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9. Pediatrics
This application relies on the findings of safety and efficacy of Adderall XR, a product approved 
for the treatment of ADHD in patients ages 6 years and older; the applicant is seeking the same 
indication and age range for Adzenys XR-ODT. The applicant requested a waiver for studies in 
patients younger than years; however, because the Division has begun requiring studies in 
children ages 4 to < 6 years old for all newly approved products indicated for the treatment of 
ADHD, a waiver for studies in children ages 0 to < 4 years old and a deferral for studies in 
children ages 4 to < 6 years old were granted. 

10. Other Relevant Regulatory Issues 
Shire and Neos have entered into a licensing agreement that will allow Neos to market this 
product immediately on approval even though Shire holds patents for Adderall XR that expire as 
late as April 21, 2019.

The Center for Drug Evaluation and Research (CDER) Exclusivity Board reviewed this 
application to determine whether the 3-Year exclusivity for Dyanavel XR (amphetamine 
extended-release oral suspension, NDA 208,147) blocks the approval of Adzenys XR-ODT. 
Noting that FDA interprets the scope of exclusivity to be related to the scope of the underlying 
new clinical investigations that were essential to the approval, the Board concluded that 
Dyanavel XR’s exclusivity should not block approval of Adzenys XR-ODT.

11. Labeling 
The applicant references the approved labeling for Adderall XR capsules, using other recently 
approved amphetamine products as references for format only. A detailed review of our labeling 
recommendations is presented in Kavneet Kohli-Chhabra, M.D.’s clinical review. Overarching 
issues that affect multiple sections of the label are described below.

•  The applicant initially proposed labeling listing  

 Dosage strengths for 
amphetamine XR-ODT will be expressed in terms of amphetamine base throughout the 
label. 

•

 The final negotiated 
label contains a reference to Adderall XR in section 2.5 Switching from Other 
Amphetamine Products. The section includes a table describing how to switch directly 
from Adderall XR to this product. It then lists both the non-proprietary name and the 
commonly used name, after which the abbreviation “MAS ER” is introduced. Thereafter, 
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in any section where it is necessary to refer to Adderall XR, the phrase “mixed salts of a 
single-entity amphetamine product extended-release capsules” will be used for the first 
reference, then “MAS ER” will be used for any additional references in the section. 

12. Postmarketing Requirements
The following post-marketing studies in pediatric patients ages 4 to < 6 years of age will be 
required under the Pediatric Research Equity Act (PREA):

• A pharmacokinetic study of amphetamine XR-ODT 
• A randomized, double-blind, placebo-controlled efficacy and safety study 
• A one year open-label safety study

13. Recommendation/Benefit-Risk Assessment
In Study NT0202.1005, bioequivalence was demonstrated  between Adzenys XR-ODT and the 
listed drug, Adderall XR. No new safety signals were identified in the development program that 
would alter the overall benefit-risk assessment for Adzenys XR-ODT as compared to the 
approved product. This application is approvable and should be approved by the PDUFA date.
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