Y, DEPARTMENT OF HEALTH & HUM: SERVICES 1__; Pubﬁc Health Serwce

e - BEQQ Paﬂ( ‘MD 20740

- Mr.Kevin Smith

- President ‘
RKS,Inc. '
6306 215‘h Street Southwest ‘
Mountlake Terrace Washmgton 9804

- Dear Mr. Smlth

~ This'isin response to your Iett ,\'2006 to the Food and Drug‘ L \
, Admmlstratxon (FDA) pursu‘,,, 2 Of’che Fed er al
Food Drug, and Cosmetlc Ac T et L

;Your letter states that the _foll‘ ving staterr nt will b OductPrennum '
‘Nutrltloanega 12TM . A R e B f S

In the preamble to the January 6, 2000 final rule on ,struct ict '1a‘i§ns(usee'65' FR;
1000 at 1018), FDA stated that cla ut the ma""‘ tena ,

* did not necessarily constitute zmplae se claims. We staf Ne rtf that because
“many people think of cholest terms of the negative role ¢ evated i
cholesterol in heart disease,” implying th act prevents or treats : f "

 heart disease, a cholesterol ma ¢ product is | i

~only for maintenance of choles1 al range. The G ": '
same principle applies to claims ab[ levels; that is,
claims that do not establish. that th  levels that are
 already within normal limits im evated blood
glucose (dzabetes), whichisad ‘are making for
‘ thxs product represents that th pr(bdut glucose but does
: iga /:glucose thatis

g under the authority
] : efvent a specific

t that you are .s ] roduct suggests .
gat .;,dlseases This claxm does not mcet the

. dlsease or class of dlseases Tf
“that it is 1ntended to treat pr¢v>

ood and DmgAdministratton A



 requirements of 21 USC. 34

5 ,
T

~‘}Page2 Mr. Kevin Smlth

use as a drug within the meaning of |

regulatlon under the drug proa nS{ of e Act, ; If you ; ten tﬁ |

nature, you should contact FD

-Office of Comphance HFD~3 10,‘ Montmse Metro II «1 19

- kijaryland 20855

Please contact us if we may be ¢

COplf.:S S ‘ it
- FDA, Center for Drug Evaluatmn
FDA, O .fﬁce of the Assoc1ate Corr
Enforcement HFC-200
: FDA Seattle Dlstrlct Ofﬁce

ﬁiﬁhét,ﬁé,sSistancg;; e

| Sincerlyyous,

lké,, Rockvﬂle ‘

e, HFD-310
Officeof
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RKSIc.
6306 - 215th St. Southwest i R
Mountlake Terrace Washmgton 9804

,,January 24 2006 5

kFood and Drug Admmxstratlon L
‘Office of Special Nutritionals (H *S-4
Center for Food Safety and Apphe

N Washmgton DC. 20204

» GreetingS'

Southwest, Mountlake Terrace, W

200 C Street SW-

‘Notice i is hereby given pursuant‘ o Se

Federal Food, Drug and Cosmet

supplement known as Me Mega 12 1

The unders:gned cemﬁesith‘ t
and accurate and that RKS Inc. has subs
.mlsleadmg Pursuant to. § 10

Smcerely,

Pre51dent, RKS Inc

Helps rnalntam healthy bloc; d su:

» Kevm Smlth

tice is complete
ruthful and not
e;_enclosed




