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Disclaimer 
 
Except as specifically identified, all data and information discussed below and 
necessary for approval of NDA 214869 are owned by Riverside Pharmaceuticals Corp. 
or are data for which Riverside Pharmaceuticals Corp. has obtained a written right of 
reference. Any information or data necessary for approval of NDA 214869 that 
Riverside Pharmaceuticals Corp. does not own or have a written right to reference 
constitutes one of the following: (1) published literature, or (2) a prior FDA finding of 
safety or effectiveness for a listed drug, as described in the drug’s approved labeling.  
Any data or information described or referenced below from a previously approved 
application that Riverside Pharmaceuticals Corp.does not own (or from FDA reviews or 
summaries of a previously approved application) are for descriptive purposes only and 
are not relied upon for approval of NDA 214869. 
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1 Executive Summary 

1.1 Introduction             

This new drug application is for Dhivy, a  tablet containing immediate release (IR) 

carbidopa (25 mg) and IR levodopa (100 mg) submitted under Section 505(b)(2) of the 
Federal Food, Drug and Cosmetic Act. The intended indication is Parkinson’s disease 
patients . The application relies on the 
Agency’s previous findings of safety and effectiveness of Sinemet® CD/LD tablets at 25 
mg/100 mg (NDA 17555 approved May 02, 1975). 
 
Clinical development was conducted under IND 135441.  

1.1.3 Labeling 

There are no new findings regarding Levodopa or Carbidopa that would impact labeling.  

1.2     Brief Discussion of Nonclinical Findings 

No nonclinical studies were conducted in support of this marketing application.   

1.3      Recommendation 

This New Drug Application is approvable from a nonclinical perspective.  

2 Drug Information 

2.1 Drug 

Generic Name: Carbidopa + Levodopa  
Chemical Name:  

CD- (S)- -hydrazino-3,4-dihydroxy- -methylbenzenepropionic acid  
LD- monohydrate and ( )-(3,4-dihydroxyphenyl)-L-alanine  

Molecular Formula/Molecular Weight:  
CD- C10H14N2O4.H2O MW: 244.25  
LD- C9H11NO4 MW: 197.19  

Structures: (from Sponsor) 
 
 
 
 
 
 

Reference ID: 4885202

(b) (4)

(b) (4)



NDA 214869  LuAnn McKinney, DVM, DACVP 
 

4 

CD 

 
LD  

 
Pharmacologic Class:  

CD- aromatic amino acid decarboxlyase inhibitor  
LD- aromatic amino acid 

2.2 Relevant INDs, NDAs, and DMFs 

IND 135441  
Listed drug: NDA 017555, (Sinemet®) approved on May 02, 1975 
DMF  
DMF  

2.3 Clinical Formulation 

The drug product is a scored  tablet containing immediate release (IR) carbidopa 
(25 mg) and IR levodopa (100 mg) that can be split into four segments containing equal 
amounts of carbidopa (6.25 mg) and levodopa (25 mg).  
 
Sponsor’s table: 
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2.4 Proposed Clinical Population and Dosing Regimen 

The intended clinical population is Parkinson’s disease patients  
 The proposed maximum recommended daily dose of 

Dhivy® is 8 tablets (  mg CD/800 mg LD).  
 
According to labeling for Sinemet®, the recommended initial daily oral dose in patients 
that are naïve to levodopa therapy is 25/100 mg TID for a daily total dose of 75/300 mg 
CD/LD and may be increased to a daily total of 200/800 mg CD/LD. If patients have 
been on therapeutic levels of levodopa, daily doses may be increased to 100/1000 mg 
CD/LD. 

2.5 Regulatory Background 

IND 135441 was submitted on 06/07/2019 
NDA 214869 was submitted on 10/14/2020 

3 Studies Submitted 

3.1  
No nonclinical studies were submitted. 

3.2      Previous Reviews Referenced 

Nonclinical review of IND 135441, LuAnn McKinney, DVM, DACVP. July 26, 2019. 

4.  Integrated Summary and Safety Evaluation 

This new drug application for Dhivy, is a 505 (b)(2) application and relies on the 
Agency’s previous findings of safety and efficacy of the Sinemet® (NDA 17555 
approved May 22, 1975).  The intended indication is for Parkinson’s disease patients 

  Dhivy® has been established 
as clinically bioequivalent to the listed drug and, therefore, no nonclinical testing is 
necessary. 
   
At the maximum recommended human dose, all excipients are within acceptable limits, 
based on the FDA’s Inactive Ingredient Database. 

Conclusion 

From a nonclinical perspective, this marketing application is approvable. 
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