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RECOMMENDATIONS 
 
The reviewer recommends approval of Fluorescein sodium & benoxinate HCl (0.25%/0.4%) 
ophthalmic solution. 
 
The reviewer’s proposed label changes in Appendix 1 should be forwarded to the sponsor. 
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Appendix 1. Proposed Labeling with Revisions 
 
The following proposed labeling has been marked with revisions made by the Clinical 
Pharmacology Reviewer. 
 
(Underline = Clin Pharm reviewer’s addition) 
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study reports, analysis datasets, source code, input 
files and key analysis output, or justification for 
not conducting studies, as agreed to at the pre-
NDA or pre-BLA meeting?  If the answer is ‘No’, 
has the sponsor submitted a justification that was 
previously agreed to before the NDA submission?

Criteria for Assessing Quality of an NDA (Preliminary Assessment of Quality) Checklist
Data 
1. Are the data sets, as requested during pre-
submission discussions, submitted in the 
appropriate format (e.g., CDISC)? 

☐Yes ☐No N/A

2. If applicable, are the pharmacogenomic data 
sets submitted in the appropriate format? ☐Yes ☐No N/A

Studies and Analysis 
3. Is the appropriate pharmacokinetic information 
submitted? ☐Yes ☐No N/A

4. Has the applicant made an appropriate attempt 
to determine reasonable dose individualization 
strategies for this product (i.e., appropriately 
designed and analyzed dose-ranging or pivotal 
studies)?

☐Yes ☐No N/A

5. Are the appropriate exposure-response (for 
desired and undesired effects) analyses conducted 
and submitted as described in the Exposure-
Response guidance?

☐Yes ☐No N/A

6. Is there an adequate attempt by the applicant to 
use exposure-response relationships in order to 
assess the need for dose adjustments for 
intrinsic/extrinsic factors that might affect the 
pharmacokinetic or pharmacodynamics?

☐Yes ☐No N/A

7. Are the pediatric exclusivity studies adequately 
designed to demonstrate effectiveness, if the drug 
is indeed effective?

☐Yes ☐No N/A

General 
8. Are the clinical pharmacology and 
biopharmaceutics studies of appropriate design 
and breadth of investigation to meet basic 
requirements for approvability of this product?

☐Yes ☐No N/A

9. Was the translation (of study reports or other 
study information) from another language needed 
and provided in this submission?

☐Yes ☐No N/A

Filing Memo
The current submission is a literature-based 505(b)(2) application. The applicant has not conducted any 
additional clinical studies to support the NDA. 

The sponsor did not request the waiver of evidence of in vivo bioavailability or bioequivalence.  However, 
evidence of BA/BE will not be needed for this ophthalmic product applied topically as drops onto the eye for 
diagnostic/anesthetic purposes only. In accordance with the 21 CFR§320.22(e), the reviewer grants the waiver 
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of evidence of in vivo bioavailability or bioequivalence to this NDA. 
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