DEPARTMENT OF HEALTH & HUMAN SERVICES iy Publc Heélt,h'yse&ii:\fe

Barbara Levenstem M S. ~
Director of New Product Development
Arkopharma, LLC i
dba Health From The Sun

19 Crosby Drwe o

Suite 300 :

Bedford, Massachusetts 01730

_ Dear Ms. Levenstem

1’ “_‘[,2006 to the Food and Drug

This is in response to \yoﬁ‘r 1ette S
' ‘:' ofthe Federal

Administration (FDA) pursuant to 21
F ood, Dmg, and ,Cosme’ti‘c Aet (thc A¢
' Your letter states that the followm'. tatem, Nt v ﬂductPFTMPure Sl

Fish 011 CardlA-spmn thh Nattokmas, St A s e

* “[P]romote healthy blood pressure o

In the preamble to. the January 6 2
1000 at 1018), FDA stated that cla ns
did not necessarily constitute impliec
“many people think of cholesf
_cholesterol in heart dlsease,” i
heart disease, a cholesterol
only for maintenance of cholest
same pnnmple apphes to cla1ms about |

hat is, claxms that
y within ngrmal

kstatement about it being intende t
range it is an nnphed dlsease clal,

' “Nattoklnase isa spec:1a1 2 (pr
supporting the body s_na : \ fto respond to and manage bloed coaguiatmn
(clot formatlon) g e e , s R




S

 Page2-Ms. BubaraLevenstein

) decreasmg platelet aggregatlon is)

; requlrements Of21 U S C 343 )( T

’, ' 'nature you should contac,
- Office of Comphance HFD..-B;I-O /
: Maryland 20855. ~ g

"Please contact us e may t be of ﬁ;rtherasmstance i

» Coples i ' s
FDA, Center for Drug Evaluatmn and Research Ofﬁce o
' ‘FDA Office of the Assoc1ate Commls : oner for Regulata

, FDA New England Dlstrlct Ofﬁc’é ‘ Ofﬁggpf -Complﬁl;3§ﬂ¢e$f.f'a

In the January 6, 2000 fi naI rule (65

that it is mtended to treat, prevmt or

), and that i 1s-sub3ect to
~ you 1ntend to make claims of this
g Evaluation and Research (CDER)
ontrose;Metro II 11919 Rockvﬂle Plke Rockvxlle, -

: _,Sf‘ifﬁé:erely you’ré; o S

Sl;lsarur Walker M l
Drrectork ' :

Enforcement HFC-200 .




February 2, 2006

anch Parkway
k, MD 20740 3835

Arkopharma, LLC.

21UsC.

, ',supplement product
: Product Name:

lngredients;‘ L

: Company Name/ k
Address:

Text of Claxms

. 'i. j_ Heaylth From The Sea. (

| panels of the label :
accurate and that

rigina ie Yy questions
,ormatlon,fplease’con\tactcl i Ae £

Smcerely,

6 w//ﬂwx_. Z(’/LZ’/?{J "

Barbara Levenstein, M.S. _,
* Director of New Prodiict Developme .

’Arko harma LLC i ,
& » ARKOPHARM LL




