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Drug Name: Enalapril maleate 
[14.3% enalapril maleate 
powder for oral solution for 
treatment of  
hypertension] 

NDA/BLA Type: 505(b)2  

 
On initial overview of the NDA/BLA application for filing:  
  

 
 

Content Parameter 
 

Yes
 

No
 

Comment 
1 Is the pharmacology/toxicology section 

organized in accord with current regulations 
and guidelines for format and content in a 
manner to allow substantive review to 
begin?   

X  

 references to the nonclinical 
section of the Vasotec label (the reference 
listed drug) to fulfill the nonclinical 
requirements for the 505(b)(2) NDA. 

 
2 

 
Is the pharmacology/toxicology section 
indexed and paginated in a manner allowing 
substantive review to begin?  X 

  

references to the nonclinical 
section of the Vasotec label (the reference 
listed drug) to fulfill the nonclinical 
requirements for the 505(b)(2) NDA. In 
supplement,  added 6 
literature references pertaining to the use of 
enalapril maleate in juvenile animals.  

3 
 
Is the pharmacology/toxicology section 
legible so that substantive review can 
begin?   

X 
 
 

 
In addition to the Monograph 2010 for 
Vasotec, the pharmacology and toxicology 
review will be limited to 6 “updated” 
literature references using juvenile animals 
to support a pediatric indication.  

4 
 
Are all required (*) and requested IND 
studies (in accord with 505 b1 and b2 
including referenced literature) completed 
and submitted (carcinogenicity, 
mutagenicity, teratogenicity, effects on 
fertility, juvenile studies, acute and repeat 
dose adult animal studies, animal ADME 
studies, safety pharmacology, etc)? 

 
X 

 
 

 
references to the nonclinical 

section of the Vasotec label (the reference 
listed drug) to fulfill the nonclinical 
requirements for the 505(b)(2) NDA. 

 
5 

 
If the formulation to be marketed is 
different from the formulation used in the 
toxicology studies, have studies by the 
appropriate route been conducted with 
appropriate formulations?  (For other than 
the oral route, some studies may be by 
routes different from the clinical route 
intentionally and by desire of the FDA). 

 
 

 
X 

 
The Sponsor is developing a formulation of 

 enalapril maleate powder for oral 
solution for treatment of  
hypertension. The sponsor is submitting   a 
505(b)(2) NDA by referencing Vasotec 
tablets (NDA 018998 held by Biovail Labs, 
International) and the possibility of an 
orphan drug designation. 
All pharmacology and toxicology studies 
referenced to Vasotec and sponsor seeks 
approval based on the Agency’s finding of 
safety and/or effectiveness for Vasotec. 
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If the NDA/BLA is not fileable from the pharmacology/toxicology perspective, state the reasons 
and provide comments to be sent to the Applicant. 
 
 
 
 
 
 
 
 
 
Please identify and list any potential review issues to be forwarded to the Applicant for the 74-
day letter. 
 
 
 
 
 
Muriel Saulnier                                                                                              08-30-2012 
Reviewing Pharmacologist      Date 
 
 
Team Leader/Supervisor      Date 
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