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Maximum daily dose is 60 mg. 

 
Drug substance: 

 

 

Manufacturing process. The applicant states that the  starting materials,  

 are commercially available and includes the names of 

the suppliers in the NDA. The reviewer will determine whether these compounds are acceptable as 

starting materials based on all available information in the NDA, especially information on processes that 

can remove/reduce carry-over impurities from these compounds to the final drug substance. It is not clear 

whether these compounds are the same as proposed at the Pre-NDA meeting because the code 

numbers/names of the compounds are not the same, and there is no CMC review of the Pre-NDA meeting 
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(b) (4) (b) (4)
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74-day comment to the applicant: You have not provided adequate information to show whether the 

 would affect the product safety or efficacy. Propose 

and justify acceptance criteria for  in the drug substance specification. In 

addition, justify  in the product stability specification given that the limited 

data in the NDA show  during the drug product manufacture. 

The particle size distribution was found to affect dissolution rates and absorption in a dog PK study  

. The reviewer 

will confirm that the proposed acceptance criteria for particle size distribution are appropriate for the 

commercial product based on the data of the clinical batches. 

Structural characterization. The structure of lomitapide was analyzed by elemental analysis, FT-IR, 1H 

and 13C NMR. 

Specification. The drug substance specification is copied here. 
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(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)







ONDQA Initial Quality Assessment (IQA) and Filing Review  
NDA 203858 (lomitapide) 

 

Page 10 of 24 

 

 

Stability. As previously agreed by FDA on 05-APR-2011, the NDA includes long-term stability data (49-

month) for only one batch of drug substance, batch 1713-1713-07-001, and very limited data (3-month 

and 1-month) for two additional batches. The applicant found  and a 

 degradant in the data of batch 1713-1713-07-001 (see copied table on the next page) but 

attributed this increase to inadequate packaging of the stability sample itself. The applicant claims that the 

actual packaging of the bulk drug substance is better at  However, there is no 

information to support the claim. The bulk drug substance is stored in  

 The stability sample is stored in  

. The stability sample packaging  

 

 

 and since the NDA includes very limited 
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