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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

JUL 2 5 2007 

Jarret D. Morrow, M .I). 
University Lab Technologies 
950 Peninsula Corporate Circle 
Suite 3018 
Boca Raton, Florida 33487 

Dear Dr. Morrow: 

This is in response to your letter of' June 4, 2007 to the Food and Drug Admin istratian (FDA) 
pursuant to 21 U.S.C . 343(r)(Ci) (section 403(r){6} of the Federal Food, Drug, and Cosmetic 
Act {the Act}) . Your submission states that University Lab Technologies is making the 
following clairns, among others, for the product Ard7roleve ULT: 

"Provides relief from bone and joint pain." 

This claim is a disease claim becafise it suggests that the product is intended to treat, prevent, 
or mitigate diseases, namely joint disorders such as arthritis. In the preamble to the January 
6, 2000 final rule on structure/function claims (see 65 FR 10{)0 at 101fi-17), FDA stated that 
"joint pain" is characteristic of arthritis and that it is the most sensitive physical sign of 
rheumatoid arthritis . For that reason, the agency concluded that claims about relieving joint 
pain are implied disease claims because they represent that the product will have an affect on a characteristic sign or symptom of a disease (see 21 CFR 141 .93(g)(2)(ii)) . Moreover, 
elsewhere in the preamble to the final rule {see 65 FR 1000 at 1030) FDA discussed the 
circumstances under which claims about pain would imply disease treatment. We stated that since pain is not a normal state, nor are there "normal pain levels," a claim about pain 
treatment or prevention is ordinarily a disease claim. We addressed the issue of joint pain 
claims in particular, noting that such claims are disease claims because joint pain is a 
characteristic symptom of arthritis_ We added, however, that a acceptable structure/function 
claim could be made for pain associated with non-disease states, such as muscle pain 
following exercise . 
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