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SD-02, Response to IR 5/28/2021 Microbiology 

SD-03, Response to IR 6/3/2021 Drug product, Manufacturing 

SD-04, Response to IR 6/28/2021 Drug product, Biopharmaceutics 

SD-05, Response to IR 7/26/2021 Drug product 
SD-06, Container Carton 
Labeling and Response to 
IR 

8/25/2021 Drug product 

SD-07, Response to IR 10/5/2021 Biopharmaceutics, Manufacturing 

SD-08, Response to IR 11/4/2021 Drug product 
SD-09, Container Carton 
Labeling 11/23/2021 Biopharmaceutics, Drug product 

SD-10, Response to IR 12/6/2021 Drug product, Biopharmaceutics 

SD-11, Response to IR 12/17/2021 Drug product 
SD-12, Container Carton 
Labeling 12/21/2021 Drug product 
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referenced to DMF  and determined to be adequate as per the last review 
dated 02-FEB-2021 by F. Sequeira. 

The Applicant has provided the following information in the NDA for ease of review: 
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Information in the DMF supports a retest period of -months while being stored 

Drug Product:  Adequate 

Baclofen Oral Suspension, 5 mg/mL, is an orange to yellow suspension that will be 
marketed in HDPE bottles containing 120 mL or 300 mL of the suspension, 
packaged in HDPE bottles.  Inactive ingredients include compendial excipients 
commonly used in the formulation of oral suspension, color additives that meet 
appropriate regulatory (21 CFR) requirements, and artificial grape flavor.  
Compendial excipients and color additives are qualified base on prior use at similar 
or higher levels in FDA-approved oral products.  Artificial grape flavor is acceptable 
based on information the manufacturer’s DMF   Although the drug product is 
formulated as a suspension, % of the drug substance is fully dissolved 
solubilized and only % of the drug is remains as a suspended solid.   

The proposed specification is adequate to assure the identity, strength, quality, 
purity, or potency of the product through the proposed shelf-life.  Acceptance criteria 
for specified, unspecified, and total impurities are consistent with the USP 
monograph for baclofen tablets and the applicant has justified omission of testing for 
elemental impurities.  Non-compendial analytical methods are adequately validated 
and provided batch data show that the applicant can manufacture the drug product 
in consistent quality. 

The primary container closures systems meet applicable regulatory and USP 
requirements.  Suitability of container closures to ensure product quality is supported 
by extractable/leachable studies and available stability data.  Based on the 
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available data, the proposed shelf-life of 24 months, when stored at controlled 
room temperature of 20°C to 25°C (68°F to 77° F), is acceptable. 

Labeling:   Adequate 

The proposed labeling is acceptable from a product quality perspective. 

Manufacturing:  Adequate 

The manufacturing process baclofen oral suspension involves  

 
 

 

 

The applicant proposes to perform scale-up from exhibit/clinical/PK batches.  
Risk is low .  The process 
used to manufacture the clinical and registration batches (  kg) is essentially 
equivalent to the proposed  kg commercial manufacturing process and will be 
confirmed during process validation.  All exhibit batches were made on similar 
equipment (i.e., same design and operating principles) to that proposed for the 
commercial scale manufacture and at the same facility.  

All facilities proposed for manufacture and testing of baclofen drug substance and 
baclofen oral suspension were evaluated and deemed acceptable based on 
compliance history and/or recent 704(a)(4) assessment.  The final facility 
recommendation (OMIR) is acceptable.  Facility status should be verified prior to 
final action. 

Biopharmaceutics: Adequate  

The Biopharmaceutics review evaluated the proposed dissolution method and 
acceptance criterion.  The applicant’s originally proposed dissolution method 

 

were not justified.  
 

  The applicant’s originally proposed dissolution 
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Environmental:  Adequate  

The applicant provided claim for categorical exclusion from environmental 
assessment under 21 CFR 25.31(b).  The expected introduction concentration of the 
active moiety into the aquatic environment resulting from approval of this product will 
not exceed 1 ppb. 
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D. List of Deficiencies for Complete Response 
 

Not applicable. 

 

 
 
Application Technical Lead Name and Date: 

Martha R. Heimann, Ph.D. 
Senior Product Quality Assessor for Neurology Products 
Office of New Drug Products 

1/13/2022 
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section of the PI (e.g., 
Section 11). 

For radioactive products, 
include radiation dosimetry 
for the patient and 
healthcare practitioner(s) 
who administer the drug 

N/A  

For hazardous products, 
include the statement 
“DRUG X is a hazardous 
drug. Follow applicable 
special handling and 
disposal procedures.x” with 
x numerical citation to 
“OSHA Hazardous Drugs”. 

N/A  
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Primary Labeling Assessor: Mariappan V. Chelliah 

Secondary Assessor Name: Julia Pinto 
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