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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

Food and Drug Administration 
Silver Spring  MD  20993

NDA 022063
PROPRIETARY NAME REQUEST 
CONDITIONALLY ACCEPTABLE 

Shire Development LLC
300 Shire Way
Lexington, MA 02421-2101

ATTENTION: Peggy Sung, M.A., RAC
Manager, Global Regulatory Affairs

Dear Ms. Sung:

Please refer to your New Drug Application (NDA) dated and received December 20, 2016, 
submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for SHP465 (Mixed 
Salts of a Single-Entity Amphetamine) Extended-Release Capsules 12.5mg, 25mg, 37.5mg and 
50mg.

We also refer to your correspondence dated and received January 17, 2017, requesting review of 
your proposed proprietary name, Mydayis.  

We have completed our review of the proposed proprietary name, Mydayis and have concluded 
that it is conditionally acceptable. 

If any of the proposed product characteristics as stated in your January 17, 2017 submission are 
altered prior to approval of the marketing application, the proprietary name should be 
resubmitted for review. Additionally, if your application receives a complete response, a new 
request for name review for your proposed name should be submitted when you respond to the 
application deficiencies.

If you require information on submitting requests for proprietary name review or PDUFA 
performance goals associated with proprietary name reviews, we refer you to the following:

 Guidance for Industry Contents of a Complete Submission for the Evaluation of 
Proprietary Names 
(http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guid
ances/UCM075068.pdf) 

 PDUFA Reauthorization Performance Goals and Procedures Fiscal Years 2013 through 
2017, 
(http://www.fda.gov/downloads/ForIndustry/UserFees/PrescriptionDrugUserFee/UCM27
0412.pdf)

If you have any questions regarding the contents of this letter or any other aspects of the 
proprietary name review process, contact Alycia Anderson, Safety Regulatory Project Manager 
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in the Office of Surveillance and Epidemiology, at (240) 402-4270.  For any other information 
regarding this application, contact Latrice Wilson, Regulatory Project Manager in the Office of 
New Drugs, at (240) 402-5317.  

Sincerely,

{See appended electronic signature page}

Todd Bridges, RPh
Director
Division of Medication Error Prevention and Analysis
Office of Medication Error Prevention and Risk Management
Office of Surveillance and Epidemiology
Center for Drug Evaluation and Research
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  

 

 
 
 

 

 Food and Drug Administration 

Silver Spring  MD  20993 
 

 

 

NDA 022063 

ACKNOWLEDGE –  

CLASS 2 RESUBMISSION 

 

Shire Development LLC 

Attention: Peggy Sung 

Manager, Global Regulatory Affairs 

300 Shire Way 

Lexington, MA 02421 

 

Dear Ms. Sung: 

 

We acknowledge receipt on December 20, 2016, of your December 20, 2016, resubmission to 

your new drug application submitted under section 505(b) of the Federal Food, Drug, and 

Cosmetic Act for Mydayis® (Mixed Salts of a Single-Entity Amphetamine) extended release 

capsules in 12.5mg, 25mg, 37.5mg, 50mg. 

 

We consider this a complete, class 2 response to our May 18, 2007 action letter.  Therefore, the 

user fee goal date is June 20, 2017. 

 

If you have any questions, contact me at latrice.wilson@fda.hhs.gov or 240-402-5317. 

 

Sincerely, 

 

{See appended electronic signature page} 

 

Latrice Wilson, PharmD 

Regulatory Project Manager 

Division of Psychiatry Products  

Office of Drug Evaluation I  

Center for Drug Evaluation and Research 
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