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DPA-TR17-112 

METHOD VERIFICATION 
REPORT SUMMARY 

 
 
Date:  May 18, 2017 
 
To:  Andrei Ponta, Drug Product Reviewer  
 Grafton Adams, RBPM  
 
Through:  Jason Rodriguez, Ph.D., Acting Lab Chief, Branch I, CDER/OPQ/OTR/DPA 
 
From:  Cindy Diem Ngo, Chemist, CDER/OPQ/OTR/DPA 

Laura C. Pogue, Ph.D., Method Verification Coordinator, 
CDER/OPQ/OTR/DPA    

 
Subject: Method Verification for NDA 204325:  Amphetamine ER Oral Suspension 

1.25 mg/mL 
 
 
The following methods were evaluated and are acceptable for quality control and 
regulatory purposes: 
 

1. TM-052: Assay and Uniformity of Dosage Units-Amphetamine Extended Release Oral 
Suspension 

2. Additional observations and analysis per reviewer suggestions 
 
The Division of Pharmaceutical Analysis (DPA) has the following comments pertaining 
to the methods: 
 
1. All method analyses passed specifications.  Additional studies and observations to 

investigate the precipitation or separation of particulates did not result in any significant 
concerns.  As expected, the use of a dosing cup with viscous suspensions will lead to the 
remainder of drug product on the walls of a dosing cup (values reported below).  The use 
of a syringe could minimize this effect as suggested by DPA analysis. 
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suspension 

Physical 
stability 

M Acceptable 

Dosing 
accuracy 

H Data were 
provided to 
demonstrate 
that typical 
dosing devices 
can reliably 
deliver typical 
doses. Data 
were provided 
to support the 
in-use periods.  

Study by OTR 
in St Louis 
found product 
could be dosed 
accurately.   

Acceptable  

Palatability M Did not appear 
to be an issue 
during clinical 
studies.  

Acceptable  

(b) (4)

(b) (4)(b) (4)



Microbial Limits L Found to be 
acceptable by 
the micro 
review team. 

Acceptable  

Leachables M Data on articles 
tested found 
no issues with 
leachables. 

Acceptable  

Dissolution for 
Suspension 
only 

M Acceptable  

(b) (4)

(b) (4)



method 

Alcohol dose 
dumping 

H Dose dumping 
found at 
highest in vitro 
alcohol levels 
(40%). 

Acceptable 

 

(b) (4)

(b) (4)
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