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NDA Executive Summary 
 

1. Application/Product Information  

NDA Number NDA 218718 

Applicant Name Millicent Puerto Rico LLC 

Drug Product Name 
FEMLYV® (norethindrone acetate/ethinyl estradiol 
orally disintegrating tablet) 1 mg/20 mcg 

Dosage Form  Tablet, orally disintegrating 

Proposed Strength(s)  1 mg/20 mcg 

NDA Classification  Type 5 – New Formulation or New Manufacturer 

Route of Administration  Oral 

Maximum Daily Dose 1 mg/20 mcg 

Rx/OTC Dispensed  Rx 

Proposed Indication 
Indicated for use by females of reproductive potential 
to prevent pregnancy. 

Drug Product Description 

Millicent Puerto Rico LLC has submitted this 
505(b)(2) new drug application for FEMLYV® 
(norethindrone acetate/ethinyl estradiol orally 
disintegrating tablet) 1 mg/20 mcg indicated for use 
by females of reproductive potential to prevent 
pregnancy. Contraceptives containing these active 
ingredients have been marketed as brand name 
and/or generic drug products starting in 1968. 
 
FEMLYV® is packaged in blister cards each 
containing 28 orally disintegrating tablets consisting 
of 24 green active round orally disintegrating tablets 
imprinted with “M” on one side and “312” on the other 
side and 4 white inert orally disintegrating tablets 
imprinted with “M” on one side and “313” on the other 
side. The blister cards are packaged in cartons of one 
or 3 pouches with each pouch containing one blister 
card. 
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Each green active orally disintegrating tablet contains 
1mg of norethindrone acetate and 20 mcg of ethinyl 
estradiol as the active ingredients and croscarmellose 
sodium, magnesium stearate, mannitol, 
microcrystalline cellulose, mint green lake blend, 
pregelatinized starch, spearmint flavor, sucralose, 
and vitamin E (DL-alpha-tocopherol) as inactive 
ingredients. 
 
Each white inert orally disintegrating tablet contains 
the following inactive ingredients: Croscarmellose 
sodium, magnesium stearate, mannitol, 
microcrystalline cellulose, pregelatinized starch, 
spearmint flavor, and sucralose. 
 
This drug product should be stored 20°C to 25º C 
(68°F to 77º F); excursions permitted to 15°C to 30º C 
(59°F to 86º F) with currently granted expiration 
dating period of 24 months. 

Co-packaged product 
information 

N/A 

Device information N/A 

Storage Temperature/ 
Conditions 

Store at 20°C to 25º C (68°F to 77º F); excursions 
permitted to 15°C to 30º C (59°F to 86º F) [See USP 
Controlled Room Temperature]. 

Review Team 

Discipline Primary Secondary 

Drug Substance 
Sukhamaya 
Bain, Ph.D. 

Lawrence 
Perez, Ph.D. 

Drug Product/ 
Labeling 

Caroline 
Strasinger, 
Ph.D. 

Hamid Shafiei, 
Ph.D./Julia 
Pinto, Ph.D. 

Manufacturing 
Wei Yang, 
Ph.D. 

Jean Tang, 
Ph.D. 

Biopharmaceutics 
Bryan Ericksen, 
Ph.D.  

Okponanabofa 
Eradiri, Ph.D. 

Microbiology N/A N/A 

Other (specify) 
Categorical 
Exclusion 

Caroline 
Strasinger, 
Ph.D. 

Hamid Shafiei, 
Ph.D. 
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RBPM Stephanie Ngan, MPH 

ATL Hamid Shafiei, Ph.D. 

Consults N/A 

 
2. Final Overall Recommendation  - Approval 

This application is recommended for approval from all OPQ review disciplines, 
and the final agreed labeling and container closure labels that have been 
communicated through the clinical team to the applicant and have been accepted. 
The revised PI labeling as well as container and carton labels that reflect the 
recommended changes will be submitted to this application prior to PDUFA action 
date. Based on the acceptance by the applicant of recommended labeling/labels 
changes, the PI labeling as well as container and carton labels are considered 
adequate. No additional labeling memorandum will be attached to the labeling 
review chapter. 

 
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 assure the identity, strength, purity, and 

quality of the drug substances, norethindrone acetate and ethinyl estradiol 
and the drug product, FEMLYV® (norethindrone acetate/ethinyl estradiol 
orally disintegrating tablet) 1 mg/20 mcg.  

 The Office of Pharmaceutical Manufacturing Assessment (OPMA) has 

made the overall recommendation of adequate 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 

proposed CMC revisions have been accepted. 

 The applicant’s request for categorical exclusion from the preparation of 

environmental assessment has been found adequate and is granted. 

 
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 



 

 Center for Drug Evaluation and Research 

Office of Pharmaceutical Quality 

 
 

OPQ-ALL-TEM-0040  Page 5 of 5    

Revision:00        Effective Date:26 Sep 2023 

   Biopharmaceutics - Adequate 
   Microbiology  - Adequate 

 

 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 

 

 



Hamid
Shafiei

Digitally signed by Hamid Shafiei
Date: 6/12/2024 09:24:27PM
GUID: 507d824300005f344cf8b5e5989f0057

32 Page(s) has been Withheld in Full as b4 (CCI/TS) immediately following this page
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Secondary Assessor Name and Date (and Secondary Summary, as needed): 

Julia Pinto, PhD 
Supervisor 
OPQ/ OPQAII/DPQAVIII 
  

2 Page(s) of Draft Labeling have been Withheld in Full as b4 (CCI/TS) immediately following 
this page
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Julia
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Secondary Assessor Name and Date (and Secondary Summary, as needed): 
Okponanabofa Eradiri, Ph.D. 

  

4 Page(s) has been Withheld in Full as b4 (CCI/TS) immediately following this page
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