
April 13,2004 Susan D. Brienza 
(303) 894-6146 
sbrienza@pattonboggs.com 

Via Federal Exmess and 
Via Facsimile: 301-436-2636 

Vickey Lutwak and Tanya Jackson 
Office of Nutritional Products, Labeling & Dietary Supplements 
Food and Drug Administration 
Center for Food Safety and Applied Nutrition 
5 100 Paint Branch Parkway 
College Park, MD 20740-3835 

Re: Clarification for ND1 Notification for Phyto-derived Ceramides 

Dear Ms. Lutwak and Ms. Jackson: 

Thank you for your telephone call of today. Per your request, this letter provides a 
clarification for our recently-filed ND1 Notification for Phyto-derived Ceramides. It is implied 
but not directly stated in this Notification that the dosage form for the proposed Ceramide 
supplement is an oil (liquid) to be delivered in a soft gel. 

I understand from our telephone conversation that this clarification does not re-set or 
delay the 7.5day clock for this Notification. If you should have any further questions about this 
Notification submission, please contact me at 303-894-6146, or at sbrienza@pattonboggs.com. 
Thank you in advance. 

Sincerely, 

Susan D. Brienza 

SDB:dmh 


