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PHARMACOLOGY/TOXICOLOGY NDA/BLA REVIEW AND EVALUATION 
 

Application number: 214522 

Supporting document/s: 0000 and 0009 

Applicant’s letter date: 04/23/2020 and 10/27/2020 

CDER stamp date: 04/23/2020 and 10/27/2020 

Product: Tadliq (tadalafil oral suspension) 

Indication: Pulmonary Arterial Hypertension 

Applicant: CMP Development LLC (CMP) 

Clinical Review Division: Division of Cardiology and Nephrology  

Pharm/Tox Division: Division of Pharmacology and Toxicology/ Office 

of Cardiology, Hematology, Endocrinology, 

Nephrology 

Reviewer: Xi Yang, PhD, DABT 

Supervisor/Team Leader: Jean Wu, MD, PhD 

Clinical Division Director: Norman Stockbridge, MD, PhD 

Project Manager: Christine (Tina) Sadr, MS 

Disclaimer 
 
Except as specifically identified, all data and information discussed below and 
necessary for approval of NDA 214522 are owned by CMP or are data for which CMP 
has obtained a written right of reference. 
Any information or data necessary for approval of NDA 214522 that CMP 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 
reflected in the drug’s approved labeling.  Any data or information described or 
referenced below from reviews or publicly available summaries of a previously approved 
application is for descriptive purposes only and is not relied upon for approval of NDA 
214522. 
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None 
 
1.3.3 Labeling 
In the sections relevant to nonclinical information, the sponsor proposed labeling is 
consistent with the current FDA-approved Adcirca® (NDA 022332) Prescribing 
Information (Revised: 09/2020) which is compliant with the Pregnancy and Lactation 
Labeling Rule (PLLR). This reviewer does not recommend any additional labeling 
changes. 
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