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NDA Executive Summary 
 

1. Application/Product Information  

NDA Number 216395 

Applicant Name CMP Development LLC 

Drug Product Name QUIOFIC (folic acid) oral solution 

Dosage Form  Solution 

Proposed Strength(s) 1 mg/5 mL (0.2 mg/mL) 

NDA Classification  Type 3 - New Dosage Form 

Route of Administration  Oral 

Maximum Daily Dose 1 mg 

Rx/OTC Dispensed  Rx 

Proposed Indication 

For the treatment of megaloblastic anemias due to a 
deficiency of folic acid (as may be seen in tropical or 
nontropical sprue) and in anemias of nutritional origin, 
pregnancy, infancy, or childhood. 

Drug Product Description 

CMP Development submitted this 505(b)(2) new drug 
application for QUIOFIC (folic acid) oral solution, 
0.2 mg/mL.  The drug product is indicated for the 
treatment of megaloblastic anemias due to a 
deficiency of folic acid (as may be seen in tropical or 
non-tropical sprue) and in anemias of nutritional 
origin, pregnancy, infancy, or childhood.  The drug 
product was designed to provide an alternative 
dosage form to Folic Acid Tablets for patients with 
dysphagia (difficulty swallowing).   
 
Folic acid is a B-complex vitamin that acts on 
megaloblastic bone marrow to produce a 
normoblastic marrow.  The folic acid drug substance 
is stable in solid form.  Because QUIOFIC Oral 
Solution is a liquid product  

 
 

 do not impact the manufacturing 
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Review Team 

Discipline Primary Secondary 

Drug Substance 
Mitchell 
McCloskey, 
PhD 

Zhengfu Wang, 
PhD 

Drug Product/ 
Labeling 

Parvin Akther, 
PhD 

Richard 
Matsuoka, PhD 

Manufacturing 
Vladimir 
Dragan, PhD 

Feiyan Jin, PhD 

Biopharmaceutics Not applicable Not applicable 

Microbiology Xia Xu, PhD 
Yan Zheng, 
PhD 

Other (specify)   

RBPM Grafton Adams 

ATL Richard Matsuoka, PhD 

Consults Not applicable 

 
2. Final Overall Recommendation  - Approval 

 
This applicant is recommended for approval from all OPQ review disciplines. 

 
4. Basis for Recommendation:  
 

a. Summary of Rationale for Recommendation: 

 The applicant of this 505(b)(2) new drug application has provided 
sufficient CMC information to ensure the identity, strength, purity, and 
quality of the drug product QUIOFIC (folic acid) oral solution, 
1 mg / 5 mL (0.2 mg/mL). 

 The Office of Pharmaceutical Manufacturing Assessment (OPMA) has 
made the overall manufacturing inspection recommendation of 
“Approve” for the facilities involved in this application. 

 The CMC recommended changes to the labeling have been 
communicated to the applicant through the Clinical Review Team, and 
the recommended CMC revisions have been accepted. 

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

 
b. Is the overall recommendation in agreement with the individual 
discipline recommendations?    Yes 
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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: 

 
Comparability Protocols (PACMP):  No 
Comments: 

 
 Additional Lifecycle Comments: None 

 
 

 
Application Technical Lead Name and Date: 
 
Richard Matsuoka, Ph.D. 
Senior Pharmaceutical Quality Assessor 
DPQA II / OPQA I / OPQ 
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1.2.3 Section 11 (DESCRIPTION)14  

A copy of the PI submitted in original NDA (top picture from Amendment 4) and revised PI 
(bottom picture from Amendment 14) are reproduced below. 

                                                      
14 See § 201.57(c)(12); Labeling Review Tool (March 2022, page 56) 
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3.2 Carton Labeling: There is no carton. 
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