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NDA Executive Summary 
 

1. Application/Product Information  

NDA Number 220152 

Applicant Name Vanda Pharmaceuticals, Inc. 

Drug Product Name Trade Name (tradipitant) Capsules, 85 mg 

Dosage Form  Capsule 

Proposed Strength(s)  85 mg 

NDA Classification  Type 1 - NME 

Route of Administration  Oral 

Maximum Daily Dose 170 mg 

Rx/OTC Dispensed  Rx 

Proposed Indication 
The prevention of vomiting induced by motion in 
adults 

Drug Product Description 

Vanda Pharmaceuticals, Inc. has submitted this 
505(b)(1) new drug application for Trade Name 
(tradipitant) Capsules, 85 mg for the prevention of 
vomiting induced by motion in adults. 
 
The drug substance, tradipitant is a selective 
neurokinin-1 (NK-1) receptor antagonist. It has not 
been previously approved or marketed in the United 
States. Therefore, tradipitant is classified as a New 
Molecular Entity (NME). 
 
Hard gelatin capsules with a white opaque body and 
black opaque cap. The capsules are imprinted with 
"VANDA 85mg" in white lettering on the cap. Each 
capsule contains 85 mg of tradipitant as the active 
ingredient and croscarmellose sodium, magnesium 
stearate, microcrystalline cellulose, povidone, sodium 
lauryl sulfate, and  lactose monohydrate 
as inactive ingredients. All inactive ingredients used 
in this drug product formulation are either compendial 
materials or materials that comply with applicable 
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Code of Federal Regulations (CFR) requirements. 
The levels of all inactive ingredients are at or below 
the maximum limits specified in the Agency's Inactive 
Ingredient Database (IID) for oral drug products. The 
capsule shells are composed of gelatin, titanium 
dioxide, FD4C Blue, FD&C Red, FD&C Yellow, and 
white ink.  
 
[TRADENAME] (tradipitant) capsules are packaged 
as 36-count capsules in 60 cc HDPE bottle with 
induction sealed child-resistant caps and a 2-g silica 
gel desiccant. 
 
This drug product should be stored at  25°C 

 77°F); excursions permitted between 15°C to 
30°C (59°F to 86°F) [see USP Controlled Room 
Temperature]. Based on the stability data provided in 
this application an expiration dating period of 48 
months is granted to this drug product. 

Co-packaged product 
information 

N/A 

Device information N/A 

Storage Temperature/ 
Conditions 

Store at  25°C (  77°F); excursions 
permitted between 15°C to 30°C (59°F to 86°F) [see 
USP Controlled Room Temperature]. 

Review Team 

Discipline Primary Secondary 

Drug Substance 
Friedrich 
Burnett, PhD 

Lawrence 
Perez, PhD 

Drug Product/ 
Labeling 

Zhengfang Ge, 
PhD 

Hamid Shafiei, 
PhD/Julia Pinto, 
PhD 

Manufacturing 
Amit Kokate, 
PhD 

Vaikunth 
Prabhu, PhD 

Biopharmaceutics 
Leah Falade, 
PhD 

Tapash Ghosh, 
PhD 

Microbiology N/A N/A 

Other (specify): 
 
Categorical 
Exclusion 

Zhengfang Ge, 
PhD 

Hamid Shafiei, 
PhD 
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RBPM Megan Nguyen  

ATL Hamid Shafiei, PhD 

Consults N/A 

 
2. Final Overall Recommendation  - Recommended for Approval 
The Chemistry, Manufacturing, and Controls (CMC) information provided in this 
application has been deemed adequate across all Office of Pharmaceutical Quality 
(OPQ) review disciplines. Several OPQ-recommended PI labeling as well as 
container and carton labels changes/revisions have been communicated to the 
applicant through the Gastroenterology Clinical Division. The Applicant has accepted 
the OPQ-recommended changes/revisions, and the proposed changes/revisions will 
be implemented in the final PI labeling as well as container and carton labels when 
the final labeling and labels are submitted to the application. Therefore, this 
application is recommended for approval, and no additional labeling addendum will 
be needed. 
 
4. Basis for Recommendation: 
 

a. Summary of Rationale for Recommendation: 

 The Applicant of this 505(b)(1) new drug application has provided 
sufficient CMC information to assure the identity, strength, purity, and 
quality of the drug substance, tradipitant and the drug product, 
[TRADENAME] (tradipitant) Capsules, 85 mg. 

 The Office of Pharmaceutical Manufacturing Assessment (OPMA) has 
made the overall recommendation of adequate for the facilities 
involved in this application.  

 The OPQ-recommended labeling/labels revisions/changes have been 
satisfactorily addressed.  

 The applicant’s request for categorical exclusion from the preparation 
of environmental assessment has been found valid and therefore, 
applicant’s request for the categorical exclusion is granted. 

 
Therefore, this applicant is recommended for approval from the OPQ perspective 
with expiration dating period of 48 months. 
 

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 
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   Manufacturing  - Adequate 
   Biopharmaceutics - Adequate 
   Microbiology  - N/A 

 

 Environmental Assessment:    Categorical Exclusion - Adequate 

 QPA for EA(s):     Yes 
 

5.  Life-Cycle Considerations 
Established Conditions per ICH Q12:  No 
Comments: 

 
Comparability Protocols (PACMP):  No 
Comments: 

 
 Additional Lifecycle Comments: None 

 
 

 
Application Technical Lead Name and Date: 
 
Hamid Shafiei, Ph.D. 
Senior Pharmaceutical Quality Assessor 
DPQA VII/OPQA II/OPQ 
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