
DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
College Park, MD 20740 

Mr. Harry August Shippy 
President 
Nutritional Specialties, Inc. 
1456 E. Katella Avenue 
Anaheim, California 92805 

Dear Mr. Shippy: 

This is in response to your letter of June 5,2003 to the Food and Drug Administration 
(FDA) pursuant to 21 U.S.C. 343(r)(6) (section 403(r)(6) of the Federal Food, Drug, and 
Cosmetic Act (the Act)). Your submission states that Nutritional Specialties, Inc. is 
making the following claims for the product Brite EyesTM With Lutein@ Eye Health 
Formula: 

“Results of the 10 year age related eye disease study (AREDS)...” 
“...may reduce increase in age related lens problems. 
“. . .help to improve vision clarity.. .” 

21 U.S.C. 343(r)(6) makes clear that a statement included in labeling under the authority 
of that section may not claim to diagnose, mitigate, treat, cure, or prevent a specific 
disease or class of diseases. The statements that you are making for this product suggest 
that it is intended to treat, prevent, or mitigate disease, namely, macular degeneration. 
These claims do not meet the requirements of 21 U.S.C. 343(r)(6). These claims suggest 
that this product is intended for use as a drug within fhe meaning of21 U.S.C. 
32 1 (g)(l)(B), and that it is subject to regulation under the drug provisions of the Act. If 
you intend to make claims of this nature, you should contact FDA’s Center for Drug 
Evaluation and Research (CDER), Office of Compliance, HFD-3 lo,7520 Standish Place, 
Rockville, Maryland 20855. 
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Please contact us if we may be of further assistance. 

Sincerely yours, 

Susan J. Walker, M.D. 
Acting Director 
Division of Dietary Supplement Programs 
Office of Nutritional Products, Labeling 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 

Copies: 
FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-300 
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of 
Enforcement, HFC-200 
FDA, Los Angeles District Office, Office of Compliance, HFR-PA240 



Office of Special Nutritionals (HFS-450) 
Center for Food Safety’and Applied Nutrition 
Food and Drug Administration 
200 c St., S.W. 
Washington, DC 20204 

RE: Dietary Supplement Statement of Support Notification 

To: Whom It May Concern:“‘. ’ 
,I :, 

Nutritional Specialties, Inc., 1456 E. Katella Ave. Anaheim, CA 
: 

92805, the distributor of the following dietary supplement products, . I 
intends to make the following statement of support: “Results of the 10 vear age 
related eve disease studv (AREDS); were nub&shed inkober 2K@l: ‘T&&&its* 
show that taking. su”&lements droviding hiPh Potencies of antioxidant vitamins 
and zinc helned uresek%“eve’health. ‘Lutein and Zeaxanthiri mav reduce increase 
in ape related lens nroblem& &&Bright and Billbeti herbal” extracts he16 to 

Algae), Vitamin C ’ 

t. 
Which is contained ‘in ‘LifeTime@ Brite Eves*withLutein Eve.‘fiealth #&mula ’ 
Capsules. This sub$‘s$on%‘being made in compliance with the requirements of 
21 CFR io1.93. 1 

The undersigned is an authorized representative of Nutritional Specialties,:Inc. 
and certifies that the information contained in ttis”noGce i&complete and ’ 
accurate, and that Nutri~~~~~-~pec~~lties, kc. has substantiation that the above 
statement is truthful and not misleading. 

/ 

, 

Title N”TR,T,ONA‘ SPECiA,et‘lEs,‘lR-~,~~“ ” ’ 
1456 E. Katella Avenue l Anaheim, CA 92805 

I-800-333-61 68 l 714-634-9340 
Fax 714-634-9347 

Emall: iifetime@sbcglobal.net 



..I I 

* , 


