (4)

(b) (4)

(b) 
(4)

(b) (4)

(b) (4)
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Final Recommendation: 

This NDA is recommended for Approval from ONDP perspective.

Primary Labeling Reviewer Name and Date: Danuta Gromek-Woods, Ph.D., 15-May-
2017
Secondary Reviewer Name and Date: Balajee Shanmugam, Ph.D., 15-May-2017 
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