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. The Food and Drug Adm1n1stratlon (FDA) has reviewed the labelmg of your. Tart Cherry Julce

~ Concentrate on your web site at www.amonorchards.com. This review shows serious violations of the
‘Federal Food, Drug, and Cosmetic Act (the Act) in the labeling of this product. You can find the Act
and 1mplement1ng regulatlons through links on FDA'’s Internet home page at WWW. fda gov.

Under the Act, artlcles 1ntended for use'in the d1agnos1s cure, mitigation, treatment or preventlon L
- ofdisease in man are drugs [Section 201(g)( 1)(B) of the Act, 21 USC 321(g)(1)(B)]. Th '
~ labeling for your Tart Cherry Juice Concentrate product on your web Slte bears the followmg

claims:
“Breakthrough NeWs: ‘ Cherries Prévent Cancer!’-’

“Sweet Julcy, del1c10us chemes are in season now through August and research shows they can -
help you: : -

- 'Safeguard agalnst cancer -
 Experts were surprised when they d1scovered that cherries are packed with penllyl
. alcohol -- a natural chemical that not only flushes cancer-causmg substances out of the
: body, but also helps stunt the growth of cancerous cells ' =

. -Relleve aches and pains .. - : - - ;
- [A]nthocyanins [a substance in chemes] are . ant1 -inflammatory paln relievers 10 times
- stronger than aspirin or ibuprofen! If you’re plagued with chronic pain of arthritis,
‘headaches or even gout, pros say a dally bowl of chernes could ease your ache w1thout

o | s1de effects

In add1t10n your webs1te 1ncludes 11nks to other webs1tes 1nc1ud1ng WWW. sc1enceagog and ;
WWW., cherrvmkt org, Wthh 1nclude claims that cherries can treat or prevent various d1seases

" . The above hst of claims is not 1ntended to be all-1nclus1ve but represents the types of cla1ms found in.. .0
' _your product labehng ' ' : _ s



These claims cause your product to be a drug, as defined in section 201(g)(1)(B) of the Act [21 USC
321(g)(1)(B)]. Because this product is not generally recognized- as safe and effective when used as
labeled, it is also a new drug as defined in section 201(p) of the Act [21 USC 321(p)]. Under section
505 of the Act (21 USC 355), a new drug may not be legally marketed in the United States without an
approved New Drug Application (NDA). FDA approves a new drug on the basis of s01ent1ﬁc data
.submltted by a drug sponsor to demonstrate that the drug is safe and effectlve

The above v1olat10ns are not meant to be an all-inclusive list of deﬁ01en01es in your products and their
labeling. It is your responsibility to ensure that products marketed by your firm comply w1th the Act.
and its 1mplement1ng regulatlons

F ailure to promptly correct these. v1olat10ns may result in enforcement action without further notice..
Enforcement action may include seizure of violative products, injunction against the manufacturers and
distributors of violative products, and cnmmal sanctlons against persons responsible for causmg
v1olat10ns of the Act.

Please advise thlS ofﬁce in writing, within 15 ‘working days of receipt of thls letter as to the spe01ﬁc
steps you have taken or will be taking to correct these violations, including the steps taken to assure that
similar v1olat10ns do not recur, Your reply should be d1rected to Judith A Putz Comphance Ofﬁcer at

above address

oann M. Givens
District Director
Detroit District Office






