
HEALTH PRODUCTS 

June 5,2003 

Off ice of Special Nutritionals (HFS-450) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
200 “C” Street SW 
Washington, DC 20204 

Section 403(r)(6) Notification 

Dear Sir or Madam: 

In accordance with the requirement of section 403(r)(6) of the Federal Food, Drug and 
Cosmetic Act, Leiner Health Products notifies the FDA that it has begun using the 
following phrase and statement: 

Promotes Colon Health 

Calcium can help promote colon health and strong healthy bones! 
Recent clinical research supports the use of dietary calcium to help 
maintain a healthy colon lining.* Clinical studies have used a 1200 
mg elemental calcium dosage in the form of calcium carbonate. It is 
important to eat whole grain foods, fruits, and vegetables, all of 
which are excellent sources of dietary fiber. Daily exercise and 
consumption of at least eight 8-ounce glasses of water help promote 
regularity. 

on the following product: 

YourLife@ Calcium Colon Health 

Very truly yours, 

Leiner Health Products 

William Cochran, Manager of Regulatory Affairs 


