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Food and Drug Adnagitration
Coflege Park, MD 20%49
e
JUN 1 2 2007 - -- A
PR

Mr. Michael Matthews -
Wellness International Network, Ltd.
5800 Democracy Drive
Plano, Texas 75024

Dear Mr. Matthews:

This is in response to your letter of May 10, 2007 to the Food and Drug Administration
{FDA) pursuant to 21 U.5.C. 343(r}(6) (section 403(r)(6) of the Federal Food, Drug, and
Cosmetic Act (the Act)). Your notice states that Wellness International Network, Ltd is
making the claim “Support healthy levels of...cholesterol.”

In the preamble to the January 6, 2000 final rule on structure/function claims (sec 65 FR
1000 at 1018), FDA stated that claims about the maintenance of normal cholesterol fevels
did not necessanly constifute implied disease claims. We stated, however, that because
“many people think of cholestercl solely in terms of the negative role of elevated '
cholesterol in heart disease,” in order to avoid implying that the product prevents or freats
heart disease, a cholesterol mamtenance claim would have to clarify that the product is
only for maintenance of cholesterol levels that are afready within the normal range.
Because the clair you are making for this product represents that the product is intended
to affect blood cholesterol but does not also inclide a statement about it being intended to
“affect blood cholesierol that is already in the normal range, it is an implied disease clainm.

21.U.8.C. 343(r)(6) makes clear that a statement inchided in labeling under the authority
of that section may not claim to diagnose, mitigate, treat, cure, or prevent a specific
disease or class of discases. The statement that you are making for this product suggests
that it is intended to treat, prevent, or mitigate disease. This claim does not mect the
requirements of 21 U.S.C. 343(r)(6). This claim suggests that this produet is intended for
use as a drug within the meaning of 21 U.S.C. 321(g)}1)(B), and that it is subject to
reguiation under the drug provisions of the Act. I you intend to make claims of this
nature, you should contact FDA’s Center for Drug Evaluation and Research (CDER),
Office of Compliance, HFD-310, Montrose Metro I, 11919 Rockville Pike, Rockville,
Maryland 20855.
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. Page 2 - Mr. Michael Matthews

Please contact us if we may be of further assistance.

Sincerely yours,
Voo W

Vasilios H. Frankes, Ph.D,
Director
Division of Dietary Supplement Programs
Office of Nutrition, Labeling
and Dietary Supplements
Center for Food Safety
and Applied Nutrition

Copies: :

FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-310
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200

FDA, Dallas District Office, Office of Compliance, HFR-SW140



Statement Identity of Dietary Ingredient(s) or
Number Supplement that is the Subject of the Statement
1 myo-inositol
2. valerian root
3. mositol
2l 073787
5800 Dempgc'rl%éy% Drive » Plano., Texas 75024 -~ www.winitd.com = P. 972,

May 10, 2007

Wellness International Network, Ltd.

Office of Special Nutritional HAY 3G 2007

Labeling and Dietary Supplements (HFS-810)
Center for Food Safety and Applied Nutrition
Food and Drug Administration

5100 Paint Branch Pkwy

College Park, MD 20740

Re: Notification for Statements on Dietary Supplement Labeling

This notification is being filed on behalf of Wellness International Network, Ltd.,
a distributor of dietary supplement products (heremafter “WIN”). Its business address 1s:
5800 Democracy Drive, Plano, TX 75024, This notification is being made pursuant to
Secticn 6 of DSHEA and 21 C.F.R. § 101.93. The dietary supplement product on whose
label or labeling the statements appear is Tranquility™,

A The text of each structure-function statement for which notification is now being
given is:
(Statement 1):  Support healthy levels of triglycerides and choiesterol.
(Statement 2):  Help manage stress and regulate the sle;:p cycle.
(Statement 3);  Aid in relaxation.

B. The foliowing summary identifies the dietary ingredients(s) or supplemeni(s) for
which a statement has been made:

g, e s
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Wellness International Network, Ltd.

I, Michael Matthews, am authorized to certify this Notification on behalf of WIN.
I certify that the information presented and contained in this Notification is complete and
accurate, and that WIN has substantiation that each structure-function statement 1s
truthful and not misleading. '

Date Signed: _2///8/ ¢ By: Wﬁ;/
Michael Matthews
Director of Regulatory Affairs

5800 Dem&er Y Drive - Plano, Texas 75024 - www.winltd.com -« p. 972 .312.1400D
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t’ublie'Heailh Servics’

" Food and Drug Admlmsuauen
" .College Park, MD-. 20740

‘.QC Technician -
-~ New Chapter, Inc. .

e 9(} Technology Drive -

-'PO Box. 1,947 :
Bmttlebero Vennent 05302

"Dear Ms Roach

I ’I‘hxs 1s in response to your letter (undated) to the Food and Drug Admnustrauon (.FDA)
2l ';persuant to21 U.SC. 343(1')(6) (sectmn 403(r}(6) of the Federal Food Drug, and
.,Cosmetzc Act (the Act)) : .

_-_Your Ietter states that the. fellomng statements wﬂl made for the product “CoffeeBerry

fM]amtam healthy blood ghtcose levels”
“[i\ﬂamtam healthy cholesterol leveis” o
“[P]romote healthy blood pressure.”

o In the preambleto the January 6, 2000 final rule on structurefmnctxon clalms (see. 65 FR
. 1000.at-1018), FDA stated that claims about the maintenance of riormal cholesterol Tevels -
~ did not-necessarily constitute implied disease claims. We stated, however, that because
‘many ‘people think of cholesterol solely in-terriis of the negative role of elevated .
~ cholesterol i heart disease,” in order to avoid implying that the product prevents or treats'
~ heart d:sease, a cholesterol maintenance claim would have to clarify that the product is-
. only-for maintenance of cholesterol levels.that are already within the normal range. The
- same principle appliés to claims about the control of blood glicose {evels and blood
- pressure; that is, claims that do not establish that the claims are about blood glucose
+ - levels or blood pressure levels that are ‘already within normal limits implies that the
. product is intended to treat elevated blood glucose {diabetes) or blood pressure.
. (hypertension), which are diseases.- Therefore, because the claims you are making for
~ " this product represent that the product is: mtended to affect blood glucose; blood
- cholesterol, and blood pressure but.do-not also include 2 statement about it being
. intended to affect blood glircose, blood: cholesterol; -and bloed pressure that are already in
e the normal ranges they are implied dlsease claims. ,

e Other clalms, in. the context that they are - used, imply that other products for which you
_submitted notifications are intended to treat, prevent, or mitigate disease. The product
“Peppermint Flavor Host Defense ‘Throat Mist” is promoted.to support immune function
_ and host defense, and contains the statement “Fraditionally used for fighting parasites.”
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s Pagez Ms Stephame Roach o
- The product “Coﬁ‘eeBerry‘ uses the clmm “Promotes, noxmal ﬁmgal resxstance > The -

o -_'product“Supemntzcal Oreganoforce usesaclmmthatlt contamSa“[s]pecm,m 9380 S
L synerglstlc ant:tmcrobiaioregano compounds . _ o R

e product “Coﬁ‘eeBerry” aIso uses the claim “[M}ay asmst in the mmntenance of
-healthy gluc:ose leveis and protect agamst msulm resxstance & B o S

21 U S. C 343(r)(6) ma.kes clear that a’ smtemcnt mcluded in 1abelmg under the authonty SR
of that séction may not.claim tedmgnose, mitigate, ireat, cure, or prcvent aspecific ~ -
. ’discase.or class of diseases. The statements that" you are making for these products
suggeStﬂ:latthey are intended to-treat, prévent, or mitigate diseases; such as-parasitic

: dlseases, infectious diseases; and diabetés. These claims do notmeet the requlfements of s
. 21'U.S.C. 343(r)(6). These claims suggest that these products are intended for use as.-

drugs within the. meaning: of 210.8: C. 321(g)(1)(B) and that they are- snbject to"

: regulation under the drag provisions of the Act. If you intend to make claims of thls

" nature, you should contact FDA’s Center for Drug Evaluation and Research (CDER)
Office of Comphance, HFD-3 10, Montrose Metro II, 11919 Roclmile P:ke Rockvﬂle,
Matyland 2{}855 ‘ , I
'Please contact usﬂwemaybeofﬁlrther assxstanoe

- :Smo_ere_ly yours,

B BarbaraO Schneeman, Ph.D.

-_"_Du‘ector o : EE
- Office of Nutritional Products, Labehng S
" and Dietary Supplements. o
Center for Food Safety

and Appl_ied'Nutritien -

- Copies:
FDA, Center for Drug Evaluauon and Rcsearch Ofﬁce of Comphance HFD-3 10.
o FDA, Office of the Associate Comxmssmner for Regulatory Affairs, Office of '
" Enforcement, HFC-200 ,
- 'FDA, New' England Dlstnct Office, Ofﬁce of Comphance, R—NE24G
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1 busmess address is . _
~ . 90 Technology Dr., - : ion is
- made pursuant to Section; 6 of DSHEA and: Ruie 21 C.F. R§1 01, 93 The dletary
“sapplement product. on; whose labe! or Iabehng the statements appear is Su@rcntical

o Oreganoforce"“
1given iS

/ o (Statement 1) Only Oreganoforee comblnes h:ghly coneentlated oregano on plus a
, ,hydroethanoltc water: satuble oregano blend; yteldmg the w:dest spectrum (38)

Number, -

NOT!FICATION PURSUANT TO
SECTION 6 OF DSHEA -
' AND 21 CFR §101 93

The text of each structure-functlon statement for which notlftcatlon IS now betng

synergtstlc anttm:croblal oregano eompounds

“The following summary 'dent'f‘?s the d'eta"y lngredlent(s} or supplement(s) for B e

- 'whlch a statement has beer. made

Statement _ tdentlty of Dtetary Ingredrent(s) or

.. Or'g_'a'nic Qreganofbaf -

, The followmg ldentrf es the brand name of each supplement for whtch a )
statement is made:. S . . o

 Statement BrandName - . Label or Labellng?

1. Supercritical 'Oregahofofce_m o Labelmg

1, Steghanle Roach, am authonzed to certlfy this. Notlficatlon on behalf of New

: Chagter, Inc. | certify that the mformatlon presented and contairied in this Nottﬁcatnon is

complete and accurate, and that New Chapter, Inc. has substanttat:on that each
structure—functton statement is truthful and not mlsleadlng

TNamel rnﬂet | )
Date Signed:~ 7 ﬂ?a-z/ / o 200_(2 L

06 - 4643



L ‘NoﬁElt;hﬁbn;euks_agmfrro-' :
" "SECTION 6 OF DSHEA
“AND 21 CFR §1o1 93

mzfacturer of the- praduct(s) whlch bear the statements ;denhﬁed in. thls no'a catio.
usir neSS address st . o

{CoffeeBerryW) zs abundant in. polyphenols that' e
ement 1) help preserve natural-antioxidants in the body -

.ement 2). -protect celt membranes and humaﬂ piasrna agamst damagmg oxsdatlon o
atement 3) neutrallze toxsc free radtcals

: The foiiowmg summary wmtfws the dletary lngredlent(s) or supplement(s) for
icha statement has been made T

Identlty of Dletary lngredlent(s) or

-—'Géffeebérfy. S
. Coffesbemy’

: The followmg tdentlﬁes the brand name of each supplement for whtch a
;statement is made _

 Statoment Mm Labstor Labeling?
 CoffeeBemry™

T feeBel " Label and labeling -
L2, - CoffeeBerry™. . - Label and labeling
S RO COﬁeeB‘erryT“ '_'Label and labeimg

5 Stephanle Roach, am authonzed to cerhfy this Notlf‘ mtu:m on behalf of New .
o Chapter, Inic. ‘| certify that the-information presented and contained in this Notification is

'complete and accurate, and that Neiw Chapter, Inc. has' substantlatlon that each
E -structure-functlon statement is truthfui and not mlsieadlng

../ﬁtﬁ Y?Mnfc/an
o {T:tle] :

Date Signed:___2,0r// il

,200_&

0b- 91‘6 Yz



NOT!FlCATION PURSUANT TO
' SECTION 6OF DSHEA
AND 21 CFR §101. 93

- ThlS notlﬁcatlon is bemg fled on behalfof New Q_hgg_ter :'nc whlch s the
- manufacturer of the- product(s} whlch bear the staternents |dent|ﬁed in thls netnficatlon

ts business address:is:

.90 Technolodgy Drive, PO Box 1947 Bratﬂeborot VT05302 Thls notlf‘ catlon s be :
. made pursuant o Section:6 of DSHEA and:Rule 21 C.ER §1 431 93 The' dtetary‘ .

e supptement product on whose Iabet OF tabellng the staternents appear is: {:offeeBeﬂ

The text of each structure-functten statement for whlch nottﬁeatterr is ncw bexn 7
'_jglvenis ‘ R ‘ ! . R

(Statement 1) ([CeffeeBerryT“] is abundant m polyphenots that) hetpr malntaan healthy 7' S

- blood glucose levels. -

- . damage.and to initiate cellutar repair.

. (Statement 2): Research: mdmtes these gtyoonutnents are: essenttal forthe vérious - ST
complex: blelogscal systems 1o interact and functien property to prevent free-rad:ca e '

_ (Statement 3): Foods with high. ORAC vatues can absorb and: neutral:ze those
L damagmg free radjcals and thus prowde cnt:cal pretectton agamst that damage

. The feilowmg summary tdentlt' es the dletary lngredlent(s) or supplement(s) for
: whtch a statement has been made e

Identlty of Duetary lngredlent{s) or-

| Stateme'nt, Su

‘Iement $) that |s_t 8. sub ect ofthe Stat'ement '
R S | Coffeeberry
2. 7 . Coffeeberry
.3 : : Coffeeberry

i The fol!owmg |dent|f es the branct name > of each supplernent for whach a e
statement is made:’ . S

Statement BrandName - Labelor Labetir’tg"? ’
_ '.1.‘ ' CoffeeBerry o ‘Label. and labelmg

2. -_.CfoeeBerry‘" SR " . Label andlabeling -

3. Cet’t"eel?.erry““l ‘ 7 Label and labeling

L Steghanze Roach, am authonzed fo certtfy this. Notlt“ catlon on. behatf of New
- Chapfer, inc. | certify that’ the information presented and contained in this Notifi catlon is
_complete and accurate, and that New Chapter. Inc. has substantiation that each ‘
structure—funotion statement is truthful and not mlsleadtng

By:.. \/}96” /MJL{J M/ B ﬁahnzazaﬂ
< [Name] [Tite] .. .
| DateSigned:__ G oA 2004



NOTtFICA'non PURSUANT 10
' SECTION 6 OF DSHEA
AND 21.CFR §101.93

o - This notlﬁcatlonIsbelngfledenbehatfofNewCha tor, Inc. whict ist
' manufgcturef of the product(s) which bear fhe statements ldentiﬁed m'thn" o
tsbusiness’ address:s < _ S - k3

" rmadepursuant to Sechon 6 ofDSHEA and Rile 21 C. F R §101.93:" 'rhe' jotary - -
o suppiement product on. whose tabel er labeltng the statements ‘ ppear is COffeeB m_ i

_ Theﬁtext of each structure-functlon statement for whuch notlﬁcatlon is now»belng-. o
_rfglvenls o e o e

: ,(Statement 1) Prowdes the extraordlnary defense of more than 5 semngs of
~ . antioxidant-rich fruits el
' (Statement 2):" These glycenutnents are. eSSentlal for proper |mmune systemfunc'aon IR
. ‘and support of cellular and connective tissue integrity
n (Statement 3): Shown m studnes to hetp mamtaln healthy chotesterol Ievels

_The fotlomng summary ldentlf' ies: the dletary mgredtent(s) or supptement(s) for
‘ whlch a statement has been made L . :

ldentlty of Diehry Ingredient(s) ar

i,

o1 S Ceffeebeny'j'
L2 - : Coffesberry -

-3 S -*'Coffaeben'y

The followmg |dent|f es the brand name of each supptement for whlch a
statement is made* S . _ , GRS

"-.;Stateme'r_tt Br‘a‘ﬁd Name . Labe'rort.abél_ihg-z.u -

1.7 CoffeeBery™ . Labeling
2. CoffeeBerry™ . -~ - Labeling -
3 ; ‘CoffeeBerry““ A 7‘ .'Labetlng

ooy Stephame Roaeh, am authonzed to certtt‘y this Notlﬁeahon on behalf of New e
Chapter, Inc, | certify that: the information presented and contained in this Notification is
- compléte and accurate, and that New Chapter, Inc. has substantlatton thateach . = -
structure—functlon statement |s truthful and. not misléading.

4 Té@a;a;g ,
['r_t_le], N .

Date Signed: ___"




Nonmcmou PURSUANT T
'SECTION6OF DSHEA-~ =
AND 21.CFR§101.93

: Thls notlﬁcatton ls betng filed on. behalf of. Nem Chagter, tnc whlch isthe
: manufacturer of the product(s) which bear the statements identnﬁed in thts nottﬁcatton
ts: busmess addressisi. ...
rive, PO Box: 1947 Brattieboro VT 05302, Th:s notlf‘ catton is being -
made pursuant to Section 6 of DSHEA and Rule 21’ C.F.R §1 01,93 The dietary o
o supplement product on whose label or tabehng the statements appear is CoffeeBem“"

-' The text of each structure-functton statement for whlch no’at‘ catlon is.now bemg :
. gwen us : o

Statement 1)- Shown in. studles to. promote heaithy blood ‘sugar: levels
Statement 2): -Shown in studies to. greatly reduce free-radical damage . '
o ,(Statement 3) Shewn n studies ta be as effeettve as estrogen 1} promotlng bone: heatth

SR g '. The follow;ng summary sdenttt‘ ies the. dletary mgred:ent(s) or supplement(s) for
O ',j’_Wthh a statement has. been made: - :

B Identltyofbletarylngredlenﬂs) or
B =-$tetemer”|t T8 Iements‘that |sthesubecto;the Statement _

EEER N . Coffeeberry
B Qeffeebeny _

The fcﬂowmg ldentlt" es the brand name of each supplement for whlch a
statement is made:

.Statement BrandName ~ Labelorlabeling?

L t1}.; B ‘_’Coﬁ'eeBerry S ; 3 —Labeling“
2 _ CoffeeBeny™ - - S Labeling -
-3 - CoffeeBerry™ ol Labetmg

l Steghanle Roach, am authorized, to certffy thts Nettﬁcatlon on behalf of New ‘
Lo Chagter, Inc. 1 ceftify that the information presented and contained in this Notifi cationis
- ‘compléte and accurate, and-that New Chapter. Inc. has substantiation. that each
. stmcture~functton statement: Is tmthful and not: mlsleadmg

e ame, _"' e

Date Signed: o/ 2 20040



ot busmess address ts:-; L

NOTIFiﬁAT!ON PURSUANT TO
- SECT!ON 6OF DSHEA
AND 21:CFR. §101.93

S Thls notrﬂeatlon |s bemg ﬁled ‘on behalf of New Chagter, Igc wh|oh isthe
- man@cturer of the product(s) whtch bear the statements tdentrﬁed in this,_ ,o’trfica_

o ‘made pursuant to Section 6 of DSHEA and Rule 21 'c FR: §101 93: The dietary _" e
L supplement product on whose tabet or. labetsng the statements appear IS : r_rg ¥

' “The textot eaoh structure-mnctlon statementforwhlch notlt" catron is now bel_g SRR
'-gwenrs L L S - |

- .'(Statement‘l) Denvatives ldentrﬁed in coffee are substant}atly more petent that ttamm C PRI
- . (Statement 2):’ Research md:cetes helps. promote healihy biood stgar fevels -
< (Statement:3): Shown iny studtes to slow the oxldatton of LDLs thus promotlng
- sardlovascular heatth -. . - A

S The followtng summary tdentuf'es the dletary mgred:ent(s) or supplement(s) for
' whlch a statement has been mao‘e g :

Identlty of Dietary tngredlent(s) or
] ‘ subject.of the St

Statement’ _s.,‘ \
N . R Coffeeben'y
2 "~ Coffeebemry -
e 'Coffeeberry _

_ The follomng 1dent|t' es the brand name of each supplement for whtch a -
- statement ismade: - :

. Stateniont _____Bfénﬂ Name

b gmeem e

‘2, - CoffeeBerry™ . . Labeling-.
3. - CoffeeBerry™ o _-‘Labeling

. t Steghame Roach, am authonzed to oertlfy thls Notifi catton on behalf of New - EEREE
- Chapter, Inc. | certify that the information presented and containéd: in this Notifi catton s
complete and accurate and that New Cha,gter, ne, has substant!atlon that each

JQC 7z e*c/')n.rcuan
Trite]

Date Signed:__ gori/ a6 ,29.0:_'4_‘ R




NOTIFiCATlON PURSUANT “ro
. SECTION:8 OF. DSHEA
AND 21 CFR §1o1 93

Thls nctlﬁcatlen is belng ﬁted on behetf of New: Cha"ter Inc whlch |s the -
an "ct‘qrer of the product(s) whlch bear the statements identlﬁed in: tl'us notrﬁcatron
' ’_b’u nes.s address is: S . _ ,

6 pursuart to Sesfion 6 of DSHEAand Ruls 21 C.F R §101.93: The dletary -
) lement product on whose tabel or Iabel:ng the statements appear is CoffeeBerg“'. o

'. The follownng summary rdentrt' es the dietary mgrednent(s) or supptement(s) for
whlch a statement has been made '

' Identlty of Dletary Ingredlent{s) or-
' bjeét.of the St

, correeberry
~.-. Coffeeberry
'r'_-'Coﬂ’eeberry

R The fottowmg ldentd‘ ias the brand name of each supplement forwhlch a
L statement is made : : _

ﬁ;Statement Brand Name -' R ~_Label.or Labeling?’
' ) CoffeeBerry"" S -.Labeimg

2 -CoffeeBerry™ o . Labeling
8 Cot’feeBerryTM Lo __Labellng

R N Steghanie Roach, am authonZed to cerfify this Notrﬁntion onbehalf of New
S Chagter, Inc. - |-certify thatthe information. presented and- contained in this Notification is
. " compléte and accurate, and that New Chapter, Inc. has. substantlatlon that each

B 'Zstmcture-functron statement is truthfui and-not rn:sleadmg. _

éﬁc 7—;54/7!710 15857 .
[Fitle] - '

‘Date Signed:___uars! e _.2oo 2




. made pu::suant to Section 61:f DSHEA and Rule 21 C.F R §1 af. 93 The’dleta

» - detoxification - -

Nonncmon PURSUANT 0"
. SECTION 6OFDSHEA -
" AND 21 CFR §10193

S “Tis. notlﬁcatlon is besng filad on behalf of New: Chagter, !nc,-"' ich isthe -
o manufacturer-of the preduct(s) whlch bear the statements ldennfied in thls netzficatron
S bussness address Is:: : ;

.- .supplement product en whose Iabel or Iabehng the statements appear ls coﬁeeBemz

The text of each structure-functlon statement for Whlch nottﬁcatlon :s riow belng
‘ ,gwen ls . ; - : ) :

L (Statement 1) Research mdtcates lt cou!d have potenhal to combat ﬂte negatlve' effects;;_ .
".of stress - :
(Statement 2) Promotes normal fungal reslstance and |s an effectlve means of

: (Statement 3) Pretects cells agamst oxndatwe stress

_ . The followmg summary |dentn" es the dletary tngred:ent(s) or supplemen‘t(s) for
- wh:ch a. statement has been made : ‘ RN

L Identnyofnletarylngredlent(sjor IR
Statement. L _Su_ tements thatlls thesub.estpf the Statement
S -"Coﬂ’eeberry | | |
2. AR 'Coffeeberry

_ ‘The fcllowmg ldentufles the. brand name. of each supplement for whlch a
- statement is made . _ _

. Qc:offeesenyw . Labeling .
2. - CoffeeBerry™ - = - ~ Labeling. -
3 : - CoffeeBefry""“ o ST _Labeling

o, Steghanle Roaeh, am authonzed to cerhfy this: Notrﬁcahon on behalf of New
Chapter, Ine. 1 ¢ertify that the information presénted and contained in-this Notlﬁcattqn is
-~ complete and ‘accurate, and that New' Chagter, inc. has substantlatlon that each A

- structure-functlon statement is truthful and not mlsleadlng : .

sc ﬁaﬁma/am Ll
[Tltle] .

| Date Signedi__ s/ stls 209_'&




NOT[FICATION 'P‘URSUANT TO
. SECTION.6.0F DSHEA

AND 21 CFR §1 01.93 _ :

hls notlﬁcation is belng f‘led on behalf of New. cha 3l -inc. which is the o
cturgar of the product(s) whn:h bear the statements lden'af‘ed in this notifi cahon

' mamtenance of hea!thy gtucose leveis and protect aga:nst msulm resnstanoe and

S'tat'é'nienfi FE '_ entfs) the
. .' Coffeeben'y

. .Coffeeberry

C ;__cc__;f_fee_beffy ’

The followmg ldentlfies the brand name of each supp!ement for whtch a
}\:statement is. made: . . _

Statement Brand Name LabalorLaballn 2

1 .'CoffeeBerry"“ T .Labe!ing‘
g ' -.CoffeeBerry“‘ I , Labellng

R I Steghame Roach, am authorized:to cemfy this Nobf cation on behalf of New

R Chagter, Inc. | certify that the mformat%on presented and- contalned in this Notification.is.

" complete and-accurate; and that New Chapter,-Inc. has’ substanhat;on that each -
.stmcture-functlon statement is’ truthful and not m:sieadmg

tement 1) Research indlcates that nutnents present ll'l whole coffes frmt may ass&st T



ATIO! :,rpuasum TO
*:SECTION 6 OF DSHEA . s
AND 2 CFR §101. 08 MAY =3 2305

. Tb;s notlﬁcatron is. bemg ﬁled on behalf of New.' Chapie
nisfaciurer of the- product(s} whlch bear the statements |dentrfied m this notlﬁcatron
usiess addressiis;, _
T echno!o i Drive, PO ‘Box. 19‘47., Braiﬂebore; VT05302“ Thts notif' cation is being .~
tia"‘nt'tefSectieﬁ’-ﬁ':ef‘DSHEA'an‘d Rule 21 G;F.R-§10?l'.93'. ".'The-.dietary o
ement product on‘whose label-or Iabelrng the statements appear is’ Pegm mt :
HostDefensa@ThroatMrst“ S o

'-The text ot' each structure-functlon statement for whuch notrﬁcatlon is now bemg. .
St erzt 1) Used by Europeans for more than 2 000 years, from the tume of '
condes ang-before, and: zndependently revered bythe Haida First: Peoples of British.
-recent; stud;es have found this. mushroem to have powerful immunoactlve
gal v
3 tatement 2) Tradltlonally used for f‘;ghtmg paras'ltes thls mushroom has yielded .

jnaturat proteetwe compounds mc!udmg betuhmc ac:ds and other constttuents -

; The fol{owmg summary iden_tit” ies: the dletary mgredlent(s) or supplement(s) for
C ha statement has been made"- T , L o

L Agaﬁkph_:: |
~ Biroh Poiypore

i The followmg |dentrf es the brand name of each supplement for whrch a
statement is made _ _

e Statement Brand Name : : Label or Labelmg‘? S
S _-" 1 ERA Peppermmt Host Defense@ Throat Mist™ Labellng -
= 2 L Peppermmt Host Defense@ Throat Mistm Labehng

T l Stephame Roach, arn authonzed to certrfy this Notifi cation on behatf of New
Gl Chagter, inc. 1 cert:fy that the information presented :ahd contained i in this Notification is
. " complete and accurate, and that New Chapter, Inc. has: substantzatxon that’ each
e _}structure-functlon stateiment is truthful and not rmsleadmg DO _

szfdjzn_,u/ §/ A')d ﬁahn,z-/gp
[Name] DR o itle]

Date Signed:__ ,q,an'! P 2004

ob-464%
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gwen is:

NO'BFICATION PURSUANT 'FO
'SECTION 6 OF DSHEA
AND 21 CFR §101 93

- Thls notrﬁcabon is: bemg fi Ied on: behatf of New Cha' fer. fnc.

" menufaciurer of the produci(s) which bear the statemenis identied in iﬁ.s'not.ruéﬁén
s busmess address is

VT 05302, This nbtification'is: bemg

'made pursuantto Sectton (4 of'DSHEA and Rute 21 C.F.R§101.93. The dietary

supplement product on whose Jabel-or: labefing the statements appear is POQE int

. Ftavor Host Defense® Throat Mtst‘" S

- The.text of eaoh structure-»funstlon statement for whlch notiﬁcatlon is now bemg

: (Statement 1) Borne from the Chmese Acacza tress this mushroom an elegant dlsplay
- -of grace and beauty, has long been admired and heralded by Asnans for thousands of N
| years as The ‘Mushroom of lmmorta!rty ' B
- (Statement 2): The way of life is synergism- of allles tn this vein, we oornbme the most Co
o potent of mushrooms to' help support immune func‘tton and host defense DA

The follovwng summary |dent|fies the dletary mgredlent(s) or: supplement(s) for .. : :

. which a statement has beén made:

!dentlty of Dretary lngredlent(s) or.

Stetentent" :

PO RedRéishif

2. : Red;R‘ei’shi o

| The. followmg |dentrfies the brand name of each supplement for whnch a '
statement is made: ,

 Statement Brand: Name - L SRR LabelorLabeting_‘_?_
1. Pepperrnlnt Host Defense® Threat Mlst'"'l Labelmg .
2. _ Pepperrnmt Host Defense® Throat Mlst'm Labelmg

I Steghame Roach, -am aumonzed to eertlfy this Notlt“;callon on behalf of New -
Chapter. Inc. -1 certify that the: information: presented and contamed in this Notification is
- complete and accurate, and that New Chapter, inc. has substantlat:on that-each -
structure—functlon statement is truthful and not mlsiead:ng ,

Date Signed; . ,q,m ) Fe 2004




College Park, MD 20740
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4 ( DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
[ C
. . x\_ ) Food and Drug Administration

MAY -3 2006

Mr. James Komorowski

Vice President, Technical Services
& Scientific Affairs

WNutrition 21, Inc.

4 Manhattanville Road

Suite 202

Purchase, New York 10577-2197

Dear Mr. Komorowski:

This is in response to your letter of April 14, 2006 to the Food and Drug Administration
(FDA) pursuant to 21 U.5.C. 343(r)(6) (section 403(r)(6) of the Federal Food, Drug, and

Cosmetic Act (the Act)).

Your letter states that the following statements will be made for the product Chromax
chrominm picolinate:

. “Promote healthy cholesterol”
“{Slupports heaithy cholesterol....”

In the preamble to the January 6, 2000 final rule on structure/function claims (see 65 FR
1000 at 1018), FDA stated that claims about the maintenance of normal cholesterol levels
did not necessarily constitute implied disease claims. We stated, however, that because
“many people think of cholesterol solely in terms of the negative role of elevated
cholesterol in heart disease,” in order to avoid implying that the product prevents or treats
heart disease, a cholesterol maintenance claim would have to clarify that the product is
only for maintenance of cholesterol levels that are already within the normal range.
Therefore, because the claims you are making for this product represent that the product
is intended to affect blood cholesterol levels but do not also include a statement about it
being intended to affect blood cholesterol levels that are already in the normal range, they

are implied disease claims.

21 U.8.C. 343(r)}6) makes clear that a statement included in labeling under the authority
of that section may not claim to diagnose, mitigate, treat, cure, or prevent a specific
disease or class of diseases. The statements that you are making for this product suggest
that it is intended to treat, prevent, or mitigate diseases. These claims do not meet the
requirements of 21 U.S.C. 343(r)(6). These claims suggest that this product is intended
for use as a drug within the meaning of 21 U.S.C. 321(g){1)(B), and that it is subject to

g75 6163 LET 9§




Page 2 - Mr. James Komorowski

regulation under the drug provisions of the Act. If you intend to make claims of this
nature, you should contact FDA’s Center for Drug Evaluation and Research {CDER),
Office of Compliance, HFD-310, Montrose Metro I, 11919 Rockville Pike, Rockvilie,
Maryland 20855.

Please contact us if we may be of further assistance,

Sincerely yours,

=y

Susan J. Walker, M.D.
Director .
Division of Dietary Supplement Programs
Office of Nutritional Products, Labeling
and Dietary Supplements
Center for Food Safety
and Applied Nutrition

Copies:

FDA, Center for Drug Evaluation and Research, Office of Compliance, HFD-310
FDA, Office of the Associate Commissioner for Regulatory Affairs, Office of
Enforcement, HFC-200

FDA, New York District Office, Office of Compliance, HFR-NE140




. : i : f’( 0-(5(0 James R. Komorowski, MS
14 VP, Technical Services & Scientific Affairs
Nutrition > Drons aresoressia
e Fax -914-696-0860
Emall: Jkomorowski@niitrition21.com

April 14, 2006

APR 2 4 2006
Office of Nuiritional Products
Labeling and Dietary Supplements (HFS-810)
Center for Food Safety and Applied Nutrition
Food and Drug Administration
5100 Paint Branch Pkwy
College Park, MD 20740

Re: Chromax® Chromium Picolinate
Dear Sir or Madan:

Pursuant to Section 403 (r)(8) of the Federal Faod, Drug, and Cosmetic Act (FDC Act) and to Food and
Drug Administration regulation 21 CFR § 101.93, Nutrition 21, Inc. is providing marketing notification of the
following product and labeling claims.

Name of dietary suppiement: Chromax® chromium picolinate

Distributor: Nutrition 21, Inc.
4 Manhattanville Road

. Purchase, NY 10577

Dietary ingredients: Chromium picolinate
Statements of nutritional support:

Chromium is an essential trace mineral for a healthy metabolism
Optimize your insulin function

Optimize your metabolic health

Control carbohydrate cravings

Fight weight gain

Maintain heart health

Promote healthy cholesterol

Helps maintain healthy biood sugar metabolism

Chromium is also a vital part of your natural mechanism for regulating blood sugar and activating
various enzymes for energy production.

10. It also supports healthy cholesterot and heart health

11. Promotes heailthy blood sugar

12. Supports overall cardiovascuiar health

13. Helps increase energy

LoONDO AWM

Nutrition 21, Inc.

4 Manhattanville Road, Suif:e 202 - Purchase, NY 10577-2197 - Phone 914 701-4500 - Fax 914 696-0860 - www,nutrition21.com

. x 1675




Nutrition 21

-~

(Chromax 04/14/06) Page 2

| certify that the information contzined in this notice is compiete and accurate, and that we have
substantiation that the statements are truthful and not misleading.

By g “\..‘_
ames Komorowski, M.S.
Vice President, Technical Services & Scientific Affairs
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College Park, MD 20740

‘ Mr Iral. Goldberg ‘ ‘ : B =
~ President o : ' S S ,
Source Naturals, Inc.
23 Janis Way
. Scotts Valley, Cahfonna 95066

Dear Mr. Goldberg:

This isin respdnse to yoﬁr letters of February 2, 2002 and May 13, 2002 to the Food and
- Drug Administration (FDA) pursuant t0 21 U.S.C. 343(1')(6) (sectlon 403(r)(6) of the _
Federal Food, Drug, and Cosmetm Act (the Act)) o T

The product Pohcosanol Cholesterol Complex uses the claun help maintajn
. cholesterol levels w1thm the normal range.” Inthe preamblc to the J anuary 6, 3000 final

rule on structlue/ﬁmctlon claims (se 65 FR 1000 at 1018), FDA stated that cla:ms about

the mmntenance of normial cholwterol levels d:d not necessanly constltu" m'phed

solely in terms of the neganve role of elcvated chgle eroi in heagg dises
avoid implying that the product prevents or treats heart disease, a ch#ﬁiesterol m
claim would bave to clarify that the praduct is only for maintenance of cholesterol lev ls
that are already within the normal range. The claim for your product coptains po such B
clarification, however. Therefore; FDA considers it to be an implied claim to prevent
coronary heart disease by preventing the development of elevated cholesterol levels or
reducmg elevated cholesterol :

The product Gluco-SclenceTM uses the claun “Products that support healthy blood sugar -
levels....” In the preamble to the ]anuary 6 2000 fmai ruIe oni structure!ﬁmctl' claims
(sce 65 FR 1000 at 1018), FDA stated thai cla!ms aboutthe MAin

role of clevated cholesterol in heart disease,” in order to avmd implying that the product
prevents or treats heart dlsease a cho]estero} mamtenance claim 1

normal range. The same principle apphes to your cla:m about_contro] o Iood‘sugar

level; that is, a claim that does not establish that the claim is about bloc od sugar level that
is already within normal limits nnphes that the product is intended to treat ‘elevated blood
sugar of diabetes, which is a disease, =~

750/ 63 - L eTess



Pagez Mr IraL Goldberg

R 21 U.S. C 343(r)(6) makcs clea: that a statcment mcluded in labehng under the authonty

of that section may not claim to diagnose, mmgate treat, <yre, or prevent a specific

disease or class of diseases, The statement that you are makmg for this product suggests
that it is intenided to treat, prevent, or mltlgate a dlsease “This, claim does not meet the
requirernents of 21U. S.C. 343(1'}(6) This claim suggests that this product is intended for

use as a drug within the meanlng of 21 U.S.C. 321(g)(1)(B), and that it is subject to
regulation under the diug provisions of the Act.. I you intend to make claims of this.

nature, you should contact FDA’s Center for Drug Evaluation and Research (CDER),
Ofﬁce of Comphance HFD-310 7520 Standlsh Place Rockvﬂle Maryland 20855

' Plcase contactus if we may be of further ass:stance ', ,

Smcerely, :

Division of Comphance and Enforcement
Office of Nutritional Products, Labeling
~ and Dietary Suppiements
Center for Food Safety
~ and Apphed Nutntlon

Copies: ' - ' ‘ _
FDA, Center for Drug Evaluation and Research, Office of Comphance, HFD-300
FDA, Office of the Associate Commissioner for Regulatory Affairs, Ofﬁce of
Enforcement, HFC-200 '

FDA Los Angeles D:stnct Ofﬁce Ofﬁce of Comphanoe HFR—PA24O



. Source Naturals, Inc.
Scotts Valley, CA 95066

e 'February 02, 2002

Office of Special Nutritionals (HFS-450)
Center for Food Safety and Applied Nutntlon
Food and Drug Admtmstratlon

200 C St. SW.,,

Washmgton D C. 20204

| RE: NOl’If catlon of Nutntronel Suooort Statements

P e A T T S T T

- Dear Sir or Madam

| hereby notlfy the Food ancl Drug Admlnlstration (FDA) of the use of statements of o
nutntlonal support-in the labeling of GlUCO-SCleﬂcem adietary. supplement Source Naturals® is
~ the manufacturer of Gluco-Science™. '

27 e £ Ye T e L s e L

it E et

Statements being madem fhe'abe"{z  of Gluco-Science™

TR o R ST ey

(1) Products that support healthy blood sugar |evels are pr01ected to be among
the industry’s top five growth areas.

(2) This Bio-Aligned Formula™ supports muitiple body systems:

Glucose/carhohydrate metaboliism, msuhn]pancreatlc actlwty, heart and c:rculatory system
nervous system and vision.

To the best of my know!edge and based upon mformatlon and belief present at the time
of the execution of this notice, | certify that the above information is accurate and complete.
Source Natur"ls posaesses substantnataon that the statements are truthful and not mtsleadlng

v

Ira L. Goldberg
President, Source Naturals, Inc.

G555 1



 Source Naturais®

- S S o . . .. ... 23Janis Way
A S RSP EPPR U S R E - Scotts Valley, CA 95066
May 13, 2002' |
Office of Special Nutrltxonals (HFS 450) _ o
Center for Food Safety and Applied Nutrition o RECEIVED
Food and Diug 'Administration o . Ju
| 200C'StSW. Washington, D.C: 20204 | N 1420

RE Nouﬁcatlon of Nutntlonal Support Statements

AT Lo ke 1 e s g £ e e T e e e el g 1

Dear S:r or Madam

o hereby notlfy the Food and Drug Adrnmlstratlon (FDA) of the use of statements of nutnnonal
support in the labeling of;, Policosanol Cholesterol Complex a dxetary supplement Source Naturals is
- the manufactyrer of Pohcosanol Cholesterol Complex ‘

Statemcnts ,bel._mi! ﬂ???l?._\!?}.t.l.‘.?,.}?l’ﬂ‘}}, ._91.’; F’.Qlll%?%ﬁf!?}_ .9?}21@5?5{?!,99%}3 lex:

53 B}O—Allgned Formula supports multip]e body systems heart  blood vessels DETvous system
: thyroid, liver and gastromtestmal tract. ' o
(2) Provides 500 mg of curcumin, the amount shown i in research to reduce serum llpld peroxides
' and help maintain cholesterol levels within the normal range.
- (3) The antioxidant green tea inhibits LDL oxidatjon and promotes healthy blood vessels, according
" 'toanimal and in vitro studies. |

* (4) Myricetin, a powerful antlomdant mhx’mts LD"L ox1dat10n, accordmg to in vitro research.

To the best of my knowledge and based upon mformatlon and belief present at the time of the

possesses substantlatron that the statements are truthful and not

tmisleading.

Ira L. Goldberg
President, Source Na

20357




