








 
 

DEPARTMENT OF HEALTH & HUMAN SERVICES 

 
 
 
Public Health Service 

  Food and Drug Administration 
Rockville, MD  20857 

 

 

  
NDA 21-615 
 
Johnson & Johnson Pharmaceutical Research and Development, LLC 
Attention: Susan Merchant 
1125 Trenton Harbourton Road 
P.O. Box 200 
Titusville, NJ  08560-0200 
 
Dear Ms. Merchant: 
 
Please refer to your new drug application (NDA) dated February 24, 2003, received February 25, 2003, 
submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for galantamine 
hydrobromide extended release capsules, 8, 16, and 24 mg.    
 
On December 22, 2004, FDA issued a letter stating that the NDA was approved.  By today's letter the 
approval date for NDA 21-615 is revised to April 1, 2005.  The reasons for this action are described 
below. 
 
In a November 11, 2005 letter to Russell Katz, MD, Director, Division of Neurology Products, you 
requested that FDA revise the approval date for this NDA from December 22, 2004, to April 1, 2005.  
This request was based upon the fact that it was not until the later date that FDA and Johnson and 
Johnson (J&J) agreed upon the new trade name (Razadyne) for the product.  As your letter noted, FDA's 
December 22, 2004 action letter stated that, because of medication errors associated with the use of the 
trade name Reminyl for the approved galantamine hydrobromide immediate release product, J & J would 
not market the extended release product until a new trade name had been reviewed and approved by FDA.  
 
We have reviewed your letter and the NDA record, and concluded that the action letter of December 22, 
2004, should be considered an approvable letter as described in 21 CFR 314.110.  In light of the concerns 
about medication errors expressed in that letter, it is reasonable to conclude that Razadyne ER was not 
approved until April 1, 2005, when the Agency completed its review of the proposed new trade name, 
found it acceptable, and conveyed this information to J&J. 
 
In light of this determination, we will be amending our records to identify April 1, 2005, as the approval 
date for NDA 21-615.  In addition, the Orange Book will be changed to reflect this approval date.    
 
If you have any questions, call Melina Griffis, R.Ph., Regulatory Project Manager, at 301-796-1078. 

 
 Sincerely, 
  
 {See appended electronic signature page} 
 

Robert Temple, M.D. 
Director 
Office of Drug Evaluation I 
Center for Drug Evaluation and Research 
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