Public Health Senice

f C. DEPARTMENT OF HEATY & HUMAN SERVICES
% : : : - . —
Steven R. Sumsion May 4, 1995 .
NaturaLjfe .
10 Mountain Springs Parkway -

Springville, Utah . 84663

Re:  Nutritional Support Statement Notification

Dear Mz, Sumsion:
This acknowledges receipt on Apdl 25, 1995 of

your letter, dated April 21, 1995,

_-notiﬁringtthoodandDmgAdminisu-ax;‘on@A) that your dietary supplement .
product, cranberry powder capsules, is being marketed with a statement of nutritional

support on its Iabel or in its labeling.

Pursuzat to section 403(:)(6) of the Federal Food, Drug, and Cosmietic Act (the acy), 2
Iatertban30.daysaftecﬂ1cﬁmtmaﬂcedngofa

manufacturer must notify FDA no.
bears a nutritional

dietary supplement product that
Iabeling. Pursuant to the act, a manufacturer of
that the mutritional support statement is truthful

SUpport statement on its Iabel or in fts

such a product must have substantiation
and pot misleading. In sddition, the

autritional support statement must include, prominently displayed and in bold face type.
. the following: “TbissmwmcnthasnotbeeucvglgatedbymeFoodandDmg
" Administration. Thisprqductisnotintcndcdto'dia@osc, treat, cure, or prevent any

disease

Nqacﬁonon(hepanofﬁ)Aisrequ&edbcfomamamﬁmmmﬁdmadicmy
supplement product bearing a "onalsupportstatcmcntqnitslabclorinﬁslabeling.
While the act requires thatvoermininfounadonappearonmclabelofadiemty :
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C. Binzer '
Cotsumer Safety Offiést
Regulatory Branch
Division of Pregrams’

and Enforcement Policy -
Office of Special Nutritiggals__-
Center for Food Safety =~~~
and Applied Nutrition
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